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2 STUDY SYNOPSIS 

Study Title 

Lean Efficacy Phase IIa Proof of concept trial (LEAAP). A multi-center, double-blind, placebo-

controlled, randomized study in overweight and obese patients during twenty-six weeks, 

investigating the effect of EMP16-02 on body weight, safety and clinical biomarkers 

Study code 

EP-002 

EudraCT No 

2019-004545-32 

Study period 

Date of first patient screened: 07MAY2020 

Date of first patient randomized: 25MAY2020 

Date of last patient last visit: 09MAR2021 

Phase of development 

IIa 

Coordinating Investigator  

Helena Litorp, MD PhD 

CTC Clinical Trial Consultants AB 

Dag Hammarskjölds väg 10B 
SE-752 37 Uppsala, Sweden 

Phone: +46 (0)70 254 27 94 

E-mail: helena.litorp@ctc-ab.se 

Study centers 

Centre 1:  

CTC Clinical Trial Consultants AB 

Dag Hammarskjölds väg 10B 

SE-752 37 Uppsala, Sweden 

Centre 2:  

CTC Clinical Trial Consultants AB 
Brigadgatan 26 

SE-587 58 Linköping, Sweden 

Publication (reference) 

Not applicable.  

Study design 

This was an exploratory, randomized, double-blind, placebo-controlled study in overweight and 

obese patients in which the effect of 2 doses of EMP16-02 on body weight loss was tested versus 

placebo. The study was conducted at 2 study centers in Sweden.   

This clinical study report (CSR) summarizes data from the main part of the study including the 

26-week treatment period followed by a 2-week safety follow-up. Six-month follow-up data will be 

reported in an addendum to the CSR.    

Objectives 

Primary objective: 

• To evaluate the effect of the study drug EMP16-02 (120 mg orlistat [O]/40 mg acarbose 

[A]) on relative body weight loss after a 26-week period of oral treatment as compared to 

placebo. 
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Secondary objectives: 

• To assess the effect of 2 different doses of EMP16-02 (120 mg O/40 mg A and 
150 mg O/50 mg A) on relative and absolute body weight loss during a 26-week period of 

oral treatment as compared to placebo. 

• To assess the effect of 2 different doses of EMP16-02 (120 mg O/40 mg A and 

150 mg O/50 mg A) on other anthropometric characteristics during a 26-week period of oral 

treatment as compared to placebo. 

• To assess the effect of 2 different doses of EMP16-02 (120 mg O/40 mg A and 

150 mg O/50 mg A) on satiety and meal pattern during a 26-week period of oral treatment 

as compared to placebo. 

• To assess the effect of 2 different doses of EMP16-02 (120 mg O/40 mg A and 

150 mg O/50 mg A) on fasting insulin, glucose metabolism markers, lipid metabolism 
markers and inflammation markers during a 26-week period of oral treatment as compared 

to placebo. 

• To assess the effect of 2 different doses of EMP16-02 (120 mg O/40 mg A and 

150 mg O/50 mg A) on blood pressure during a 26-week period of oral treatment as 

compared to placebo. 

• To assess the effect of 2 different doses of EMP16-02 (120 mg O/40 mg A and 

150 mg O/50 mg A) on quality of life during a 26-week period of oral treatment as 

compared to placebo. 

• To assess the relationship between drop-out(s) and tolerability for 2 different doses of 

EMP16-02 (120 mg O/40 mg A and 150 mg O/50 mg A) during a 26-week period of oral 

treatment as compared to placebo. 

• To assess the safety and gastrointestinal (GI) tolerability of 2 different doses of EMP16-02 
(120 mg O/40 mg A and 150 mg O/50 mg A) during a 26-week period of oral treatment as 

compared to placebo. 

Exploratory objectives: 

• To assess the effect of 2 different doses of EMP16-02 (120 mg O/40 mg A and  
150 mg O /50 mg A) on fasting plasma/serum levels of apolipoprotein A1 (ApoA1) and 

apolipoprotein B (ApoB) during a 26-week period of oral treatment as compared to placebo. 

• To assess the pre-dose plasma level of orlistat and acarbose at steady state. 

• To evaluate the effect of 2 different doses of EMP16-02 (120 mg O/40 mg A and  
150 mg O /50 mg A) on relative and absolute body weight loss 6 months after completion 

of a 26-week period of oral treatment as compared to placebo. 

• To evaluate the effect of 2 different doses of EMP16-02 (120 mg O/40 mg A and  

150 mg O /50 mg A) on HbA1c concentration 6 months after completion of a 26-week 

period of oral treatment as compared to placebo. 

• To evaluate the effect of 2 different doses of EMP16-02 (120 mg O/40 mg A and  

150 mg O /50 mg A) on blood pressure 6 months after completion of a 26-week period of 

oral treatment as compared to placebo. 

The analyses of the exploratory objectives related to the 6-month follow-up and trough orlistat and 

acarbose plasma levels are not included in this CSR.   
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Number of patients 

  Planned   Actual  

Screened  312  209 

Randomized  156 (52:52:52)* 156 (52:52:52)* 

Completed week 28 156 (52:52:52) * 135 (44:45:46) * 

Safety analysis set 156  156 

Full analysis set 156  156 

Per protocol set 156  122 

*Number within parenthesis correspond to numbers for EMP16-02 (120 mg O/40 mg A):EMP16-02 

(150 mg O /50 mg A):placebo 

Diagnosis and main eligibility criteria 

• Male and female patients with overweight or obesity, defined as body mass index (BMI) 

≥ 30, or ≥ 28 kg/m² in the presence of other risk factors (e.g., hypertension, glucose 

dysregulation such as impaired glucose tolerance and type 2 diabetes mellitus (T2DM), 
and/or dyslipidemia).  

• Aged ≥ 18 and ≤75 years. 

• Willing and able to give written informed consent for participation in the study. 

• Body weight stable (<5% reported change during the 3 months preceding screening and 

randomization). 

Methodology 

This was an exploratory randomized, double-blind, placebo-controlled study in which EMP16-02 or 

placebo was taken orally 3 times daily (TID) together with the 3 main daily meals for 26 weeks. 

EMP16-02 was given to obese patients with an initial BMI ≥ 30 kg/m² or ≥ 28 kg/m² in the presence 

of other risk factors (e.g., hypertension, glucose dysregulation such as impaired glucose tolerance 
and T2DM, and/or dyslipidemia). Prior to any study assessments, patients were asked to provide 

signed informed consent to participate in the study.  

The main part of the study consisted of 6 visits to the research clinic, including screening and a 
safety follow-up visit. Visit 7 is long-term follow-up visit scheduled 6 months after completion of 

the 26-weeks treatment. Data from this visit will be reported in an addendum to the CSR.  

Screening (Visit 1) took place within 28 days of Day 1 (baseline). An electronic diary was used to 

provide the patients with questionnaires to be filled in during or shortly before/after the visits. At 2 
extra occasions between Visit 4 and 5, the electronic diary was used for collecting information on 

investigational medicinal product (IMP) compliance, adverse events (AEs) and use of concomitant 

medication. Eligible and consenting patients arrived at the research clinic in the morning of the first 
dosing day (Day 1, Visit 2) after at least 8 hours of overnight fasting. A re-check of eligibility 

including a brief physical examination, vital signs and assessment of body weight was conducted.  

The patients were randomized to either of 2 doses of EMP16-02 (hereafter referred to as EMP16 

unless the context requires a more detailed specification) or placebo: 

1. EMP16-02 (120 mg O/40 mg A, hereafter referred to as EMP16-120/40 unless the context 

requires a more detailed specification) 

2. EMP16-02 (150 mg O/50 mg A, hereafter referred to as EMP16-150/50 unless the context 
requires a more detailed specification) 

3. Placebo (identical capsules) 

Blood sampling (fasting), and anthropometric measurements were performed. Patients received 
electronic diary instructions and were asked to fill in a satiety and craving questionnaire before 

breakfast (at the clinic), and then once every hour for 4 hours until before lunch (at home). A 

standardized breakfast was served at the clinic. Halfway through breakfast at Visit 2, all patients 
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received a placebo capsule independent of the treatment arm to which the patients had been 
randomized, to provide patients with the opportunity to train on self-administering the IMP under 

supervision of clinic staff. The patients also received instructions on how to fill in further 

questionnaires regarding health and quality of life, meal pattern, activity and sleep, and 

gastrointestinal symptoms (gastrointestinal symptom rating scale [GSRS]).  

The patients were instructed to take IMP halfway through each meal, together with approximately 

100-200 mL water (or other drink) on all subsequent treatment days. Once IMP had been handed 

out, the patients were free to leave the clinic. The first randomized IMP dose was taken during 

lunch (or the next meal) at home. 

Patients randomized to EMP16 started with a titration period of 6 weeks during which the dose was 

sequentially increased in order to let patients gradually adapt to the acarbose dose. At week 7, all 
patients had reached their final intended dose and a 20-week treatment and observation period 

started. The titration phase started at a dose of 60 mg O and 20 mg A TID, which was sequentially 

increased by 30 mg O/10 mg A every 2 weeks until the target doses of 120 mg O/40 mg A TID (for 

the lower dose group) and 150 mg O/50 mg A TID (for the higher dose group) were reached. The 

dosing regimen was as follows:  

Target dose Week 1 and 2  Week 3 and 4 Week 5 and 6  Week 7 to 26 

EMP16-02 
120 mg O/40 mg A 

60 mg O/20 mg A 90 mg O/30 mg A 120 mg O/40 mg A 120 mg O/40 mg A 

EMP16-02 
150 mg O/50 mg A 

60 mg O/20 mg A 90 mg O/30 mg A 120 mg O/40 mg A 150 mg O/50 mg A 

Placebo treatment consisted of matching oral capsules. Placebo and EMP16 capsules were to be 

taken TID together with the 3 main daily meals.  

Patients came back to the clinic at Visit 3 (week 7), Visit 4 (week 14) and Visit 5 (week 26) for 

safety assessments and assessments of weight and anthropometric measurements. Patients arrived in 

the morning after at least 8 hours of overnight fasting. All visits started with a brief physical 
examination followed by blood sampling (fasting) and assessment of body weight and body 

composition. A standardized breakfast was served during which the patient took the IMP. All or a 

selection of the questionnaires, including the satiety and craving questionnaire, were filled in in a 

similar way as during Visit 2.  

After 18 and 22 weeks of treatment (Day 123 ± 3 days and Day 151 ± 3 days, respectively), patients 

were asked to answer questions about IMP compliance, occurrence of AEs and use of concomitant 

medication using an electronic diary.  

New IMP was handed out to the patients at Visit 2, 3 and 4.  

At Visit 5 (week 26), the patients took the last dose of IMP during breakfast at the clinic. Visit 6 

was a safety follow up visit.  

Investigational Medicinal Products, dosage and mode of administration, batch number 

EMP16-02 is an oral, modified-release (MR) fixed dose combination (FDC) of orlistat and acarbose 

formulated in capsules, available in 2 strengths, but identical size (for blinding purpose): 

• EMP16-02-90/30, containing 90 mg O/30 mg A 

• EMP16-02-60/20, containing 60 mg O/20 mg A 

Two different doses of EMP16-02 were used in the study (after a 6-week titration period):   

• 120 mg O/40 mg A (2 capsules EMP16-02-60/20) 

• 150 mg O/50 mg A (1 capsule EMP16-02-90/30 and 1 capsule EMP16-02-60/20) 
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Placebo was a matching, oral capsule containing only cellulose. EMP16-02 and placebo were taken 

TID together with the 3 main daily meals. 

Batch numbers: XB2001 (EMP16-02 60/20, EMP16-02 90/30 and placebo) and XB2003 (EMP16-

02 60/20, EMP16-02 90/30 and placebo). All patients received capsules from both batches.  

Duration of treatment 

Each patient received 3 daily doses of EMP16 or matching placebo for 26 weeks. The IMP was 

taken together with the 3 main daily meals  

Duration of each patient’s involvement in the study 

Each patient in the main part of the study participated in the study for approximately 32 weeks 
including a screening period of up to 4 weeks, 26 weeks of treatment and a safety follow-up visit 

2 weeks after the last treatment.  

Patients who have given their consent to participate in a 6-month follow-up evaluation will 
participate in the study for 58 weeks including the main part of the study as well as a follow-up visit 

6 months after the last treatment. 

Efficacy assessments  

Weight, other anthropometric measurements (BMI, waist circumference, sagittal diameter, 
bio-impedance), blood sampling for fasting lipid metabolism, glucose metabolism and 

inflammations markers, blood pressure, questionnaires (meal pattern, GSRS, satiety and craving, 

activity and sleep and health and quality of life [RAND-36]), drop-out rate (assessed both in terms 

of safety and efficacy). 

Safety assessments  

AE recording, vital signs (blood pressure was assessed for both safety and efficacy), 

electrocardiogram (ECG), fasting safety laboratory blood sampling, physical examination, GSRS 

(assessed for both safety and efficacy). 

Exploratory assessments 

Fasting blood sampling for ApoA1 and ApoB, pre-dose blood sampling for orlistat and acarbose 
plasma concentrations at steady state. Weight, HbA1c and blood pressure 6 months after end of 

treatment. 

Statistical methods 

The primary endpoint, relative (%) change from baseline in body weight after 26 weeks of treatment 
with EMP16-120/40 as compared to placebo, was analyzed using analysis of variance (ANOVA) 

with treatment as independent variable.  

The relative (%) change from baseline in body weight after 14 and 26 weeks of treatment with 
EMP16-150/50 as compared to placebo was also analyzed using ANOVA with treatment as 

independent variable. 

The absolute change from baseline in body weight after 14 and 26 weeks of treatment with 

EMP16-120/40 or EMP16-150/50 as compared to placebo was analyzed using analysis of 

covariance (ANCOVA) with treatment and body weight at baseline as covariates.  

The proportion of patients with ≥5% and ≥10% decrease in body weight compared to baseline after 

14 and 26 weeks of treatment with EMP16-120/40 or EMP16-150/50 as compared to placebo was 

analyzed using Chi-square test without continuity correction. 

Other anthropometric parameters, glucose metabolism markers, lipid metabolism markers, 

inflammation markers and blood pressure were also analyzed using ANOVA. For relative changes 
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from baseline, treatment was used as independent variable. For absolute changes from baseline, 

treatment and body weight were used as covariates.  

The proportions of diabetic patients, prediabetic patients and non-diabetic patients after 14 and 

26 weeks of treatment with EMP16-120/40 or EMP16-150/50 were presented using shift tables. The 

change from baseline in the proportion of diabetic and prediabetic patients after 14 and 26 weeks of 
treatment with EMP16-02 as compared to placebo was analyzed using Chi-square test without 

continuity correction. 

Meal pattern, satiety and craving and health and quality of life (RAND-36) questionnaires were 
analyzed using the Wilcoxon Rank Sum test. The GSRS questionnaire was analyzed using 

ANCOVA while the activity and sleep questionnaire was analyzed using a Chi-square test. The 

drop-out rate (overall and GI-related) following treatment with EMP16-120/40 or EMP16-150/50 as 

compared to placebo was analyzed using Chi-square test without continuity correction. 

Continuous data are presented in terms of evaluable and missing observations, arithmetic mean, 

standard deviation (SD), median, minimum, maximum, Q1 and Q3.  

Categorical data are presented as counts and percentages. When applicable, summary data are 
presented by treatment, and by assessment time. Individual patient data are listed by treatment, 

patient number, and, where applicable, by assessment time. 

All descriptive summaries and statistical analyses were performed using SAS Version 9.4 (SAS 

Institute, Inc., Cary, NC). 

Baseline was defined as the visit with last data collection point prior to the first administration of 

IMP. All hypothesis testing used a significance level of 5%.  

Summary of results 

Efficacy results 

• Patients treated with EMP16 for 26 weeks lost significantly more weight than did patients 

who received placebo (p<0.0001 for both active treatment groups versus placebo at week 

26). Mean relative weight loss was -5.8% and -6.5% after 26 weeks of treatment with 
EMP16-120/40 or EMP16-150/50 as compared to -0.7% in the placebo group at week 26 

and mean absolute weight loss was -5.75 kg, -6.44 kg and -0.78 kg in the EMP16-120/40, 

EMP16-150/50 and placebo groups, respectively, at week 26. The same trends were 

observed also after 14 weeks of treatment as well as for females treated with EMP16-

120/40 or EMP16-150/50 and for males treated with EMP16-150/50 at 14 and 26 weeks.   

• More patients in the active treatment groups had lost ≥5% (p<0.0001 for both active 

treatment groups vs placebo) and ≥10% (p=0.0029 for EMP16-120/40 and p=0.0034 for 

EMP16-150/50 versus placebo) at week 26. In total, 55% and 67% of the patients in the 
EMP16-120/40 and EMP16-150/50 groups, respectively, lost ≥5% in weight between 

baseline and week 26 as compared to 13% in the placebo group. 23% and 22% in the active 

treatment groups lost ≥10% in weight as compared to 2.2% in the placebo group. The same 
trends were observed also after 14 weeks of treatment as well as for females treated with 

EMP16-120/40 or EMP16-150/50 at week 14 and week 26 but not for males treated with 

either dose. 

• The BMI and waist circumference were significantly more reduced in patients treated with 

EMP16 for 26 weeks than in patients who received placebo (BMI: p<0.0001, waist 
circumference: p=0.0087 for the EMP16-120/40 and p=0.0047 for EMP16-150/50 versus 

placebo). Mean relative and absolute change from baseline in BMI was -5.8% 

and -2.08 kg/m2 in the EMP16-120/40 group, -6.5% and -2.23 kg/m2 in the EMP16-150/50 
group and -0.7% and -0.25 kg/m2 in the placebo group. Mean absolute change from baseline 

in waist circumference was -6.61 cm, -6.80 cm and -3.36 cm in the EMP16-120/40, 
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EMP16-150/50 and placebo groups, respectively at week 26. The same trends were 
observed also after 14 weeks of treatment for BMI. For waist circumference there were no 

statistically significant differences between the active treatment groups and placebo at 

week 14.  

• The sagittal diameter and body composition in terms of percentage body fat were 

significantly more reduced in patients treated with EMP16-150/50 for 26 weeks than in 
patients treated with placebo (sagittal diameter: p=0.0020, percentage body fat: p=0.0047 

and p=0.0035 for relative and absolute change from baseline versus placebo, respectively). 

Mean absolute change from baseline in sagittal diameter was -1.89 cm in the EMP16-
150/50 group and -0.49 cm in the placebo group at week 26. Mean relative and absolute 

change from baseline in percentage body fat was -5.4% and -2.21 in the EMP16-150/50 

group and -0.3% and -0.19 in the placebo group, respectively. There were no statistically 
significant differences in sagittal diameter and body composition between patients treated 

with EMP16-120/40 and patients who received placebo at week 26. The same trends were 

observed also after 14 weeks of treatment except that there was a statistically significant 

difference in sagittal diameter between the EMP16-120/40 group and the placebo group at 

this time point. 

• In general, there were no significant differences between the active treatment groups and 

the placebo group in terms of satiety and craving and meal pattern. The appetite of the 

patients was not particularly affected over the course of the study in any treatment group 
and most patients appeared to, more or less, follow the recommendations for healthy eating 

habits already at baseline. Overall, there were minor and similar improvements in eating 

habits in terms of vegetables and root vegetables, fruits and berries and fish and seafood in 
all treatment groups. The eating habits in relation to sweet food (cookies, chocolate, sweets, 

chips, soft drinks) and breakfast habits were significantly improved in the EMP16-150/50 

group compared to the placebo group at week 26. 

• There were no clinically relevant changes from baseline in fasting glucose metabolism 

markers (glucose, insulin, HbA1c), albumin or CRP in any treatment group over time. The 
lipid metabolism markers LDL cholesterol, HDL cholesterol and cholesterol, but not 

triglycerides, decreased more over time in the active treatment groups than in the placebo 

group. While the differences compared to placebo were statistically significant at most time 
points analyzed, the small changes from baseline were not considered as clinically relevant. 

Also ApoA1 and ApoB, appeared to decrease more compared to baseline in the active 

treatment groups than in the placebo group but the changes from baseline were not 

considered to be clinically relevant. Similarly, there were no clinically relevant changes 

from baseline in liver enzymes (ALT, AST, ALP or GGT) in any treatment group. 

• There were no statistically significant differences between the active treatment groups and 

the placebo group in terms of diabetic and pre-diabetic status at any timepoint. The 

proportions of diabetic patients at baseline and week 26 were 9.6% and 4.5% in the 
EMP16-120/40 group, 3.8% and 2.2% in the EMP16-150/50 group and 9.6% and 13% in 

the placebo group while the proportions of prediabetic patients at the corresponding time 

points were 25% and 20% in the EMP16-120/40 group, 27% and 22% in the EMP16-

150/50 group and 37% and 22% in the placebo group.  

• There were no clinically relevant changes from baseline in blood pressure in any treatment 

group over time. Mean absolute changes from baseline in systolic blood pressure ranged 

between -2.7 and -2.2 mmHg in the EMP-120/40 group, -6.9 and -3.2 mmHg in the EMP-

150/50 group and -2.2 and -1.8 mmHg in the placebo group. Mean absolute changes from 
baseline in diastolic blood pressure ranged between -3.0 and-2.4 mmHg in the EMP-120/40 

group, -3.3 and -1.0 in the EMP-150/50 group and -1.5 and 0.7 mmHg in the placebo group. 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                9 (398) 

• Health-related quality of life based on the RAND-36 health survey improved more in the 

active treatment groups compared to the placebo group between baseline and week 26. A 
significant increase in the categories physical functioning and general health occurred in 

both active treatment groups compared to placebo group. In addition, patients in the 

EMP 150/50 group improved significantly more than patients in the placebo group in terms 

of bodily pain, energy/fatigue and emotional well-being. The mean overall health transition 
score increased by 18.5 and 16.5 points in the EMP-120/40 and EMP-150/50 groups, 

respectively, which was significantly more than the 5.9 points increase in the placebo group 

(p=0.0058 for EMP16-120/40 and p=0.0111 for EMP150/50 versus placebo). There were 
no significant differences between the active treatment groups and placebo in terms of 

changes in sleep patterns or performance of heavy physical work.  

• The overall drop-out frequency was comparable between treatment groups; 15.4%, 13.5% 

and 11.5% of the patients in the EMP16-120/40, EMP16-150/50 and placebo groups, 

respectively, discontinued early.  

Safety and tolerability results 

• No deaths or other SAEs occurred in the study. Four patients (7.7%) in the EMP16-120/40 

group and 5 patients (9.6%) in the EMP16-150/50 withdrew early from the study due to 

intolerable GI symptoms (mainly diarrhea). None of the events required medical 
intervention and most events recovered/resolved within approximately 2 weeks. One patient 

in the EMP16-150/50 group withdrew consent due to a Covid-19 infection. No patient in 

the placebo group was withdrawn due to an AE. 

• 101 (65%) of the 156 randomized patients reported 191 AEs. The AE reporting frequency 
was comparable between the EMP16-120/40 group and the placebo group (62% and 58% of 

the patients reported AEs, respectively) and somewhat higher in the EMP16-150/50 group 

(75% of the patients reported AEs). The proportion of patients reporting probably related 
AEs and AEs of severe intensity were comparable between the active treatment groups 

(25% and 23% reported probably related AEs and 27% and 23% reported AEs of severe 

intensity, respectively) and higher than in the placebo group (4% reported probably related 

AEs and 6% reported AEs of severe intensity). Mild and moderate gastrointestinal 
symptoms listed in the SmPC of orlistat and acarbose, respectively, were not recorded as 

AEs unless those led to early withdrawal. 

• The most common AEs were nasopharyngitis, diarrhea and Covid-19. Diarrhea of severe 

intensity was only reported by patients receiving active treatment and to the same extent in 
both active treatment groups (by 15% of the patients in each group including the patients 

who withdrew due to GI symptoms). Overall, GI-related AEs were more common in the 

active treatment groups than in the placebo group, but the reporting frequency was 

comparable between the EMP16-120/40 group and the EMP16-150/50 group (reported by 
27% and 31% of the patients, respectively). None of the patients with Covid-19 had 

concomitant GI-related AEs.   

• GI symptoms, collected using the GSRS questionnaire, increased compared to baseline in 

both active treatment groups and appeared to reach a plateau level at week 7 and thereafter 
slowly declined towards week 26. Gastrointestinal symptoms increased also in the placebo 

group but to a smaller extent than in the active treatment groups and without an apparent 

plateau. Overall, post-dose gastrointestinal intolerance was significantly more pronounced 

in both active treatment groups compared to placebo over the course of the study.  

• Systolic and diastolic blood pressure decreased in all treatment groups over time, but the 

changes were not assessed as clinically relevant. Neither were there any clinically relevant 

differences between the active treatment groups and the placebo group. Similarly, there 
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were no clinically relevant changes from baseline or difference between treatment groups in 

terms of pulse.  

• There were no clinically significant changes from baseline in mean safety laboratory 

parameters, overall ECG evaluations and physical examination findings and no obvious 

differences between the active treatment groups and the placebo group. Isolated abnormal 

clinical chemistry parameters were assessed as clinically relevant but there were no trends 

associated with any parameter in any treatment group.  

Conclusions 

Efficacy conclusions 

• Twenty-six weeks of treatment with EMP16 in 2 doses (120 mg orlistat/40 mg acarbose or 

150 mg orlistat/50 mg acarbose) had a significant and clinically relevant effect on body 
weight loss in obese patients. Patients treated with EMP16-120/40 or EMP16-150/50 lost 

5.8%/-5.75 kg and 6.5%/-6.44 kg in body weight, respectively, while placebo patients lost 

0.7%/-0.78 kg. Both doses of EMP16 gave rise to greater proportions of patients with ≥5% 
and ≥10% weight loss and had a significant effect on reductions in BMI and waist 

circumference. The higher EMP16 dose also had significant effects on reductions in sagittal 

diameter and percentage body fat. 

• EMP16 did not induce any clinically relevant effects on fasting glucose metabolism 

markers, lipid metabolism markers or liver enzymes, had no apparent effect on the diabetic 
and prediabetic status of patients and no apparent effect on blood pressure compared to 

placebo, which is reasonably expected in a patient population with low prevalence of 

hypertension and with blood lipids and HbA1c within normal ranges as in the EP-002 

study.   

• Both doses of EMP16 had significant positive effect on health-related quality of life. In 

general, there were no apparent differences between the treatment groups in terms of 

appetite and overall eating habits but EMP16-150/50 had a significant positive effect on the 

intake of sweet food and breakfast habits.  

Safety and tolerability conclusion 

Twenty-six weeks of treatment with EMP16 in 2 doses (120 mg orlistat/40 mg acarbose or 150 mg 

orlistat/50 mg acarbose) was safe as assessed by reported AEs, safety laboratory parameters, vital 
signs, ECG and physical examinations. Gastrointestinal events, in particular diarrhea, were more 

common in the active treatment groups than in the placebo group but were perceived as tolerable by 

a majority of the patients.  

• Four patients (7.7%) in the EMP16-120/40 group and 5 patients (9.6%) in the EMP16-
150/50 found the gastrointestinal symptoms to be intolerable and withdrew early from the 

study. 

• Diarrhea of severe intensity was only reported by patients receiving active treatment and to 

the same extent in both active treatment groups (by 15% of the patients in each group 

including the patients who withdrew due to GI symptoms). 
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5  ETHICAL AND REGULATORY REQUIREMENTS 

5.1 Independent ethics committee and competent authority 

The Coordinating Investigator was responsible for submission of the clinical study protocol 

(CSP), the patient information and Informed Consent Forms (ICFs), any other written 

information to be provided to the patients and advertisements used for recruitment of patients 

to the Swedish Ethical Review Authority (SERA) for approval.  

The Sponsor had delegated to Clinical Trial Consultants AB (CTC) the responsibility to 

submit study documents to the applicable competent authority (CA) according to local 

regulatory requirements.  

The study and the CSP version 2.0 dated 03APR2020 were approved in writing by SERA on 

06MAY2020 (Appendix 16.1.3) and by the medical products agency (MPA) on 16APR2020. 

Patient recruitment started after these approvals.  

There was one substantial amendment to the CSP regarding the addition of a follow-up visit 

6 months after completion of the 26-weeks treatment period with EMP16-02. In addition, 

trough plasma concentration measurements of acarbose at steady state were added. A new 

version of the CSP, version 3.0 dated 12NOV2020 was developed to reflect the amendment.  

The CSP (version 2.0 and version 3.0) are provided in Appendix 16.1.1. 

5.2 Ethical conduct of the study 

The study was performed in accordance with ethical principles that have their origin in the 

Declaration of Helsinki [1] and was compliant with the International Council for 

Harmonisation of Technical Requirements for Pharmaceuticals for Human Use guideline ICH 

E6 (R2) for Good Clinical Practice (GCP) [2], the European Union (EU) Clinical Trials 

Directive [3], and applicable local regulatory requirements. 

5.3 Patient information and consent 

It was the responsibility of the Investigator or an authorized associate to give each potential 

study patient adequate verbal and written information before any study specific assessments 

were performed. 

The information included the objectives and the procedures of the study as well as any risks 

or inconvenience involved. It was emphasized that participation in the study was voluntary 

and that the patient could withdraw from participation at any time and for any reason, without 

any prejudice. All patients were given the opportunity to ask questions about the study and 

were given sufficient time to consider participation before signing the ICF.  

Before performing any study-related procedures, the ICF was signed and personally dated by 

the patient and by the Investigator. A copy of the patient information including the signed ICF 

was provided to the patient. 

Documentation of the discussion and the date of informed consent were recorded in the 

source documentation and in the electronic case report form (eCRF). The patient information 

sheet and the signed ICF were filed by the Investigator for possible future audits and/or 

inspections.  

The written patient information and ICF are included in the trial master file (TMF). 
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5.4 Patient data protection 

The ICFs included information that the data that were recorded, collected and processed could 

be transferred to the European Economic Area (EEA) or non-EEA countries. In accordance 

with the General Data protection Regulation (GDPR) (EU) 2016/679 [4], the data did not 

allow for identification of any persons taking part in the study. 

The potential study patient was informed that by signing the ICF he/she approved that 

authorized representatives from the Sponsor and CTC, the concerned Ethical Committee (EC) 

and CA had direct access to his/her medical records for verification of clinical study 

procedures. This agreement was substantiated in a separate document, according to local 

requirements. 

The patient had the right to request access to his/her personal data and the right to request 

rectification of any data that were not correct and/or complete.  

The Investigator had to file a Patient Identification List which included sufficient information 

to link records, i.e. the eCRF and clinical records. This list will be preserved for possible 

future inspections/audits but will not be made available to the Sponsor except for monitoring 

or auditing purposes. 
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7 INTRODUCTION 

7.1 Obesity and overweight 

Obesity is a worldwide health problem and major risk factor for cardiovascular diseases, 

diabetes, musculoskeletal disorders, and some cancers. From 1980 to 2014, the worldwide 

prevalence of obesity more than doubled, with over 1.9 billion adults being overweight 

(defined as a body mass index [BMI] of ≥25 kg/m2) and over 600 million being obese 

(defined a s a BMI of ≥30 kg/m2) [5]. In the US, over 70% of adults are overweight or obese 

[6], while in the UK the proportion of overweight and obese adults constitutes 64% [7]. 

Among the most troubling obesity-related trends is the almost 50% increase of overweight 

among children and adolescents during the last decades of the 20th century. Consequently, 

children are increasingly being diagnosed with traditionally adult-onset diseases such as 

type 2 diabetes mellitus (T2DM) and heart disease [8].  

In 2010, overweight and obesity were estimated to cause 3.4 million deaths, 3.9% years of life 

lost, and 3.8% of disability-adjusted life-years (DALYs) worldwide [9]. In addition, 44% of 

diabetes burdens, 23% of ischemic heart disease burdens and between 7% and 41% of certain 

cancer burdens are attributable to overweight and obesity [10]. Obesity is also associated with 

hypertension, hyperglycemia, dyslipidemia, obstructive sleep apnea, atherosclerosis, physical 

problems as joint pain, psychosocial problems and a reduced life expectancy of about 5-10 

years. The many serious health consequences make obesity a public health priority. Lifestyle 

intervention affecting dietary intake and energy expenditure are important, however, often not 

enough. Therefore, there is a great medical need for safe and efficient medical treatments 

[11,12,13]. 

Current treatments that aim to induce rapid body weight loss are different types of 

gastrointestinal (GI) surgery, among which gastric bypass surgery (GBP) is most common 

[14]. Several pharmacological treatment principles have been considered including, among 

others, increasing energy expenditure (stimulants), suppressing caloric intake (anorectic 

agents), limiting nutrient absorption and modulating insulin production and/or action [15,16]. 

Two of the drugs that function by affecting the uptake of nutrients through inhibition of 

intestinal digestion are orlistat and acarbose. 

7.2 EMP16-02 mechanism of action 

EMP16-02 consists of a fixed dose combination (FDC) of orlistat and acarbose. 

Orlistat is an anti-obesity drug that is administered orally during a meal and acts by 

preventing intestinal digestion of dietary fats and subsequent absorption of free fatty acids 

(FFAs) through inhibition of gastric and pancreatic lipases in the GI lumen [17,18]. Although 

safe, orlistat is associated with side-effects and tolerability issues that severely hamper 

compliance. Previous clinical trials showed that around 25% or more of the patients complain 

about GI side-effects including diarrhea, oily spotting and fecal urgency [19]. Efficacy of 

orlistat treatment was rather modest; an approximate 3% placebo-corrected body weight loss 

was observed [20, 21]. Orlistat in conventional form seems to have a direct effect on the 

stomach by increasing gastric emptying, which may lead to increased appetite [22]. The 

modest effect on body weight together with the tolerability issues make orlistat given in a 

conventional dosage form (such as Xenical®) unattractive for most obese patients.  

Acarbose is a competitive α-glucosidase and pancreatic α-amylase inhibitor that acts by 

inhibiting the hydrolysis of oligosaccharides in the GI lumen and subsequently delays the 
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intestinal absorption rate of monosaccharides [23]. Acarbose binds to the carbohydrate 

binding sites of α-glucosidases with significantly higher affinity than the normal substrates. 

Because of the reversible nature of the inhibitor-enzyme interaction, the conversion of 

oligosaccharides to monosaccharides is only delayed rather than completely blocked. 

Acarbose is currently used as a T2DM drug, mainly in Asia, but only scarcely in Western 

countries. By locally inhibiting the luminal digestion of carbohydrates, the blood sugar 

increases slower postprandially, and the patient’s insulin need is reduced [24]. Clinical studies 

showed a small effect on body weight: only 1% relative weight loss was observed after 

12 months daily treatment with 600 mg acarbose [25,26,27]. As with orlistat, a large part of 

the patients using acarbose in conventional oral dosage form (Glucobay®) report GI side 

effects, such as flatulence, diarrhea and abdominal pain [23]. These side effects originate from 

bacterial fermentation of undigested carbohydrates in the colon [28] and limit the clinical use 

of acarbose mainly in Western countries.  

Orlistat has very lipophilic molecular properties which limit its solubility, dissolution rate and 

subsequent intestinal absorption and plasma exposure. More than 83% of a given oral dose is 

recovered unchanged in the feces [17,29]. The fraction of the dose of conventional orlistat 

absorbed from the GI tract is low (<3%) and accordingly the plasma exposure is low and 

variable [30,31]. Like orlistat, acarbose also has a low absorption rate. Less than 2% of an 

oral dose of acarbose is absorbed intact and becomes available (mostly as parent drug), 

resulting in low plasma exposure. As both drugs are intended to act locally in the GI tract, 

their pharmacokinetic properties are well suited towards their pharmacological action directed 

exclusively towards the intestinal lipases, amylases and glucosidases [32].  

In EMP16-02, orlistat and acarbose are formulated in an oral FDC multiple-unit 

modified-release (MR) dosage form. The major differences between EMP16-02 and the 

conventional oral dosage forms for orlistat and acarbose are the multiple unit properties and 

the release patterns of both drugs in the intestine, that are designed to increase efficacy and 

improve GI tolerability. EMP16-02 is composed of 3 fractions that contain different amounts 

of orlistat and/or acarbose and release the drugs at different rates. The purpose of these 

pharmaceutical properties is to release orlistat and acarbose in in a controlled manner and in 

this way delay normal food digestion and absorption of free fatty acids and hexoses to the 

more distal parts of the small intestine (the ileum). Exposure of specialized enteroendocrine 

cells in the ileum to digested food leads to an increased secretion of several gut hormones that 

act locally on the motility of the GI tract as well as on the brain center regulating satiety. This 

effect is commonly known as the ileal brake. By delaying food digestion and absorption to the 

ileum, EMP16-02 activates the ileal brake, leading to increased satiety levels and reduced 

food intake.  

For more details, refer to the EMP16-02 Investigator’s Brochure (IB). 

7.3 Study rationale 

EMP16 is an FDC of orlistat and acarbose, formulated in an MR form. By using a 

combination of both orlistat and acarbose, the digestion of both dietary fats and carbohydrates 

can be inhibited. However, because of the theoretical risk of profound and synergistic GI side 

effects when used together, the combination of orlistat and acarbose in conventional dosage 

form is currently not seen as clinically feasible. The multiple-unit MR formulation of 

EMP16-02 is intended to substantially reduce the risk for these negative synergistic effects: 

the acarbose side effects will be minimized by optimizing mixing of the multiple-unit 

granules containing acarbose with the ingested food before acarbose becomes active, and the 
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orlistat side effects will be minimized by delaying orlistat release to after the stomach, thus 

avoiding enhanced gastric emptying and steatorrhea.  

This study was a proof-of-concept study designed to demonstrate that EMP16-02 leads to a 

clinically relevant decrease in body weight. The study aimed to evaluate the efficacy, safety 

and tolerability of treatment with 2 different doses of EMP16-02 (120 mg orlistat/40 mg 

acarbose and 150 mg orlistat/50 mg acarbose) for 26-weeks on reducing body weight in obese 

patients. 

7.4 Risk/benefit assessment 

The mechanism of action for EMP16-02 is to delay the normal food digestion and absorption 

of FFAs and hexoses to the distal part of the small intestine. The drug exerts its effect locally 

in the intestines. Given the low plasma exposure of both of its 2 components orlistat and 

acarbose observed during the previous phase IIa study (EP-001, [33]) as well as in other 

studies [17,29,30,31,32], the risk of systemic effects was considered extremely low. Both 

orlistat and acarbose have been used for decades with excellent patient safety data. Because of 

the poor absorption together with the fact that acarbose is not a Cytochrome P450 substrate, it 

seemed highly unlikely that any drug-drug interaction was to occur during intestinal 

absorption and first-pass through the liver. In accordance with this, no drug-drug interactions 

have been reported for acarbose and orlistat. However, as orlistat decreases uptake of dietary 

fats, it might negatively affect the bioavailability of lipophilic drugs.     

The side-effects experienced by both orlistat and acarbose are various GI symptoms (such as 

flatulence, stomach rumblings, abdominal pain, increased defecation, liquid and/or oily 

stools) as well as headache and nausea. Upper respiratory infections have also been reported 

to be more frequent with orlistat [19]. However, these side-effects are transient and quickly 

resolve if patients stop taking the drugs. In rare cases, effects on the liver after taking acarbose 

have been reported [34]. For that reason, blood samples were taken at every visit to analyze 

liver function parameters. 

Overall, the combined safety data from the previous phase IIa trial [33], and other pre-clinical 

and clinical studies, had not revealed any safety issues that would outweigh the expected 

benefits of the study. While keeping the above-mentioned risk factors at a minimum level in 

order to not expose the patients participating in the study for risks that would not be ethically 

justifiable, it was concluded that the planned study assessments are considered sufficient to 

meet the scientific and medical goals for the study. With regard to the substantial medical 

need for treatment of obesity, it was concluded that the potential benefits from the study were 

to outweigh the potential risks for the treated patients. 

For a more detailed risk assessment in terms of study assessments and with regard to the 

Covid-19 pandemic, see the CSP in Appendix 16.1.1.  
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8 STUDY OBJECTIVES AND ENDPOINTS 

All primary, secondary and exploratory objectives and endpoints are summarized in 

Table 7.4-1. 

EMP16-02 is hereafter referred to as EMP16 unless the context requires a more detailed 

specification. 

EMP16-02 (120 mg O/40 mg A) is hereafter referred to as EMP16-120/40 unless the context 

requires a more detailed specification. 

EMP16-02 (150 mg O/50 mg A) is hereafter referred to as EMP16-150/50 unless the context 

requires a more detailed specification. 

Table 7.4-1 Summary of objectives, endpoints and assessments 

 Objective Endpoint 

Assessment(s) and 

result reference 

Primary To evaluate the effect of 

the study drug EMP16-

02 (120 mg O/40 mg A) 

on relative body weight 

loss after a 26-week 

period of oral treatment 

as compared to placebo. 

Relative (%) change from baseline in 

body weight after 26 weeks of treatment 

with EMP16-120/40 as compared to 

placebo. 

Body weight 

measurement 

Reported in 

Section 11.1.1 

Secondary To assess the effect of 2 

different doses of 

EMP16-02 (120 mg 

O/40 mg A and 150 mg 

O/50 mg A) on relative 

and absolute body 

weight loss during a 

26-week period of oral 

treatment as compared to 

placebo. 

Absolute change from baseline in body 

weight after 14 and 26 weeks of 

treatment with EMP16-120/40 as 

compared to placebo. 

Body weight 

measurement 

Reported in 

Section 11.1.3 

Relative (%) and absolute change from 

baseline in body weight after 14 and 26 

weeks of treatment with EMP16-150/50 

as compared to placebo. 

Body weight 

measurement 

Reported in 

Section 11.1.2 and 

Section 11.1.3 

Proportion of patients with ≥5% and 

≥10% decrease in body weight compared 

to baseline after 14 and 26 weeks of 

treatment with EMP16-120/40 or 

EMP16-150/50  as compared to placebo. 

Body weight 

measurement 

Reported in 

Section 11.1.4 

To assess the effect of 2 

different doses of 

EMP16-02 (120 mg 

O/40 mg A and 150 mg 

O/50 mg A) on other 

anthropometric 

characteristics during a 

26-week period of oral 

treatment as compared to 

placebo. 

Relative (%) and absolute change from 

baseline in BMI after 14 and 26 weeks of 

treatment with EMP16-120/40 or 

EMP16-150/50 as compared to placebo. 

Body weight 

measurement and 

height measurement 

Reported in 

Section 11.2.1  

Absolute change from baseline in waist 

circumference after 14 and 26 weeks of 

treatment with EMP16-120/40 or 

EMP16-150/50 as compared to placebo. 

Waist circumference 

measurements 

Reported in 

Section 11.2.2 

Absolute change from baseline in sagittal 

diameter after 14 and 26 weeks of 

treatment with EMP16-120/40 or 

EMP16-150/50 as compared to placebo. 

Sagittal measurement 

Reported in 

Section 11.2.3 

Relative (%) and absolute change from 

baseline in percentage body fat after 14 

and 26 weeks of treatment with EMP16-

120/40 or EMP16-150/50 as compared to 

placebo. 

Body composition via 

bio-impedance 

measurement 

Reported in 

Section 11.2.4 
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 Objective Endpoint 

Assessment(s) and 

result reference 

To assess the effect of 2 

different doses of 

EMP16-02 (120 mg 

O/40 mg A and 150 mg 

O/50 mg A) on satiety 

and meal pattern during 

a 26-week period of oral 

treatment as compared to 

placebo. 

Satiety and craving after 14 and 26 

weeks of treatment with EMP16.120/40 

or EMP16-150/50 as compared to 

placebo, corrected for satiety and craving 

after standardized breakfast at baseline. 

Standardized 

breakfast at week 26 

– weight/kcal 

correlated 

Satiety and craving 

questionnaire  

Reported in 

Section 11.3.1 

Meal pattern 

questionnaire  

Reported in 

Section 11.3.2 

To assess the effect of 2 

different doses of 

EMP16-02 (120 mg 

O/40 mg A and 150 mg 

O/50 mg A) on fasting 

insulin, glucose 

metabolism markers, 

lipid metabolism 

markers and 

inflammation markers 

during a 26-week period 

of oral treatment as 

compared to placebo. 

Relative (%) and absolute change from 

baseline in fasting hemoglobin A1C 

(HbA1c), glucose, insulin, total 

cholesterol, high-density lipoprotein 

(HDL), low-density lipoprotein (LDL), 

triglycerides, liver enzymes, albumin and 

high-sensitivity C-reactive protein (hs-

CRP) after 7, 14 and 26 weeks of 

treatment with EMP16-120/40 or 

EMP16-150/50 as compared to placebo. 

Fasting lipid 

metabolism, glucose 

metabolism and 

inflammation markers 

Reported in 

Section 11.4  

Liver enzymes: 

alanine 

aminotransferase 

(ALT), aspartate 

aminotransferase 

(AST), alkaline 

phosphatase (ALP), 

gamma-glutamyl 

transferase (GGT)  

Reported in 

Section 11.5 

Change from baseline in the proportion 

of diabetic (fasting glucose ≥ 7.0 

mmol/L) and prediabetic patients (fasting 

glucose ≥ 6.1 mmol/L and < 7.0 mmol/L) 

after 14 and 26 weeks of treatment with 

EMP16-120/40 or EMP16-150/50 as 

compared to placebo. 

Fasting lipid 

metabolism, glucose 

metabolism and 

inflammation markers 

Reported in 

Section 11.4.1 

To assess the effect of 2 

different doses of 

EMP16-02 (120 mg 

O/40 mg A and 150 mg 

O/50 mg A) on blood 

pressure during a 26-

week period of oral 

treatment as compared to 

placebo. 

Relative (%) and absolute change from 

baseline in blood pressure after 14 and 

26 weeks of treatment with EMP16-

120/40 or EMP16-150/50 as compared to 

placebo. 

Blood pressure 

measurement 

Reported in 

Section 11.7 

To assess the effect of 2 

different doses of 

EMP16-02 (120 mg 

O/40 mg A and 150 mg 

O/50 mg A) on quality of 

life during a 26-week 

period of oral treatment 

as compared to placebo. 

Change from baseline in quality of life 

after 26 weeks of treatment with EMP16- 

120/40 or EMP16-150/50 as compared to 

placebo. 

Health and life 

quality questionnaire 

RAND-36  

Reported in 

Section 11.8.1 

Activity and sleep 

questionnaire  

Reported in 

Section 11.8.2 
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 Objective Endpoint 

Assessment(s) and 

result reference 

 

To assess the 

relationship between 

drop-out(s) and 

tolerability for 2 

different doses of 

EMP16-02 (120 mg 

O/40 mg A and 150 mg 

O/50 mg A) during a 

26-week period of oral 

treatment as compared to 

placebo. 

Dropout rate (overall and GI-related) 

following treatment with EMP16-120/40 

or EMP16-150/50 as compared to 

placebo. 

Careful collection of 

reason for early 

discontinuation  

Reported in 

Section 10.1.1, 

Section 11.9 and 

Section 12.2.4 

To assess the safety and 

GI tolerability of 2 

different doses of 

EMP16-02 (120 mg 

O/40 mg A and 

150 mg O/50 mg A) 

during a 26-week period 

of oral treatment as 

compared to placebo. 

Frequency and severity of AEs during 26 

weeks of treatment with EMP16-120/40 

or EMP16-150/50 as compared to 

placebo. 

AE questioning 

Reported in Section 

12.2 

Clinically significant relative (%) and 

absolute changes from baseline in safety 

laboratory parameters and 

electrocardiogram (ECG) after 26 weeks 

of treatment, and in vital signs after 7, 14 

and 26 weeks of treatment with 

EMP16-120/40 or EMP16-150/50 as 

compared to placebo. 

Vital signs  

Reported in 

Section 12.4 

12-lead ECG 

Reported in 

Section 12.5 

Blood sampling for 

assessment of safety 

laboratory parameters 

Reported in 

Section 12.6 

GI tolerability after 2, 4, 6, 8, 14 and 26 

weeks of treatment with EMP16-120/40 

or EMP16-150/50 as compared to 

placebo. 

GSRS 

(gastrointestinal 

symptom rating scale) 

Reported in 

Section 12.3 

Compliance after 7, 14 and 26 weeks of 

treatment with EMP16-120/40 or 

EMP16-150/50 as compared to placebo. 

Measurement of 

compliance: count 

number of capsules  

Reported in Section 

10.4.4 

Exploratory To assess the effect of 2 

different doses of 

EMP16-02 (120 mg 

O/40 mg A and 150 mg 

O/50 mg A) on fasting 

plasma/serum levels of 

ApoA1 and ApoB during 

a 26-week period of oral 

treatment as compared to 

placebo. 

The absolute difference in fasting 

plasma/serum levels of ApoA1 and 

ApoB from baseline after 7, 14 and 26 

weeks of treatment with EMP16-120/40 

or EMP16-150/50 as compared to 

placebo. 

Exploratory blood 

sampling  

Reported in 

Section 11.4.1 

To assess the pre-dose 

plasma level of orlistat 

and acarbose at steady 

state. 

Pre-dose plasma concentrations of 

orlistat and acarbose after 26 weeks of 

treatment with EMP16-120/40 or 

EMP16-150/50. 

Pre-dose blood 

sampling for 

bioanalysis. 

Not reported in this 

clinical study report 

(CSR) 
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 Objective Endpoint 

Assessment(s) and 

result reference 

To evaluate the effect of 

2 different doses of 

EMP16-02 (120 mg 

O/40 mg A and 150 mg 

O /50 mg A) on relative 

and absolute body 

weight loss 6 months 

after completion of a 26-

week period of oral 

treatment as compared to 

placebo. 

Relative (%) and absolute change in 

body weight from baseline, and from end 

of treatment at 26 weeks, to 6 months 

after end of treatment with EMP16-120/ 

40 or EMP16-150/50  as compared to 

placebo.  

Body weight 

measurement  

Not reported in this 

CSR 

To evaluate the effect of 

2 different doses of 

EMP16-02 (120 mg 

O/40 mg A and 150 mg 

O /50 mg A) on HbA1c 

concentration 6 months 

after completion of a 26-
week period of oral 

treatment as compared to 

placebo. 

Relative (%) and absolute change in 

HbA1c from baseline, and from end of 

treatment at 26 weeks, to 6 months after 

end of treatment with EMP16-120/ 40 or 

EMP16-150/50 as compared to placebo. 

Fasting lipid 

metabolism, glucose 

metabolism and 

inflammation markers 

Not reported in this 

CSR 

To evaluate the effect of 

2 different doses of 
EMP16-02 (120 mg 

O/40 mg A and 150 mg 

O /50 mg A) on blood 

pressure 6 months after 

completion of a 26-week 

period of oral treatment 

as compared to placebo. 

Relative (%) and absolute change in 

blood pressure from baseline, and from 
end of treatment at 26 weeks, to 

6 months after end of treatment with 

EMP16-120/ 40 or 150 EMP16-150/50 

as compared to placebo. 

Vital signs  

Not reported in this 

CSR 

The analyses of the exploratory objectives related to the 6-month follow-up and trough orlistat 

and acarbose plasma levels are not included in this CSR.  
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9 INVESTIGATIONAL PLAN 

9.1 Overall study design and schedule of events 

This was an exploratory, randomized, double-blind, placebo-controlled study to evaluate the 

effect of 2 different doses of EMP16-02 versus placebo on body weight loss in overweight 

and obese patients. EMP16-02 was taken orally 3 times daily (TID) together with the 3 main 

daily meals for 26 weeks. For detailed information about treatment administration, see 

Section 9.4.1.  

An overview of the study design is shown in Figure 9.1-1.  

Figure 9.1-1 Overview of the study design 

 

 

The study was conducted at 2 study centers in Sweden. The main part of the study consisted 

of 6 visits to the research clinic, including screening and a safety follow-up visit. Visit 7 is 

long-term follow-up visit scheduled 6 months after completion of the 26-weeks treatment. 

Data from this visit will be reported in an addendum to the CSR.  

A total of 156 randomized patients were expected to participate in the main part of the study 

for approximately 32 weeks, including a screening period of up to 4 weeks, a 26-weeks 

treatment period and a safety follow-up visit 2 weeks after the last dose. Patients who have 

given their consent to participate in a 6-month follow-up evaluation will participate in the 

study for 58 weeks, including the main part of the study as well as a follow-up visit (Visit 7) 

26 weeks after the last treatment. The 6-month follow-up period is ongoing at the time of the 

writing of this CSR.  

EMP16-02 was given to obese patients with an initial BMI ≥ 30 kg/m² or ≥ 28 kg/m² in the 

presence of other risk factors (e.g., hypertension, glucose dysregulation such as impaired 

glucose tolerance and T2DM, and/or dyslipidemia). Prior to any study assessments, patients 

were asked to provide signed informed consent to participate in the study.  

Screening (Visit 1) took place from Day -28 to Day -1. An electronic diary was used to 

provide the patients with questionnaires to be filled in during or shortly before/after the visits. 

At 2 extra occasions between Visit 4 and 5, the electronic diary was used for collecting 

information on IMP compliance, AEs and use of concomitant medication 

Eligible and consenting patients arrived at the research clinic in the morning of the first 

dosing day (Day 1, Visit 2) after at least 8 hours of overnight fasting. A re-check of eligibility 

Week -4 1 147 2826

V1 V3V2 V5 V6V4

Screening

Placebo, TID during meal

EMP16 120/40, TID during meal

EMP16 150/50, TID during meal

Follow-up

60/20

60/20

90/30

90/30

120/40

120/40

Run-in, 6 weeks Treatment and observation, 20 weeks

Randomisation, 52 patients per arm
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including a brief physical examination, vital signs and assessment of body weight was 

conducted.  

The patients were randomized to either of 2 doses of EMP16 or placebo: 

1. EMP16-120/40  

2. EMP16-150/50  

3. Placebo (identical capsules) 

Blood sampling (fasting), and anthropometric measurements were performed. Patients 

received electronic diary instructions and were asked to fill in a satiety and craving 

questionnaire before breakfast (at the clinic), and then once every hour for 4 hours until 

before lunch (at home). A standardized breakfast was served at the clinic. Halfway through 

breakfast at Visit 2, all patients received a placebo capsule independent of the treatment arm 

to which the patients had been randomized, to provide the patients with the opportunity to 

train on self-administering the IMP under supervision of clinic staff. The patients also 

received instructions on how to fill in further questionnaires regarding health and quality of 

life, meal pattern, activity and sleep, and GI symptoms (gastrointestinal rating scale [GSRS], 

as outlined in Section 9.5.6.  

The patients were instructed to take IMP halfway through each meal, together with 

approximately 100-200 mL water (or other drink) on all subsequent treatment days. Once 

IMP had been handed out, the patients were free to leave the clinic. The first randomized IMP 

dose was taken during lunch (or the next meal) at home.  

Patients randomized to EMP16 started with a titration period of 6 weeks during which the 

dose was sequentially increased in order to let patients gradually adapt to the acarbose dose. 

At week 7, all patients had reached their final intended dose and a 20-week treatment and 

observation period started. The titration phase started at a dose of 60 mg O and 20 mg A TID, 

which was sequentially increased with 30 mg O/10 mg A every 2 weeks until the target doses 

of 120 mg O/40 mg A TID (for the lower dose group) and 150 mg O/50 mg A TID (for the 

higher dose group) were reached. The dosing regimen is summarized in Table 9.1-1. 

Table 9.1-1 Increasing dosing regimen  

Target dose  Week 1 and 2  Week 3 and 4 Week 5 and 6  Week 7 to 26 

EMP16-02 

120 mg O/40 mg A 

60 mg O/20 mg A 90 mg O/30 mg A 120 mg O/40 mg A 120 mg O/40 mg A 

EMP16-02 

150 mg O/50 mg A 

60 mg O/20 mg A 90 mg O/30 mg A 120 mg O/40 mg A 150 mg O/50 mg A 

 

EMP16-02 was formulated in capsules available in 2 strengths, but identical size (for blinding 

purposes): 

• EMP16-02-90/30, containing 90 mg O/30 mg A 

• EMP16-02-60/20, containing 60 mg O/20 mg A 

Placebo treatment consisted of matching, oral capsules containing only cellulose. Placebo and 

EMP16-02 capsules need to be taken TID together with the 3 main daily meals according to 

the schedule displayed in Table 9.1-2.  
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Table 9.1-2 Number and type of capsules taken 

Target dose  Week 1 and 2  Week 3 and 4 Week 5 and 6  Week 7 to 26 

EMP16-02 

120 mg O/40 mg A 

1x EMP16-02-

60/20  

1x EMP16-02-

90/30 

2x EMP16-02-

60/20 

2x EMP16-02-

60/20 

EMP16-02 

150 mg O/50 mg A 

1x EMP16-02-

60/20 

1x EMP16-02-

90/30 

2x EMP16-02-

60/20 

1x EMP16-02-

60/20 

1x EMP16-02-

90/30 

Placebo 1x placebo capsule 1x placebo capsule 2x placebo capsule 2x placebo capsule 

 

During the titration phase, after 2, 4, (6) and 8 weeks, patients filled in the GSRS 

questionnaire using the electronic diary.  

Patients came back to the clinic at Visit 3 (week 7), Visit 4 (week 14) and Visit 5 (week 26) 

for safety assessments and assessments of weight and anthropometric measurements, as 

outlined in Table 9.1-3 and detailed in Table 9.1-4. Patients arrived in the morning after at 

least 8 hours of overnight fasting. All visits started with a brief physical examination followed 

by blood sampling (fasting) and assessment of body weight and body composition. A 

standardized breakfast was served during which the patient took the IMP. All, or a selection 

of the questionnaires, including the satiety and craving questionnaire, were filled in in a 

similar way as during Visit 2, see Table 9.5-2.  

After 18 and 22 weeks of treatment (Day 123 ± 3 days and Day 151 ± 3 days respectively), 

patients were asked to answer questions about IMP compliance, occurrence of AEs and use of 

concomitant medication using an electronic diary.  

New IMP was handed out to the patients at Visit 2, 3 and 4.  

At Visit 5 (week 26), the patients took the last dose of IMP during breakfast at the clinic. Visit 

6 was a safety follow-up visit.  

Efficacy assessments included: 

• Weight (Section 9.5.2) 

• Other anthropometric measurements: BMI, waist circumference, sagittal diameter, 

bio-impedance (Section 9.5.3) 

• Blood sampling for fasting lipid metabolism, glucose metabolism and inflammation 

markers (Section 9.5.4) 

• Blood pressure (Section 9.5.5) 

• Questionnaires (Section 9.5.6): meal pattern (Section 9.5.6.1), GSRS (Section 9.5.6.2), 

satiety and craving (Section 9.5.6.3), activity and sleep (Section 9.5.6.4) and health 

and quality of life (RAND-36, Section 9.5.6.5) 

• Drop-out rate (Section 9.5.7, assessed both in terms of safety and efficacy) 

Safety assessments included: 

• AE recording (Section 9.5.8) 

• Vital signs (Section 9.5.9, blood pressure assessed both in terms of safety and 

efficacy) 
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• ECG (Section 9.5.10) 

• Fasting safety laboratory blood sampling (Section 9.5.11) 

• Physical examination (Section 9.5.12) 

• GSRS (Section 9.5.6.2, assessed both in terms of safety and efficacy) 

Exploratory assessments include: 

• Fasting blood sampling for ApoA1 and ApoB (Section 9.5.13) 

• Pre-dose blood sampling for orlistat and acarbose plasma concentrations at steady 

state (Section 9.5.14) 

• Weight 6 months after end of treatment (Section 9.5.2) 

• HbA1c 6 months after end of treatment (Section 9.5.4) 

• Blood pressure 6 months after end of treatment (Section 9.5.5) 

For timing of assessments, refer to the schedule of events in Table 9.1-3. Details for Visit 2 to 

Visit 5 are provided in Table 9.1-4. 
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Table 9.1-3 Schedule of events  

Category Visit Main part Follow-up 

part 

Screening Outpatient Safety 

follow-up 

6 month 

follow-up 

Visit 1 Visit 21 Visit 31 Visit 41 Visit 51 Visit 6 Visit 713 

Morning visit Morning 

visit 

Morning visit Morning visit Morning visit Morning visit Morning visit 

Assessment Day -28 to  

Day -1 

Week 1 Week 7  Week 14  Week 26  Week 282  Week 52 

(±2 weeks) 

Day 1 

Baseline 

Day 46  

(±3 days) 

Day 95  

(±3 days) 

Day 179  

(±3 days) 

Day 193 

(±3 days) 

 

Screening and 

demographics 

assessments 

Informed consent X      X14 

Inclusion/exclusion criteria X X      

Demographics X       

Medical/obesity history X       

Full physical examination X       

Brief physical examination  X X X X X  

HIV, hepatitis B and C X       

Alcohol breath test X X X X X X  

Pregnancy test3 X X X X X X  

Urine drug screen4 X     X  

Weight-related 

assessments 
Weight X X X X X  X 

Height X       

BMI X X  X X  X 

Waist circumference X X X X X   

Sagittal diameter X X X X X   

Bio-impedance   X X X X   

Full safety laboratory profile5 X     X  
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Category Visit Main part Follow-up 

part 

Screening Outpatient Safety 

follow-up 

6 month 

follow-up 

Visit 1 Visit 21 Visit 31 Visit 41 Visit 51 Visit 6 Visit 713 

Morning visit Morning 

visit 

Morning visit Morning visit Morning visit Morning visit Morning visit 

Assessment Day -28 to  

Day -1 

Week 1 Week 7  Week 14  Week 26  Week 282  Week 52 

(±2 weeks) 

Day 1 
Baseline 

Day 46  
(±3 days) 

Day 95  
(±3 days) 

Day 179  
(±3 days) 

Day 193 
(±3 days) 

 

Blood and urine 

sampling 

(fasting) 

Liver function6  X X X X   

HbA1c, glucose, insulin, 

triglycerides, total 

cholesterol, LDL, HDL, Hs-

CRP, albumin 

 X X X X  X15 

Exploratory: ApoA1, ApoB  X X X X   

Exploratory: Blood sampling 

for orlistat and acarbose 

plasma levels7 

    

X 

  

Vital signs and 

ECG 
Vital Signs X X X X X X X16 

12-lead ECG X     X  

Questionnaires Meal pattern  X X X X   

GI tolerability (GSRS)8   X X X X   

Satiety and craving9  X X X X   

Activity and sleep  X X X X   

Health and quality of life 

RAND-3610 
 X   X   

IMP  Randomization  X      

Dispense IMP  X X X    

IMP administration at clinic11  X X X X   
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Category Visit Main part Follow-up 

part 

Screening Outpatient Safety 

follow-up 

6 month 

follow-up 

Visit 1 Visit 21 Visit 31 Visit 41 Visit 51 Visit 6 Visit 713 

Morning visit Morning 

visit 

Morning visit Morning visit Morning visit Morning visit Morning visit 

Assessment Day -28 to  

Day -1 

Week 1 Week 7  Week 14  Week 26  Week 282  Week 52 

(±2 weeks) 

Day 1 
Baseline 

Day 46  
(±3 days) 

Day 95  
(±3 days) 

Day 179  
(±3 days) 

Day 193 
(±3 days) 

 

IMP compliance   X X X   

Food Standardized breakfast12  X X X X   

Patient 

instructions 
Diary instruction  X      

Diet recommendations  X      

AEs and 

medication 
Baseline symptoms X X      

AEs   ---------------------------------------------- X ----------------------------------------------  

Prior and concomitant med.  --------------------------------------------------------- X ---------------------------------------------------------  

HIV=Human immunodeficiency virus.  

1. For detailed schedule of events, see Table 9.1-4. 

2. At Visit 6 or after early withdrawal.  

3. Women of child-bearing potential (WOCBP) only, urine test. 

4. Drug tests could also be performed at additional random occasions during the study. 

5. Full safety laboratory profile: Clinical chemistry, hematology, coagulation, urinalysis (dip stick). Fasting was not required prior to Visit 1 and Visit 6. 

6. Liver enzymes: ALT, AST, ALP, GGT. 

7. Visit 5: steady-state sample pre-dose. 
8. To be filled in by the patient during, before or after the visits, and at the end of week 2, week 4, and week 8 to follow GI symptoms during the titration phase. 

9. To be filled in by the patient before breakfast (at the clinic), then once every hour until lunch (at home). 

10. To be filled in by the patient at any hour on the day of Visit 2, and at Visit 5 at approximately the same hour (± 1h) as was done at Visit 2.  

11. IMP administration at the clinic as follows: 

Visit 2: Placebo capsule during breakfast at the clinic, first randomized IMP dose during lunch at home. 

Visit 3 and Visit 4: IMP dose during breakfast at the clinic. 

Visit 5: Last IMP dose during breakfast at the clinic. 

12. Breakfast at the clinic after weight-related assessments and blood sampling. IMP taken during breakfast.  
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13. Visit 7 applicable for patients giving their separate consent to participate in the follow-up visit. 

14. New Informed consent required before 6 months follow-up visit. Consent could be collected at any time point prior to any study assessments at Visit 7.  

15. Visit 7: HbA1c only 

16. Visit 7: blood pressure only
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Table 9.1-4 Detailed schedule of events for Visit 2 to 5 

Category Visit Visit 2 Visit 3 to 5 

 At the clinic At home At the clinic At home 

Assessment Before  

breakfast 

00:00 01.00 02:00 03:00 04:00  Before  

breakfast 

00:00 01.00 02:00 03:00 04:00 

Screening and 

demographics 

assessments 

Incl./excl. criteria X            

Brief physical 

examination 
X 

     
X 

     

Alcohol breath test X      X      

Pregnancy test1 X      X      

Weight-related 

assessments 
Weight X      X      

Waist circumference X      X      

Sagittal diameter X      X      

Bio-impedance  X      X      

Blood and urine 

sampling 

(fasting) 

Liver function2 X     

 

X      

HbA1c, glucose, 

insulin, 

triglycerides, total 
cholesterol, LDL, 

HDL, Hs-CRP, 

albumin 

X 

     

X 

     

Exploratory: 

ApoA1, ApoB 
X      X      

Exploratory: orlistat 

and acarbose plasma 

levels3 

       X      

Vital signs Vital Signs X      X      

Questionnaires Meal pattern (X)4      (X)4      

GSRS  (X)4      (X)4      
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Category Visit Visit 2 Visit 3 to 5 

 At the clinic At home At the clinic At home 

Assessment Before  

breakfast 

00:00 01.00 02:00 03:00 04:00  Before  

breakfast 

00:00 01.00 02:00 03:00 04:00 

Satiety and craving X  X X X X X  X X X X 

Activity and sleep (X)4      (X)4      

Health and quality 

of life RAND-36 
(X)4      (X)4      

IMP  Randomization X            

Dispense IMP (X)5      (X)5      

IMP administration 

halfway into meal 
 X6    X6  X7    X7 

IMP compliance       (X)4      

Food Standardized 

breakfast 

 X      X     

Patient 

instructions 
Diary instruction X            

Diet 

recommendations 
(X)4             

AEs and 

medication 
Baseline symptoms X            

AEs  ------------------------- X ------------------------- ------------------------------ X ------------------------------ 

Prior and 

concomitant 

medication 

-------------------------------- X -------------------------------- ------------------------------ X ------------------------------ 

1. WOCBP only, urine test.  

2. Liver enzymes: ALT, AST, ALP, GGT. 

3. Orlistat and acarbose plasma levels: steady-state sample pre-dose at Visit 5, no sampling at Visit 3 or 4.  

4. Did not have to be performed before breakfast. For further details on timing of questionnaires, refer to Table 9.5-2.  

5. IMP was handed out at Visit 2, 3, and 4.  
6. Visit 2: all patients received a placebo capsule during breakfast at the clinic. First randomized IMP dose in association with lunch at home. 

7. Visit 3 and 4: IMP dose during breakfast (at clinic). Second and third IMP dose during subsequent meals at home. Visit 5: last dose at the clinic during breakfast, no 

other dose that day.  
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9.2 Discussion of study design, including the choice of control groups 

This study was designed to provide a comprehensive analysis of the efficacy of EMP16 in 

reducing body weight and evaluates the effect on various anthropometric characteristics, 

satiety and craving, fasting metabolism markers, blood pressure and quality of life. In 

addition, this study was designed to provide insight in the safety and GI tolerability of 

EMP16. The design involved careful monitoring of the patients’ well-being.  

A placebo control was used to establish the frequency and magnitude of changes in endpoints 

that may occur in the absence of active treatment.  

Randomization was used to minimize bias in the assignment of patients to dose groups and to 

increase the likelihood that known and unknown patient attributes (e.g., demographic and 

baseline characteristics) were balanced across the treatment groups.  

Blinded treatment was used to reduce potential bias during data collection and evaluation of 

endpoints. 

9.3 Selection of study population 

A total of 156 patients were planned to be randomized in the main part of the study. 

Assuming a drop-out rate of 20%, a total of 52 patients were to be randomized to each 

treatment arm to achieve at least 41 evaluable patients per arm. An evaluable patient is 

defined as a patient who had completed 26 weeks of treatment with IMP. An evaluable patient 

in the follow-up part is defined as a patient who had completed 26 weeks of treatment with 

IMP and the 6 months follow-up visit. 

9.3.1 Inclusion criteria 

For inclusion in the study, patients had to fulfil the following criteria:  

1. Willing and able to give written informed consent for participation in the study. 

2. Aged ≥ 18 and ≤ 75 years. 

3. Maximum weight of 150 kg and BMI ≥ 30 or ≥ 28 kg/m² in the presence of other risk 

factors based on patient interview, e.g., hypertension (either or not treated with 

antihypertensive agents), glucose dysregulation such as impaired glucose tolerance 

(defined as elevated fasting glucose or HbA1c as judged by the Investigator) and T2DM 

that was treated with lifestyle changes (no medication allowed), and/or dyslipidemia 

(either or not treated with antihyperlipidemic agents). If indicated, plasma/serum total 

cholesterol, LDL, HDL, and triglycerides could be measured to verify eligibility as 

judged by the Investigator. 

4. Acceptable medical history, physical findings, vital signs, ECG and laboratory values at 

the time of screening, as judged by the Investigator. 

5. Adequate renal and hepatic function as judged by the Investigator in accordance with 

the expected disease profile  

6. Weight stable (<5% reported change during the 3 months preceding screening), based 

on patient interview and weight assessments at screening (Visit 1) and randomization 

(Visit 2). 

7. Willing to eat 3 meals per day, and willing to eat breakfast during the visits to the clinic. 
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8. Males and females could be included in the study. WOCBP had to agree to use a highly 

effective method of contraception with a failure rate of < 1% to prevent pregnancy 

(combined [estrogen and progestogen containing] hormonal contraception associated 

with inhibition of ovulation [oral, intravaginal, transdermal], progestogen-only 

hormonal contraception associated with inhibition of ovulation [oral, injectable, 

implantable], intrauterine device [IUD]or intrauterine hormone-releasing system [IUS]) 

OR practice abstinence from heterosexual intercourse (only allowed when this is the 

preferred and usual lifestyle of the patient) from at least 4 weeks prior to first dose to 

4 weeks after last dose.  

Women of non-childbearing potential were defined as pre-menopausal females who 

were sterilized (tubal ligation or permanent bilateral occlusion of fallopian tubes); or 

post-menopausal defined as 12 months of amenorrhea (in questionable cases a blood 

sample with simultaneous detection of follicle stimulating hormone [FSH] 

25-140 IE/L). 

9.3.2 Exclusion criteria 

Patients were not allowed to enter the study if any of the following exclusion criteria were 

fulfilled: 

1. T2DM treated with medication. 

2. History of any clinically significant disease or disorder which, in the opinion of the 

Investigator, could either put the patient at risk because of participation in the study, or 

influence the results or the patient’s ability to participate in the study.  

3. Any clinically significant illness, medical/surgical procedure or trauma within 4 weeks 

prior to the first administration of IMP, at the discretion of the Investigator. 

4. Any planned major surgery within the duration of the study. 

5. Untreated high blood pressure (systolic blood pressure > 160 mmHg and diastolic blood 

pressure >100 mmHg at screening). 

6. Use of any of the prohibited medication listed in Table 9.4-1 within 2 weeks prior to the 

first administration of IMP. Recently started use of anti-depressants (e.g., selective 

serotonin re-uptake inhibitors [SSRI]) within 2 weeks prior to the first IMP 

administration or planned start of anti-depressant treatment during the study period was 

not allowed, yet patients that were on stable treatment with anti-depressants for at least 

2 months could be included.  

7. Known hypersensitivity to any of the test substances. History of hypersensitivity to 

drugs with a similar chemical structure or class to orlistat and acarbose.  

8. Gastrointestinal problems/diseases, e.g., inflammatory bowel diseases and irritable 

bowel syndrome (IBS). Untreated gastroesophageal reflux disease (GERD) or GERD 

that was treated occasionally was allowed as judged by the Investigator.  

9. Cholestasis. 

10. Previous gastrointestinal surgery that could influence gastrointestinal function 

significantly, previous bariatric surgery, and previous gallbladder surgery as judged by 

the investigator.  

11. Known vitamin B12 deficiency or other signs of achlorhydria. 
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12. Chronical malabsorption syndrome. 

13. Clinically significant abnormal laboratory values at screening as judged by the 

investigator.   

14. History of severe allergic, cardiac or hepatic disease. History of significant 

cardiovascular disease such as myocardial infarction, congestive heart failure, stroke, 

serious cardiac arrhythmias. History of angina within 6 months prior to screening. 

15. A personal or family history of Medullary Thyroid Carcinoma (MTC). 

16. A personal or family history of Multiple Endocrine Neoplasia syndrome type 2 

(MEN 2). 

17. Current or history of alcohol abuse and/or use of anabolic steroids or drugs of abuse, as 

judged by the Investigator.  

18. Positive screen for drugs of abuse at screening or admission to the clinic or positive 

screen for alcohol at screening or admission to the clinic prior to administration of the 

IMP. 

19. Any positive result on screening for serum hepatitis B surface antigen, hepatitis C 

antibody and HIV.  

20. Plasma donation within one month of screening or any blood donation (or 

corresponding blood loss) during the 3 months prior to screening.  

21. Administration of another new chemical entity (defined as a compound which has not 

been approved for marketing) or participation in any other clinical study that included 

drug treatment within 3 months of the first administration of IMP in this study. Patients 

consented and screened but not dosed in previous studies were not excluded.  

22. Investigator considered the patient unlikely to comply with study procedures, 

restrictions and requirements. 

23. Malignancy within the past 5 years with the exception of in situ removal of basal cell 

carcinoma. 

24. Prolonged QTcF (>450 ms for males, >470 for females), cardiac arrhythmias or any 

clinically significant abnormalities in the resting ECG at the time of screening, as 

judged by the Investigator. 

25. Patients with swallowing disorders, which could affect the patient’s capability to 

swallow the IMP.   

9.3.3 Restrictions during the study 

The patients had to be willing to comply to the restrictions outlined in Section 9.3.3.1 during 

the entire main study duration i.e., from screening to the safety follow-up visit (Visit 6) if not 

otherwise specified. 

9.3.3.1 General restrictions  

• Contraception Requirements: All WOCBP had to use effective contraception (defined in 

inclusion criterion #8) or practice abstinence from at least 4 weeks prior to first dose to 

4 weeks after last dose. There was no contraception requirement for male patients. 
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• Meals and Dietary Restrictions:  

At the clinic:  

Visit 2 (Day 1): Standardized breakfast at the clinic. Administration of a test placebo 

capsule (all treatment arms) during breakfast. Satiety and craving questionnaire before 

breakfast and then once every hour for 4 hours until just before lunch (at home). 

Visit 3, 4 and 5 (Week 7, 14 and 26): Standardized breakfast at the clinic. IMP 

administration during breakfast. Satiety and craving questionnaire before breakfast (at 

the clinic) and then once every hour for 4 hours until just before lunch (at home). 

For details on IMP administration, refer to Section 9.4.1. 

Standardized breakfast: A menu option (decided by CTC) was offered while the patients 

are at the research clinic. The meal selection was standardized in the sense that the 

nutritional content of the meals should be similar at each time point of each treatment 

day. 

At home: 

The patients were to take the IMP TID in association with the 3 main meals per day. 

• Fasting: The patients were to be fasting overnight (8 hours) before Visit 2 to Visit 5 and 

before Visit 7. 

• Alcohol: Consumption of alcohol was not allowed from 24 hours prior to and during all 

visits to the clinic including Visit 6. 

• Nicotine: A stable habit of smoking or use of nicotine-containing products was allowed, 

yet patients were not to change their smoking pattern during the study from screening 

until Visit 6. 

• Exercise: The patients had to refrain from strenuous exercise (defined as greater than 

70% of the maximal pulse rate for 1 hour or more) from 48 hours prior to and during all 

visits.   

• Blood donation: The patients were not to donate blood or plasma during the study until 

3 months after the final medical examination at Visit 6. 

• Participation in other clinical studies: Study patients were not allowed to participate in 

any other interventional clinical study within 3 months prior to the first administration 

of IMP in this study, and during the study until Visit 6. 

• Accessibility: patients had to have access to a mobile phone or other electronic device 

for electronic diary assessments (ViedocMe).   
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9.3.4 Diet recommendations 

The patient was recommended to adhere to the Nordic Nutrition recommendations to 

minimize risk for GI-related symptoms during treatment with EMP16.  

Several study-specific clarifications were made in relation to the Nordic Nutrition 

recommendations. These also lead to a caloric deficit if followed [35]: 

• Limit meal size and eat slowly until sufficiently full 

• Focus on vegetables that contain a high proportion of fiber, such as green peas, 

brussels sprouts, suede, salsify, kale, broccoli, Jerusalem artichoke and mushrooms. 

• If temporarily problems with gastric distension and flatulence occurred, “kinder” 

vegetables that contain a lower proportion of fibers, such as carrots, zucchini/squash, 

sweet potatoes, beets, parsnips were recommended. 

• Choose sourdough bread, preferably baked with rye. 

• Add psyllium husk to morning and evening meals, especially if you have loose stools.  

• Choose muesli and porridge with a high amount of oats (must not be whole-bran oats). 

• Eat fruits and berries, preferably those with a higher fiber content, such as 

pomegranate, physalis, pear, kiwi, raspberry, gooseberry, redcurrants, blueberry. 

• If eating soup, take medication together with a piece of bread before starting to eat 

soup. 

• Consumption of meal items containing saccharose or easily digestible starch should be 

minimized, such as candy, chocolate, chips, cheese doodles, cookies, cakes, ice-cream, 

soda, ready-made mashed potatoes, white low-fiber bread, fruit yoghurt. 

• No restriction on coffee or tea. The consumption of hot non-caloric beverages was 

encouraged. 

• Water was the preferred drink.  

• Eat regular meals and avoid snacking, with the exception of fresh fruits/berries and 

small servings of nuts if meals are delayed. 

• Choose dietary fat sources that contain a high proportion of calcium, such as hard 

cheese, brie, halloumi, feta cheese, pesto, sardines in oil.  

• Consumption of meal items containing a high amount of dietary fat should be 

minimized, such as large servings of pizza, certain fast foods, chips and other fried 

potato products. 

9.3.5 Removal of patients from therapy or assessment 

Patients were free to discontinue their participation in the study at any time and for whatever 

reason without affecting their right to an appropriate follow-up investigation or their future 

care. The reason for withdrawal of consent was to be documented. 

Patients could also be discontinued from the study at any time at the discretion of the 

Investigator. 

For further details regarding patient withdrawal criteria, see the CSP in Appendix 16.1.1.  
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9.4 Treatments 

9.4.1 Treatments administered 

The patients were treated with IMP for a period of 26 weeks.  

At the clinic, the IMP was dispensed by site staff, e.g., a study nurse, directly from the 

individually packed boxes. At home, the patients self-administered the IMP. The IMP was to 

be taken halfway into a meal, with approximately 100-200 mL water or other drink. The 

patient should be instructed to not take more than 200 mL water or other drink during the 

meal, as this can affect the efficacy of the IMP.   

The IMP was preferably to be taken halfway through each of the 3 main meals during the day 

but could be taken up to 1 hour after the meal. If a dose of EMP16-02 was missed more than 1 

hour from the start of the meal, the dose was not to be taken. The IMP was not to be taken on 

an empty stomach. If the patient did not eat 3 main meals on a day, the IMP could be taken 

with a lighter snack as well. The patients were recommended to leave 3-4 h between each 

meal/IMP dose.  

One placebo capsule was given to all patients in association with breakfast at the clinic on 

Day 1 (Visit 2). The first IMP dose was taken at home in association with lunch (or other 

main meal following breakfast) on Day 1 (after Visit 2). 

The last dose was taken at the clinic in association with breakfast on Day 179±3 days (Visit 5, 

week 26; in total 1 dose on Day 179). At Visit 3 and Visit 4 IMP was also taken at the clinic 

in association with breakfast. All other doses were taken at home.  

IMP was handed out to the patients at Visit 2 (for week 1-8), Visit 3 (for week 9-14) and Visit 

4 (for week 15-26). 

9.4.2 Identity of investigational medicinal product 

The drug product, EMP16-02, is an FDC that contains 2 active pharmaceutical ingredients 

(APIs): 

• Orlistat (CAS No. 96829-58-2) 

• Acarbose (CAS No. 56180-94-0) 

The IMP was supplied as oral MR capsules in 2 different strengths: 

• 60 mg orlistat/20 mg acarbose 

• 90 mg orlistat/30 mg acarbose 

Two different doses of EMP16-02 were used in the study (after a 6-week titration period):   

• 120 mg O/40 mg A (2 capsules EMP16-02-60/20) 

• 150 mg O/50 mg A (1 capsule EMP16-02-90/30 and 1 capsule EMP16-02-60/20) 

EMP16-02 capsules were composed of 3 pharmaceutical fractions (granules denoted G1, G2 

and G3) of multiple unit pellets with different release rates and amounts of orlistat and 

acarbose. The EMP16-02 capsules with highest strength (90 mg/30 mg) were composed of the 

following fractions:  

1. A granule fraction (G1) with a prolonged release of 18 mg acarbose, which is designed 

to release acarbose with a delayed on-set of 30 minutes after oral intake in fed state, 

and a subsequent extended release phase of 4-5 hours.  
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2. An enteric-coated granule fraction (G2) containing 65 mg orlistat and 12 mg acarbose, 

which is designed to initiate a rapid release of orlistat and acarbose once the 

formulation parts have been emptied into the almost neutral luminal conditions (pH 

around 6.5) in the proximal small intestine [36].  

3. A third fraction (G3) containing 25 mg orlistat with an extended release phase of 4-

5 hours.  

The average size distributions of the pellet fractions G1, G2 and G3 were below 700 µm to be 

emptied from the stomach uniformly during the post-prandial phase [37,38]. 

EMP16-02 capsules were supplied in plastic bottles. 

Placebo capsules were identical in appearance but contain only cellulose.  

9.4.3 Method of assigning patients to treatment groups  

On Day 1, patients were randomized in a 1:1:1 ratio to receive either EMP16-150/50 (n=52), 

EMP16-120/40 (n=52), or placebo (n=52). A randomization list was created using SAS Proc 

Plan, SAS Version 9.4. The randomization list contained patient number and treatment and 

was kept by the randomizer in a sealed envelope until database lock. A copy of the 

randomization list was delivered to Recipharm, who packed the IMP individually based on 

the randomization list.   

Sealed individual treatment code envelopes were kept at the clinics and at CTC’s 

Pharmacovigilance department (CTC PV) in locked and restricted areas if needed for 

emergency unblinding. 

The randomization list is provided in Appendix 16.1.7.  

9.4.4 Selection of doses in the study  

The following doses were used in the study:  

• 120 mg orlistat/40 mg acarbose 

• 150 mg orlistat/50 mg acarbose 

Because both orlistat and acarbose are associated with GI side effects and intolerability, and 

because the severity of these side effects is less when the dose is slowly increased, a 6-week 

titration phase was employed. In this phase, patients started at a low dose of 

60 mg O/20 mg A, and sequentially increase the dose with 30 mg O/10 mg A every 2 weeks. 

At week 7, all patients have reached their target dose. For more information on the dosing 

schedule, see Section 9.1. 

In the previous phase IIa study (EP-001), the primary comparison made was that between a 

dose of 90 mg O /30 mg A and a dose of conventional orlistat (Xenical, 120 mg). The 

rationale behind the lower dose of orlistat was that by optimizing drug delivery, a lower dose 

of both orlistat and acarbose could still achieve a good efficacy. The highest orlistat dose used 

in the previous phase IIa study was 120 mg. No untoward effects on safety and tolerability 

were observed and there were no drop-outs in the treatment arm receiving 120 mg O/40 mg A 

[33]. Since efficacy was highest in the group receiving 120 mg O / 40 mg A, this study tested 

a dose that is slightly higher than conventional orlistat (conventional acarbose is given in dose 

strengths 50 mg or 100 mg TID). Dose levels of up to 240-400 mg orlistat have been studied 

for up to 6 months and did not result in any safety issues [39,40,41]. 
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9.4.5 Blinding 

This was a double-blind study, and the allocation of treatments was disclosed until clean file 

had been declared and the database had been locked.  

Active treatment and placebo capsules were identical in appearance.  

9.4.6 Prior and concomitant therapy 

Regular use of medication listed in Table 9.4-1 was prohibited during the study, from 2 weeks 

prior to IMP administration until Visit 6.   

Table 9.4-1 Prohibited medication 

Type of medication ATC code Examples (list is not exhaustive) 

Drugs that are affected by or that 

affect orlistat and acarbose 

 Cyclosporin, amiodarone, anti-epileptic drugs, 

benzodiazepines, anti-psychotic drugs, anti-

depressants (stable treatment for more than 2 months 

prior to first dose of IMP is allowed), cholestyramine, 

coal tar, digestive products including enzymes, 

digoxin, anticoagulants (warfarin) 

Drugs altering glucose metabolism 

and drugs used for diabetes 

A10A 

A10B 

Insulin, metformin, glibenclamide  

Over-the-counter fat or carbohydrate 

uptake blockers 

 Glucosanol, Liposanol, XLS Medical fat binder, 

Bantaxin, green coffee 

Antacids, proton pump inhibitors, 

Histamine (H2)-receptor antagonists, 

prostaglandin analogues and other 

drugs that enhance mucosal defense 

and/or control reflux 

A02A Samarin (sodium bicarbonate, calcium carbonate), 

Novalucol (calcium carbonate, magnesium hydroxide) 

and other antacids 

A02BC Losec (omeprazole), Nexium (omeprazole), Nixacid 

(lansoprazole), pantoprazole, and other proton pump 

inhibitors (PPIs) 

 Tagamet (cimetidine) 

A02BX02 Andapsin (sucralfate) 

G02AD06 Arthrotec (misoprostol) 

 

Other medications considered necessary for the patient’s safety and wellbeing could be given 

at the discretion of the Investigator.  

9.4.7 Treatment compliance 

The compliance was calculated by counting the number of capsules, as follows: 

𝑐𝑜𝑚𝑝𝑙𝑖𝑎𝑛𝑐𝑒 =
𝑛𝑢𝑚𝑏𝑒𝑟 𝑜𝑓 𝑑𝑒𝑙𝑖𝑣𝑒𝑟𝑒𝑑 𝑐𝑎𝑝𝑠𝑢𝑙𝑒𝑠 − 𝑛𝑢𝑚𝑏𝑒𝑟 𝑜𝑓 𝑟𝑒𝑡𝑢𝑟𝑛𝑒𝑑 𝑐𝑎𝑝𝑠𝑢𝑙𝑒𝑠

𝑛𝑢𝑚𝑏𝑒𝑟 𝑜𝑓 𝑑𝑒𝑙𝑖𝑣𝑒𝑟𝑒𝑑 𝑐𝑎𝑝𝑠𝑢𝑙𝑒𝑠
 

Based on timing of Visit 5, the total length of the treatment period could vary per patient. 

Compliance calculations should be based on the individual treatment period. IMP 

administration was planned as follows: 

• Day 1: 2 doses of IMP (and 1 dose of placebo in association with breakfast) 

• Day 2 to Day 178 ± 3: 3 doses 
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• Day 179 ± 3: 1 dose 

9.5 Study assessments and variables 

9.5.1 Demographics and other baseline characteristics 

The following demographic data were recorded in the eCRF: gender, age, ethnicity and race. 

Weight and height were measured without shoes. BMI was calculated from the height and 

weight recorded. Medical history and prior medications were obtained by patient interview 

and registered in the eCRF. All concomitant medications were registered in the eCRF.  

9.5.2 Weight assessments  

Weight was measured in kg (one decimal) without shoes and without thick clothes such as 

jumpers at visits specified in Table 9.1-3. The maximum capacity of the scale was 150 kg.  

Weight at Visit 2 was compared with weight at Visit 1 prior to randomization, to ensure that 

the patient was fulfilling inclusion criterion #6.  

All patients who completed the treatment period in the main part of the study were asked to 

participate in the follow-up part where weight will be measured 6 months after end of 

treatment (Visit 7). Weight at Visit 7 will be compared with the weight at Visit 2 (baseline) 

and the weight at Visit 5 (end of 26-weeks treatment). 

9.5.3 Anthropometric measurements 

9.5.3.1 Body mass index 

Weight was measured as described in 9.5.2. Height was measured in cm (no decimals) 

without shoes at screening (Visit 1). Except for at screening, BMI was calculated based on the 

height measured at Visit 1 and the weight measured at each visit analyzed (Table 9.1-3). 

9.5.3.2 Waist circumference 

Waist circumference was measured in cm (one decimal) at visits specified in Table 9.1-3. 

9.5.3.3 Sagittal diameter 

Sagittal diameter was measured in cm (one decimal) at visits specified in Table 9.1-3. 

For measurement of the sagittal diameter, the patient lied down on his/her back while having 

knees bent, so that the lower back was in contact with the surface he/she was lying on. The 

distance from the back to the highest point of the abdomen was measured in cm while the 

patient exhaled. 

9.5.3.4 Bioimpedance 

Body composition (percentage body fat) was measured using a bio-impedance measuring 

device (Tanita BC-545N), according to the manufacturer’s instructions, at visits specified in 

Table 9.1-3. 
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9.5.4 Lipid metabolism, glucose metabolism and inflammation markers 

Venous blood samples (4 mL) were collected to analyze the fasting profile of lipid 

metabolism markers, glucose metabolism markers, and inflammation markers, as detailed in 

Table 9.5-1. All parameters were analyzed in immediate association with sampling.  

If indicated, total cholesterol, LDL, HDL and triglycerides could be measured at screening to 

verify if the patient fulfilled inclusion criterion #3.   

Timing of the assessments is outlined in the overall schedule of events (Table 9.1-3) and in 

the detailed schedule of events for Visit 2 to 5 (Table 9.1-4). 

Table 9.5-1 Glucose metabolism, lipid metabolism and inflammation markers 

Patient state Parameter 

Fasting Hb1Ac 

Total cholesterol 

LDL 

HDL 

Hs-CRP 

Albumin 

Glucose 

Insulin 

Triglycerides 

9.5.5 Blood pressure 

Systolic and diastolic blood pressure and pulse were measured in supine position after 

10 minutes of rest. Blood pressure was considered both an efficacy assessment and a safety 

assessment in this study (Section 9.5.9).  

For timing of assessments refer to Table 9.1-3. 

9.5.6 Questionnaires 

A summary of the questionnaires and when they were scheduled to be answered is given in 

Table 9.5-2. Timing of the questionnaires is also outlined in the overall schedule of events 

(Table 9.1-3) and in the detailed schedule of events for Visit 2 to 5 (Table 9.1-4).   

All questionnaires were included in the electronic diary (ViedocMe™). 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                53 (398) 

Table 9.5-2 Summary of questionnaires 

Questionnaire CSR 

method 

section 

Timing 

Meal pattern  9.5.6.1 Visit 2 at the clinic or at home the same day as Visit 2 

Visit 3 (±2 days) at the clinic or at home 

Visit 4 (±2 days) at the clinic or at home 

Visit 5 at the clinic  

Gastrointestinal tolerability 

(GSRS) 

9.5.6.2 Visit 2 at the clinic  

End of Week 2 (-2 days) at home 

End of Week 4 (-2 days) at home 

Visit 3 (±2 days) at the clinic or at home 

End of Week 8 (-2 days) at home 

Visit 4 (±2 days) at the clinic or at home 

Visit 5 at the clinic 

Satiety and craving

  

9.5.6.3 Before breakfast, then every hour for 4 hours until lunch (total 

5 times): 

Visit 2 at the clinic and at home 

Visit 3 at the clinic and at home 

Visit 4 at the clinic and at home 

Visit 5 at the clinic and at home 

Activity and sleep  9.5.6.4 Visit 2 at the clinic or at home the same day as Visit 2 

Visit 3 (±2 days) at the clinic or at home 

Visit 4 (±2 days) at the clinic or at home 

Visit 5 at the clinic 

Health and quality of life 

(RAND-36)  

9.5.6.5 Visit 2 at the clinic  

Visit 5 at the clinic at the same hour (± 1 h) as done on Visit 2  

9.5.6.1 Meal pattern questionnaire 

The questionnaire for intake of meals consists of 5 multiple choice questions about dietary 

habits, in which each question contained 4 options to select from. For each question, a score 

(0-3 points) was obtained. 

9.5.6.2 Gastrointestinal tolerability questionnaire 

The GSRS consists of 15 questions about gastrointestinal symptoms such as abdominal 

discomfort, heart burn, acid reflux, stomach rumbling, flatulence, constipation and diarrhea. 

The questions were answered on the following scale: no discomfort at all, minor discomfort, 

mild discomfort, moderate discomfort, moderately severe discomfort, severe discomfort, very 

severe discomfort. 

9.5.6.3 Satiety and craving questionnaire 

The satiety and craving questionnaire consists of 7 questions about sense of hunger, sense of 

satiety and craving for certain types of food that need to be answered on a scale from 0 (not at 

all) to 9 (extremely much). 

9.5.6.4 Activity and sleep questionnaire 

The activity and sleep questionnaire consists of 2 questions about physical activity and sleep 

during the previous day/night. 
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9.5.6.5 Health and quality of life (RAND-36) questionnaire 

The health and quality of life questionnaire consists of 36 questions about how the patient 

experienced his/her own physical and mental health. 

9.5.7 Drop-out rate 

Reasons for early discontinuations were documented in the eCRF.  

9.5.8 Adverse Events  

AEs (including serious AEs [SAEs]) were collected from the start of IMP administration until 

the end-of-study visit of each part. The grading of the severity/intensity (grade 1 to grade 5) of 

AEs followed the common terminology criteria for AEs (CTCAE) v5.0 [42]. AEs were 

assessed as unlikely, possibly or probably related to the IMP.  

GI symptoms were recorded using the GSRS questionnaire. Only symptoms assessed by the 

Investigator as severe (either spontaneously reported or reported in the GSRS questionnaire) 

were recorded as AEs unless the GI symptom led to an early withdrawal.  

For definitions of AEs, details regarding grading and causality assessments and SAE and 

suspected unexpected serious adverse reactions (SUSAR) reporting procedures, refer to the 

CSP in Appendix 16.1.1.  

9.5.9 Vital signs 

Systolic and diastolic blood pressure and pulse were measured in supine position after 

10 minutes of rest. Blood pressure was considered both an efficacy assessment (Section 9.5.5) 

and a safety assessment in this study. 

Vital signs were judged as normal, abnormal, not clinically significant or abnormal, clinically 

significant. The assessment was recorded in the eCRF. Post-dose vital signs judged as 

abnormal, clinically significant were reported as AEs.  

Timing of the assessment is outlined in the overall schedule of events Table 9.1-3) and in the 

detailed schedule of events for Visit 2 to 5 (Table 9.1-4). 

9.5.10 Resting 12-lead electrocardiograms 

Single 12-lead ECGs were recorded in supine position after 10 minutes of rest using an ECG 

machine. HR and PR (or PQ if registered by ECG machine), QRS, QT and QTcF intervals 

were recorded. If the ECG machine did not record QTcF, a QTcF calculator was to be used. 

Safety ECGs were reviewed and interpreted on-site by the Investigator. 

Any abnormalities were specified and documented in the eCRF as clinically significant or not 

clinically significant. Abnormal post-dose findings assessed by the Investigator as clinically 

significant were reported as AEs. 

Timing of the assessment is outlined in the overall schedule of events (Table 9.1-3) and in the 

detailed schedule of events for Visit 2 to 5 (Table 9.1-4). 

9.5.11 Safety laboratory assessments 

Blood samples for analysis of clinical chemistry, hematology and coagulation parameters 

were collected through venipuncture and sent to the certified local laboratory at Uppsala 

University Hospital and/or Linköping and analyzed by routine analytical methods. Urine 
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analysis was performed at each research clinic using dip sticks. The assessments were 

performed at visits specified in Table 9.1-3. Urine pregnancy tests were performed at visits 

specified in Table 9.1-3. 

The safety laboratory parameters are defined in Table 9.5-3 (full safety laboratory) and 

Table 9.5-4 (liver function only) and were assessed at visits shown in Table 9.1-3. 

Abnormal values assessed by the Investigator as clinically significant were reported as AEs. If 

an abnormal value was associated with corresponding clinical signs or symptoms, the 

sign/symptom were reported as the AE. 

Table 9.5-3 Safety laboratory parameters 

Category Parameter 

Clinical chemistry ALT 

Albumin 

ALP 

AST 

Bilirubin (total and conjugated) 

Calcium 

Creatinine 

GGT 

Glucose 

Hb1Ac 

Phosphate 

Potassium 

Sodium 

Urea 

Hematology Hematocrit 

Hemoglobin (Hb) 

Platelet count 

Red blood cell (RBC) count 

White blood cell (WBC) count with differential count 

Coagulation Activated Partial Thromboplastin Time (APTT) 

Prothrombin Complex International Normalized Ratio (PK[INR]) 

Urinalysis (dip stick) Erythrocytes 

Glucose 

Ketones 

Leucocytes 

Nitrite 

pH 

Protein 

Specific gravity 

Urobilinogen 

FSH-test  FSH2 

Pregnancy test  Urine pregnancy test3 
1 HbA1c (considered as safety assessment at screening only) 

2 At screening, post-menopausal females only, as applicable 
3 WOCBP only 
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Table 9.5-4 Liver function parameters 

Category Parameter 

Clinical chemistry ALT 

ALP 

AST 

GGT 

9.5.12 Physical examinations 

The complete physical examination included assessments of the head, eyes, ears, nose, throat, 

skin, thyroid, neurological, lungs, cardiovascular, abdomen (liver and spleen), lymph nodes 

and extremities. 

The brief physical examination included assessment of general health condition, skin, lungs 

and cardiovascular (auscultation), abdomen (palpation).  

Physical examinations were judged as normal, abnormal, not clinically significant or 

abnormal, clinically significant. Post-dose findings judged as abnormal, clinically significant 

were reported as AEs. 

Timing of the assessment is outlined in the overall schedule of events (Table 9.1-3) and in the 

detailed schedule of events for Visit 2 to 5 (Table 9.1-4).   

9.5.13 Exploratory blood sampling for ApoA1 and ApoB analysis 

Venous blood samples (2 mL) for the determination of the fasting ApoA1 and ApoB 

(metabolism markers) were collected. Timing of the assessment is outlined in Table 9.1-3. 

9.5.14 Orlistat and acarbose plasma concentrations 

Venous blood samples (approximately 4 mL) for the determination of plasma concentrations 

of orlistat and acarbose after administration of the IMP, were collected pre-dose at Visit 5, as 

displayed in Table 9.1-3. Samples for determination of plasma concentrations of orlistat and 

acarbose will be analyzed by Lablytica Life Science AB, Uppsala, Sweden, by means of a 

validated bioanalytical method. The details of the analytical method used will be described in 

a separate bioanalytical report. The results of the plasma concentration measurements are not 

presented in this CSR.  

9.5.15 Appropriateness of measurements 

All methods used for safety assessments are commonly used in standard medical care and in 

Phase I and Phase II clinical studies. Obesity parameter assessments are in accordance with 

the European Medicines Agency (EMA) guideline on clinical evaluation of medicinal 

products used in weight management [43]. 

9.6 Data quality assurance 

The study was performed in compliance with GCP, applicable regulations and CTCs Standard 

Operating Procedures (SOPs). 

Before inclusion of the first patient into the study, study initiation visits were performed by 

CTC at each site in order to inform and train relevant study staff. The Investigator was 

thereafter responsible for providing appropriate study related training to new staff and to 
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forward any new information of relevance to the performance of this study to the staff 

involved. 

A CRF was completed for each patient included. A sample of the CRF is included as 

Appendix 16.1.2. 

The study sites were periodically visited by a Monitor from CTC. The Monitor had direct 

access to hospital records and original data for Source Data Verification (SDV). The extent of 

SDV is defined in the risk-based monitoring (RBM) plan.  

All personnel involved in the study were listed on a signature and delegation list kept and 

updated by the Investigator. 

Data management was performed by CTC in accordance with the Data Management Plan 

(DMP). When all data had been cleaned, coded, validated, signed and locked, clean file was 

declared, and the database was locked. 

On 21NOV2019 an external audit was performed by Empros Pharma at CTC in Uppsala. The 

Audit certificate is included in Appendix 16.1.8. 

9.7 Statistical methods planned in the protocol and determination of sample size 

9.7.1 Statistical and analysis plans 

The statistical analysis plan (SAP) was finalized on 20JAN2021, prior to database lock and 

code breaking. The SAP is provided in Appendix 16.1.9. All analyses have been performed 

using SAS Version 9.4 (SAS institute, Cary, NC). 

Baseline was defined as the latest measurement prior to first dose of the IMP. 

In general, all data collected are presented with descriptive statistics. Descriptive statistics 

include at least the number of patients, mean, standard deviation (SD), median, minimum, 

maximum, Q1 and Q3 for continuous data. Frequency and percentage are provided for 

categorical data. Tables with descriptive statistics are divided by treatment and assessment 

time, where applicable. Patient data listings are sorted by treatment, patient, and timing of 

assessments for all variables. 

All hypothesis testing used a 5% significance level (α=0.05). 

9.7.2 Determination of sample size 

The hypothesis was that patients treated with EMP16 would have a greater relative change 

(reduction) in body weight compared to placebo. The estimated treatment difference should 

be 5% with a standard deviation of 8%, assuming statistical power of 80% and a significance 

level of 5% based on 2-sided hypothesis testing. Using PASS, Power Analysis & Sample Size 

Software, V16.0 (method compare means), the number of evaluable patients needed per 

treatment arm was calculated to 41 patients. An evaluable patient was defined as a patient 

who had completed 26 weeks of treatment with the IMP. Assuming a drop-out rate of 20%, a 

total of 156 patients needed to be randomized. 
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9.7.3 Analysis data sets 

Three analysis sets were defined for the study as outlined in Table 9.7-1.  

Table 9.7-1 Definitions of analysis sets 

Analysis set Definition  

Safety analysis set All patients who received at least 1 dose of IMP. 

Full analysis set (FAS) All patients who were randomized, received at least 1 dose of IMP and 

who had data from at least 1 post-baseline efficacy assessment.  

Per protocol set (PPS) All patients who were randomized and completed the study without any 

major protocol deviations that were judged to compromise the analysis 

of the data. All protocol violations were judged as major or minor prior 

to database lock. 

 

9.7.4 Description of study population 

9.7.4.1 Patient disposition 

The patient disposition table includes the number of screened patients, reasons for withdrawal 

prior to treatment with the IMP, number of patients for each IMP, reasons for withdrawal, and 

the number of completed patients in the study. The table also summarize the number of 

patients in each study population.  

9.7.4.2 Demographics and baseline characteristics 

Descriptive statistics for demographics (gender, age, ethnicity and race), weight, height and 

BMI are presented by treatment using descriptive statistics and listings.  

9.7.4.3 Medical history and prior/concomitant medication 

Medical/surgical history and prior/concomitant medications are presented by treatment and 

overall using descriptive statistics and listings.  

Prior and concomitant medications were coded according to the World Health Organization 

(WHO) Anatomical Therapeutic Chemical (ATC) classification system 2020. Medical history 

was coded using Medical dictionary for regulatory activities (MedDRA) version 23.0. 

9.7.4.4 Treatment compliance 

The compliance of the IMP was measured as follows:  

 

𝑐𝑜𝑚𝑝𝑙𝑖𝑎𝑛𝑐𝑒 =
𝑛𝑢𝑚𝑏𝑒𝑟 𝑜𝑓 𝑑𝑒𝑙𝑖𝑣𝑒𝑟𝑒𝑑 𝑐𝑎𝑝𝑠𝑢𝑙𝑒𝑠 − 𝑛𝑢𝑚𝑏𝑒𝑟 𝑜𝑓 𝑟𝑒𝑡𝑢𝑟𝑛𝑒𝑑 𝑐𝑎𝑝𝑠𝑢𝑙𝑒𝑠

𝑛𝑢𝑚𝑏𝑒𝑟 𝑜𝑓 𝑑𝑒𝑙𝑖𝑣𝑒𝑟𝑒𝑑 𝑐𝑎𝑝𝑠𝑢𝑙𝑒𝑠
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9.7.5 Analysis of primary endpoint 

Relative (%) change from baseline in body weight after 26 weeks of treatment with EMP16-

120/40 as compared to placebo was analyzed using analysis of variance (ANOVA) with 

treatment as the independent variable. 

9.7.6 Analysis of secondary endpoints 

9.7.6.1 Weight 

The proportion of patients with ≥5% and ≥10% decrease in body weight compared to baseline 

after 14 and 26 weeks of treatment with EMP16-120/40 or EMP16-150/50 as compared to 

placebo was analyzed using chi-square test without continuity correction.  

The absolute change from baseline in body weight after 14 and 26 weeks of treatment with 

EMP16-120/40 or EMP16-150-50 as compared to placebo was analyzed using analysis of 

covariance (ANCOVA) with treatment as independent variable and body weight at baseline as 

covariate. 

The relative (%) change from baseline in body weight after 14 and 26 weeks of treatment with 

EMP16-120/40 or EMP16-150/50 as compared to placebo was analyzed using ANOVA with 

treatment as independent variable.  

9.7.6.2 Other anthropometric measurements 

The relative change from baseline in BMI after 14 and 26 weeks of treatment with EMP16-

120/40 or EMP16-150/50 as compared to placebo was analyzed using ANOVA with 

treatment as independent variable. The absolute change from baseline in BMI was analyzed 

using ANCOVA with treatment as independent variable and body weight at baseline as 

covariate. 

The absolute change from baseline in waist circumference after 14 and 26 weeks of treatment 

with EMP16-120/40 or EMP16-150/50 as compared to placebo was analyzed using 

ANCOVA with treatment as independent variable and body weight at baseline as covariate. 

The absolute change from baseline in sagittal diameter after 14 and 26 weeks of treatment 

with EMP16-120/40 or EMP16-150/50 as compared to placebo was analyzed using 

ANCOVA with treatment as independent variable and body weight at baseline as covariate. 

The relative (%) change from baseline in percentage body fat after 14 and 26 weeks of 

treatment with EMP16-120/40 or EMP16-150/50 as compared to placebo was analyzed using 

ANOVA with treatment as independent variable. The absolute change from baseline in 

percentage of body fat was analyzed using ANCOVA with treatment and body weight at 

baseline as covariates. 

9.7.6.3 Satiety and craving 

The Satiety and craving questionnaire includes 7 questions, with a scale 0 (not at all) to 9 

(extremely much). The second and third question in the questionnaire were reversed before 

calculating the total score. Satiety and craving as total score after 14 and 26 weeks of 

treatment with EMP16-120/40 or EMP16-150/50 as compared to placebo was analyzed using 

the Wilcoxon Rank Sum test. 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                60 (398) 

9.7.6.4 Glucose metabolism markers, lipid metabolism markers and inflammation markers 

The relative (%) change from baseline in fasting HbA1c, glucose, insulin, total cholesterol, 

HDL, LDL, triglycerides, liver enzymes, albumin and hs-CRP after 7, 14 and 26 weeks of 

treatment with EMP16-120/40 or EMP16-150/50 as compared to placebo was analyzed using 

ANOVA with treatment as independent variable. The absolute change from baseline in these 

markers were analyzed using ANCOVA with treatment as independent variable and body 

weight at baseline as covariate. 

The proportions of diabetic patients (patients with a fasting glucose ≥ 7.0 mmol/L) and 

prediabetic patients (fasting glucose ≥ 6.1 and < 7.0 mmol/L) and non-diabetic patients 

(fasting glucose < 6.1 mmol/L) after 14 and 26 weeks of treatment with EMP16-120/40 or 

EMP16-150/50 are presented using shift tables. The change from baseline in the proportion of 

diabetic and prediabetic patients after 14 and 26 weeks of treatment with EMP16-02 as 

compared to placebo was analyzed using Chi-square test without continuity correction. 

9.7.6.5 Blood pressure 

The relative (%) change from baseline in systolic and diastolic blood pressure, after 14 and 26 

weeks of treatment with EMP16-120/40 or EMP16-150/50 as compared to placebo was 

analyzed using ANOVA with treatment as independent variable. The absolute change from 

baseline in blood pressure was analyzed using ANCOVA with treatment as independent 

variable and body weight at baseline as covariates. 

9.7.6.6 Meal pattern questionnaire 

The Meal pattern questionnaire includes 5 questions, all with score 0 to 3 points. Question 5 

was given the score 0-3; 3 points for “Every morning”, 2 points for “Almost every morning”, 

1 point “Several times a week” and 0 points for “Once a week or less”. For each treatment 

group, the absolute and percent change from baseline in total score of the Meal pattern 

questionnaire were calculated and analyzed using the Wilcoxon Rank Sum test at each visit. 

The absolute change for each question was compared between the treatment groups by using 

the Wilcoxon Rank Sum test. 

Question 4 is also presented separately with absolute and percent change from baseline. 

9.7.6.7 Activity and sleep questionnaire 

The 2 questions (both with answer option Yes or No) included in the Activity and Sleeping 

questionnaire were analyzed pairwise at each visit using a Chi-square test without continuity 

correction and are presented in frequency tables. 

9.7.6.8 Health and quality of life (RAND-36) 

The RAND-36 QoL questionnaire was analyzed in accordance with the manual. 

9.7.6.9 Drop-out rate  

The drop-out rate (overall and GI-related) following treatment with EMP16-120/40 or 

EMP16-150/50  as compared to placebo was analyzed using Chi-square test without 

continuity correction. 
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9.7.6.10 Adverse events 

An overview of all AEs, including SAEs, intensity, relationship to IMP, withdrawals due to 

AEs and deaths is presented by treatment. 

Incidence of AEs and SAEs is summarized by system organ class (SOC) and preferred term 

(PT) by treatment and overall. All AE data are listed by treatment and patient and include the 

verbatim term entered by the Investigator. 

AEs were coded using MedDRA version 23.0. 

9.7.6.11 Vital signs 

Vital signs (systolic/diastolic BP and pulse) are summarized by treatment. Data are presented 

with absolute and percent change from baseline at each visit. 

9.7.6.12 Resting 12-lead ECG 

All ECGs were categorized as ”normal”, ”abnormal, not clinically significant”, or ”abnormal, 

clinically significant” (as judged by the Investigator) and summarized by treatment using 

frequency tables. Changes over time are presented using shift tables. 

9.7.6.13 Safety laboratory parameters 

Safety laboratory data are summarized by treatment with absolute and percent change from 

baseline at each visit. 

9.7.6.14 Gastrointestinal tolerability questionnaire 

For each treatment group, the absolute and percent change from baseline in total score were 

analyzed using ANCOVA with at least treatment as independent variable, body weight at 

baseline as covariate.  

Sub scores were analyzed by ANOVA (for relative change from baseline) and ANCOVA (for 

absolute change from baseline) and are presented separately for each treatment with absolute 

and percent change from baseline in accordance with the GSRS manual. 

9.7.6.15 Compliance 

IMP compliance was calculated as follows:  

 

𝑐𝑜𝑚𝑝𝑙𝑖𝑎𝑛𝑐𝑒 =
𝑛𝑢𝑚𝑏𝑒𝑟 𝑜𝑓 𝑑𝑒𝑙𝑖𝑣𝑒𝑟𝑒𝑑 𝑐𝑎𝑝𝑠𝑢𝑙𝑒𝑠 − 𝑛𝑢𝑚𝑏𝑒𝑟 𝑜𝑓 𝑟𝑒𝑡𝑢𝑟𝑛𝑒𝑑 𝑐𝑎𝑝𝑠𝑢𝑙𝑒𝑠

𝑛𝑢𝑚𝑏𝑒𝑟 𝑜𝑓 𝑑𝑒𝑙𝑖𝑣𝑒𝑟𝑒𝑑 𝑐𝑎𝑝𝑠𝑢𝑙𝑒𝑠
 

 

9.7.7 Analysis of exploratory endpoints 

9.7.7.1 Plasma/serum profile of ApoA1 and ApoB 

The absolute difference in fasting plasma/serum levels of ApoA1 and ApoB from baseline 

after 7, 14 and 26 weeks of treatment with EMP16-120/40 or EMP16-150/50 as compared to 

placebo is presented using descriptive statistics. 
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9.7.7.2 Orlistat and acarbose plasma concentrations 

Trough plasma concentrations of orlistat and acarbose after 26 weeks of treatment with 

EMP16-120/40 or EMP16-150/50 will be presented using descriptive statistics in an 

addendum to this CSR. 

9.8 Changes in the conduct of the study or planned analyses 

There was 1 substantial amendment to the final CSP (version 2.0 dated 03APR2020). A new 

version of the CSP, version 3.0 dated 12NOV2020, was created. Details of the amendment are 

provided in Table 9.8-1.  

Both versions of the CSP are included in Appendix 16.1.1. 

Table 9.8-1 Changes in the conduct of the study  

Change Key details of change Reason for change 

Substantial Amendment #1 

(17NOV2020) 

A new version the CSP, 

version 3.0 dated 12NOV2020 

was created 

Addition of a follow-up visit 

6 months after completion of 
the 26-weeks treatment period 

with EMP16 02. Weight, 

HbA1c and blood pressure will 

be assessed at this visit. 
Addition of trough plasma 

concentration measurements of 

acarbose at steady state.  

It is a well-known fact that 

many patients gain weight after 
a completion of a weight loss 

program, a so called a rebound 

effect. It was considered to be 

of interest to understand if 
patients treated with EMP16 

differ from placebo patients in 

this sense. It was also of 
interest to compare this 

rebound effect by literature 

data from patients treated with 

other medications. 

 

Changes to the planned analyses and the timing of these are summarized in Table 9.8-2. 

Table 9.8-2 Changes in the planned statistical analyses 
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Change 

category 

Timing 

of 

change 

Description of change Reason for change 

Change in 

the SAP 
compared 

to the CSP 

Prior to 

DBL 

Gender subgroup analyses were added for the 

primary endpoint (including absolute and 
relative change from baseline in weight) and 

the secondary endpoint addressing the 

proportion of patients with ≥5% and ≥10% 
decrease in body weight compared to baseline 

after 14 and 26 weeks. 

Sponsor request.  

Changes in 

the analyses 
compared 

to the SAP 

After 

DBL 

In the analysis of the satiety and craving 

questionnaire, a correction for hunger and 
craving after standardized breakfast at 

baseline was not performed.  

Mistake. Since there 

were no major 
differences between 

treatment groups either 

before or after breakfast, 
the satiety and craving 

questionnaire was 

analyzed without the 

correction.  
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10 STUDY PATIENTS 

10.1 Disposition of patients 

A total of 209 patients were screened and 156 were randomized to EMP16-120/40, 

EMP16-150/50 or placebo in a 1:1:1 ratio, i.e. 52 patients per treatment group (Table 10.1-1). 

Ninety-nine of the patients were randomized at center 1 (Uppsala) and 57 were randomized at 

center 2 (Linköping), see Appendix 16.2.1. Treatments were evenly distributed per site. 

Thirty-four (34) patients were randomized to receive EMP16-120/40, 32 to receive 

EMP16-150/50, and 33 to receive placebo at center 1. Eighteen (18) patients were randomized 

to receive EMP16-120/40, 20 to receive EMP16-150/50, and 19 to receive placebo at center 2.  

Thirty-seven patients were screening failures due to reasons presented in Table 10.1-2, 

6 withdrew consent prior to randomization and 10 were not randomized due to other reasons 

(fulfilled eligibility criteria but were not needed in the study). The most common reason for 

non-eligibility was failure to meet inclusion criterion #4 “Acceptable medical history, 

physical findings, vital signs, ECG and laboratory values at the time of screening, as judged 

by the Investigator”. Refer to Section 9.3 for all eligibility criteria.  

Of the 156 randomized patients, 135 completed the study (up until and including the week 28 

visit); 44 patients treated with EMP16-120/40, 45 patients treated with EMP16-150/50 and 

46 patients who received placebo. Reasons for withdrawal included withdrawal of consent 

(n=10), GI-related withdrawal (n=9), patient lost to follow-up (n=1) and CSP non-compliance 

(n=1), see Table 10.1-1. A patient flow chart is presented in Figure 10.1-1. GI-related 

withdrawals occurred to an equal extent in the active treatment groups while there were no 

GI-related withdrawals in the placebo group. For further details regarding early withdrawals, 

see Section 10.1.1 and Section 12.2.4.  

The first patient was screened on 07MAY2020, the first patient was randomized and dosed on 

25MAY2020, and the last patient completed Visit 6 (week 28) on 09MAR2021.  
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Figure 10.1-1 Patient flow chart 

 

Source: Clean File Report Final version 1.0, 25MAR2021 and Appendix 16.2.1 and Table 14.3-39. In Table 14.3-39, patients are considered to have attended a visit if 

questionnaires coupled to that visit were filled out (even if the patient did not physically attend the visit). In the patient flow chart, the withdrawals are based on completed and 

non-completed physical visits to the clinic.  

Screened 

N=209

Randomized

N=156

Screening failures, n=37

Withdrawal of consent, n=6

Other, n=10

EMP16-02 120mg/40 mg

N=52

EMP16-02 150mg/50 mg 

N=52

Placebo

N=52

EMP16-02 120mg/40 mg

N=48

EMP16-02 150mg/50 mg 

N=50

Placebo

N=51

EMP16-02 120mg/40 mg

N=45

EMP16-02 150mg/50 mg 

N=47

Placebo

N=49

EMP16-02 120mg/40 mg

N=44

EMP16-02 150mg/50 mg 

N=45

Placebo

N=46

EMP16-02 120mg/40 mg

N=44

EMP16-02 150mg/50 mg 

N=45

Placebo

N=46

Visit 1

Visit 2, week 1

Visit 3, week 7

Visit 4, week 14

Visit 5, week 26

Visit 6, week 28

GI-related withdrawal, n=3 (#103, #116, #222)

Lost to follow-up, n=1 (#233)

GI-related withdrawal, n=1 (#218)

Withdrawal of consent, n=2 (#111, #172)

Withdrawal of consent, n=1 (#212)

GI-related withdrawal, n=2 (#117, #205)

GI-related withdrawal, n=2 (#105, #106)

Withdrawal of consent, n=1 (#135)

GI-related withdrawal, n=1 (#158)

Withdrawal of consent, n=1 (#164)

CSP non-compliance, n=1 (#115)

Withdrawal of consent, n=2 (#133, #213)

Withdrawal of consent, n=3 (#148, #154, #219)
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Table 10.1-1 Patient disposition (All patients) 

 Total 

Screened patients 209 

Withdrawn prior to dose 53 

 - Screen failures 37 

 - Withdrawal of consent prior to randomization 6 

 - Other 10 

Randomized 156 

 - EMP16-02 120mg/40mg 52 

 - EMP16-02 150mg/50mg 52 

 - PLACEBO 52 

Withdrawn patients 21 

 - Withdrawal of consent 10 

 - Lost to follow-up 1 

 - Non-compliance 1 

 - GI related withdrawal 9 

Completed patients 135 

Included in safety analysis set 156 

Included in full analysis set 156 

Included in per protocol analysis set 122 

Patients at VISIT 1 SCREENING 209 

Patients at VISIT 2 (WEEK 1) 157 

Patients at END OF WEEK 2 152 

Patients at END OF WEEK 4 150 

Patients at VISIT 3 (WEEK 7) 151 

Patients at END OF WEEK 8 146 

Patients at VISIT 4 (WEEK 14) 141 

Patients at VISIT 5 (WEEK 26) 136 

Patients at VISIT 6 (WEEK 28) 135 

 Patients at Visit 5 should be 135. Patient #154 (placebo) withdrew consent between Visit 4 and 
Visit 5. Visit 5 was initiated in the eCRF and has thus been counted as a Visit that was 

attended by the patient.  

EP-002_14_01_02_ALL.rtf Disposition, SAS program: disposition.sas. Run by: Jerker Linne, 

jerker.linne@ctc-ab.se 2021-05-05T21:03:08. Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 10.1-2 Reason for screening failures 

Category Criterion Total1 

Failed to meet inclusion criterion # 1 1 

 # 3 5 

 # 4 12 

 # 5 1 

 # 8 2 

Met exclusion criterion # 2 2 

 # 3 2 

 # 5 5 

 # 6 5 

 # 8 2 

 # 10 3 

 # 13 1 

 # 14 1 

 # 19 1 

 # 20 2 

 # 22 2 

 # 24 3 

1. A patient could fail to meet more than 1 eligibility criterion.  

10.1.1 Study discontinuations 

The number and proportions of discontinued patients were comparable between the treatment 

groups; 8 (15.4%), 7 (13.5%) and 6 (11.5%) of the patients in the EMP16-120/40, 

EMP16-150/50 and placebo groups, respectively, discontinued early (Figure 10.1-1 and 

Appendix 16.2.1). The discontinuation frequency was also comparable between centers; 

14 out of 99 patients (14%) were early withdrawn from center 1 and 7 out of 57 patients 

(12%) withdrew early from center 2 (Appendix 16.2.1).  

The most common reasons for early discontinuations were withdrawal of consent, which was 

the reason for 2, 3 and 5 of the patients in the EMP16-120/40, EMP16-150/50 and placebo 

groups, respectively, and GI-related withdrawal, which was the reason for 4 and 5 patients in 

the EMP16-120/40 and EMP16-150/50 groups, respectively (Figure 10.1-1 and Appendix 

16.2.1). No patient in the placebo group discontinued early due to GI-related events. In 

addition, 1 patient in the EMP16-120/40 was lost to follow-up and 1 patient in the placebo 

group was withdrawn due to CSP non-compliance (Figure 10.1-1 and Appendix 16.2.1). A 

majority of the withdrawals (15 out of 21) occurred during the first 14 weeks of treatment 

(Figure 10.1-1).  

All patients who discontinued early were excluded from the PPS as detailed in Table 10.3-1. 

A listing of all discontinued patients is included as Appendix 16.2.1. 
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10.2 Protocol deviations 

All protocol deviations are listed by patient in Appendix 16.2.2. 

10.2.1 Major protocol deviations 

Fourteen protocol deviations affecting 13 patients were assessed as major. Six patients had 

major protocol deviations due to IMP compliance <80%, 2 in the EMP16-120/40 group, 2 in 

the EMP16-150/50 group and 3 in the placebo group (Appendix 16.2.2). One patient in the 

EMP16-150/50 group did not take the IMP during a vacation period prior to Visit 5 and 

refused to take the IMP at Visit 5. For the remaining 6 patients with major protocol 

deviations, Visit 5 was performed >8 days outside the allowed time window. This concerned 

1 patient in the EMP16-120/40 group, 2 patients in the EMP16-150/50 group and 3 patients in 

the placebo group (Appendix 16.2.2).    

The major protocol deviations were equally distributed at the 2 study centers. Nine out of 

99 patients (9%) at center 1 had major protocol deviations (4 related to IMP compliance and 

5 related to visit window deviations) as had 4 out of 57 patients (7%) at center 2 (4 related to 

IMP compliance and 1 related to a visit window deviation), see Appendix 16.2.2.  

All patients with major protocol deviations were excluded from the PPS as detailed in 

Table 10.3-1. 

10.2.2 Minor protocol deviations 

A total of 450 protocol deviations affecting 136 patients were assessed as minor. Most minor 

protocol deviations concerned questionnaire fill-in issues (m=190) and visits performed out of 

allowed time windows (m=166). The remining minor deviations were due to IMP-related 

issues (m=40), assessments not performed (m=22), incorrect reporting of glucose laboratory 

results as non-fasting rather than fasting (m=19, center 2 only) and missing laboratory results 

(m=11). In addition, 1 patient dated the informed consent for the 6 months follow-up 

incorrectly and 1 patient was accidentally included in the study despite violating exclusion 

criterion No 23. The patient had a history of malign melanoma (2018) and the mistake was 

not discovered until after randomization and dosing of the patient. The Investigator did not 

consider the mis-inclusion of the patient would affect the patient’s safety and the Sponsor and 

the Investigator agreed to keep the patient in the study. 

Three additional minor deviations were recorded, 1 affecting a screening failure (missed copy 

of the signed ICF) and 2 concerning refrigerator temperature deviations at center 2.  

10.3 Data sets analyzed 

Three analysis sets were defined in the study as outlined in Section 9.7.3. All 156 randomized 

patients were included in the FAS and the safety analysis set while 122 patients were included 

in the PPS (Table 10.1-1). 

Patients excluded from the PPS were equally distributed between treatment groups, 

11 patients belonged to the EMP16-120/40 group, 11 belonged to the EMP16-150/50 group 

and 12 belonged to the placebo group. Reasons for exclusion from the PPS are summarized 

by treatment and center in Table 10.3-1.  
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Table 10.3-1 Patients excluded from the per protocol set 

 EMP16-02 120mg/40 mg EMP16-02 150mg/50 mg Placebo Total 

number of 

patients 
Reason for 

exclusion 

Patients at 

Center 1 

Patients at 

Center 2 

Patients at 

Center 1 

Patients at 

Center 2 

Patients at 

Center 1 

Patients at 

Center 2 

GI-related 

withdrawal 
103, 116  218, 222 105, 106, 

117, 158 
205 -  -  9 

Withdrawal of 

consent 
111, 172  212 135, 164 - 133, 148, 

154 
213, 219 10 

Lost to follow-up  233     1 

CSP non-

compliance 
    115  1 

IMP compliance 

<80% (major 

protocol deviations) 

109, 190  - 256 110, 139  254 6 

Did not take IMP 

prior to Visit 5 and 

at Visit 5 (major 

protocol deviation) 

   234   1 

Visit 5 performed 

>10 days out-of-

window (major 

protocol deviations) 

176  141  244 120, 194, 

197 
 6 

Total        34 

Source: Appendix 16.2.1, Appendix 16.2.3 and Clean File Report Final version 1.0, 25MAR2021. 

A listing of all patients, visits and observations excluded from the efficacy analysis is 

provided in Appendix 16.2.3.  

10.4 Demographics and other baseline characteristics 

10.4.1 Demographics 

The demographics and baseline characteristics of the patients included in the FAS are 

summarized in Table 10.4-1. 

One hundred eleven (111) females and 45 males with a mean age (SD) of 49.9 (12.8) years 

were randomized in the study. Almost all patients (99%) were White, 1 was Asian and 1 was 

Black or African American. The mean baseline weight (SD) was 99.0 (12.1), 101.0 (13.4) and 

103.6 (16.1) kg in the EMP16-120/40, EMP16-150/50 and placebo groups, respectively, and 

the mean BMI (SD) was 35.1 (3.3), 34.6 (3.6) and 36.2 (4.5) kg/m2. All patients had a BMI 

≥30 kg/m2. 

Overall, the demographics and baseline characteristics of patients were comparable between 

treatment groups. 
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Individual listings of patient demographic and baseline data for all patients randomized are 

presented in Appendix 16.2.4. 

Table 10.4-1 Baseline characteristics and demographics (Full analysis set) 

 

EMP16-02 

120mg 

40mg (N=52) 

EMP16-02 

150mg 

50mg (N=52) 

PLACEBO 

(N=52) Total (N=156) 

Age (years) n 52 52 52 156 

Mean (SD) 49.4 (12.2) 50.7 (13.6) 49.5 (12.8) 49.9 (12.8) 

Median (Min, Max) 49.5 (18, 71) 52.0 (19, 72) 52.0 (22, 74) 51.0 (18, 74) 

Height (cm) n 52 52 52 156 

Mean (SD) 167.9 (9.0) 170.7 (8.3) 168.9 (8.4) 169.1 (8.6) 

Median (Min, Max) 166.5 (152, 

191) 

170.0 (154, 

191) 

169.0 (142, 

186) 

169.0 (142, 

191) 

Weight (kg) n 52 52 52 156 

Mean (SD) 99.0 (12.1) 101.0 (13.4) 103.6 (16.1) 101.2 (14.0) 

Median (Min, Max) 97.4 (71, 133) 98.2 (73, 137) 100.4 (72, 134) 98.5 (71, 137) 

Body Mass Index 

(kg/m2) 

n 52 52 52 156 

Mean (SD) 35.1 (3.3) 34.6 (3.6) 36.2 (4.5) 35.3 (3.9) 

Median (Min, Max) 34.4 (31, 44) 34.2 (30, 43) 34.6 (30, 46) 34.4 (30, 46) 

Sex Female 38 (73%) 36 (69%) 37 (71%) 111 (71%) 

Male 14 (27%) 16 (31%) 15 (29%) 45 (29%) 

Race American Indian Or Alaska Native 0 0 0 0 

Asian 1 (1.9%) 0 0 1 (0.6%) 

Black Or African American 1 (1.9%) 0 0 1 (0.6%) 

Native Hawaiian Or Other Pacific 

Islander 

0 0 0 0 

White 50 (96%) 52 (100%) 52 (100%) 154 (99%) 

Ethnicity Hispanic Or Latino 1 (1.9%) 0 1 (1.9%) 2 (1.3%) 

Not Hispanic Or Latino 49 (94%) 52 (100%) 51 (98%) 152 (97%) 

Not Reported 2 (3.8%) 0 0 2 (1.3%) 

Unknown 0 0 0 0 

 
EP-002_14_01_01_FULLSET.rtf. Summarized demographics data, SAS program: 

summary_demographics.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:02:11. 

Data extracted at: 2021-03-25T14:26:12 UTC 
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10.4.2 Medical/surgical history 

Medical/surgical history was reported by 126 (81%) of the 156 randomized patients 

(Table 14.1-1).  

The most commonly reported preferred terms (PTs), reported by ≥10% of the patients in any 

treatment group, were: 

• Hypertension (reported by 29%, 42% and 25% of the patients in the EMP16-120/40, 

EMP16-150/50 and placebo groups, respectively) 

• Seasonal allergy (reported by 21%, 25% and 23% of the patients) 

• Asthma (reported by 19%, 12% and 17% of the patients) 

• Depression (reported by 10%, 10% and 15% of the patients) 

• Hypothyroidism (reported by 6%, 6% and 12% of the patients) 

Overall, there were no major differences between treatment groups in terms of reported 

medical history except that the proportion of patients with a history of hypertension was 

somewhat larger in the EMP16-150/50 group (42%) compared to the other groups (29% and 

25% in the EMP16-120/40 and placebo groups, respectively), see Table 14.1-1.  

10.4.3 Prior and concomitant medication 

Use of prior medications and concomitant medications is summarized in Table 14.1-2 and 

Table 14.1-3, respectively.  

Concomitant medications were used by 133 (85%) of the 156 randomized patients, by 73%, 

94% and 88% of the patients in the EMP16-120/40, EMP16-150/50 and placebo groups, 

respectively. The most commonly used concomitant medications (by ATC level 4), used by 

≥10% of the patients in any treatment group, are summarized in Table 10.4-2. 

One hundred and twelve (112) patients took concomitant medications due to medical history 

(32, 40 and 40 patients in the EMP16-120/40, EMP16-150/50 and placebo groups, 

respectively), 34 patients took concomitant medications due to AEs (9, 14 and 11 patients in 

the EMP16-120/40, EMP16-150/50 and placebo groups, respectively), 37 patients used 

anticonception and 6 patients took concomitant medications for other reasons 

(Appendix 16.2.4). A patient could take concomitant medications for more than one reason.   

Two patients used prohibited medications that are either affected by, or that affect, orlistat and 

acarbose. Subject #193 (placebo) started treatment with fluoxetine (anti-depressant) 

19FEB2021, which was the day after Visit 5 (i.e., the day after the last dose of IMP), due to 

depressive episodes that started in January 2021. Subject #231 used gabapentin (anti-epileptic 

drug) during the study. Treatment started before Visit 4 and was ongoing until end of study. 

Indication for the treatment was ovarian cyst. The dose (100 mg TID) was 3 times lower than 

the dose recommended for the indication epilepsy and 6 times lower than the dose 

recommended for neuropathic pain. The use of prohibited medications was judged as minor 

protocol deviations not affecting the safety of the subjects or the subsequent analysis of data 

and both patients were included in the PPS.  

Overall, there were no major differences between treatment groups in terms of use of 

concomitant medications or reason for use of concomitant medications (Table 14.1-3 and 

Appendix 16.2.4).  
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Individual listings of use of prior and concomitant medications for all patients randomized are 

presented in Appendix 16.2.4. 

Table 10.4-2 Concomitant medications used by ≥10% of the patients in any treatment group (Full 

analysis set) 

 

EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

All treated 

N=104 

Total 

N=156 

ATC Name Level 4 

      ATC Name Level 5 n(%) m n(%) m n(%) m n(%) m n(%) m 

Total 38(73%) 104 49(94%) 124 46(88%) 121 87(84%) 228 133(85%) 349 

Angiotensin II receptor blockers (ARBs), plain 8(15%) 9 10(19%) 10 10(19%) 10 18(17%) 19 28(18%) 29 

      candesartan 1(1.9%) 1 0 0 3(5.8%) 3 1(1.0%) 1 4(2.6%) 4 

      irbesartan 1(1.9%) 1 1(1.9%) 1 1(1.9%) 1 2(1.9%) 2 3(1.9%) 3 

      losartan 6(12%) 7 9(17%) 9 5(9.6%) 5 15(14%) 16 20(13%) 21 

      telmisartan 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Anilides 6(12%) 6 9(17%) 10 9(17%) 11 15(14%) 16 24(15%) 27 

      paracetamol 6(12%) 6 9(17%) 10 9(17%) 11 15(14%) 16 24(15%) 27 

Propionic acid derivatives 11(21%) 11 6(12%) 6 5(9.6%) 5 17(16%) 17 22(14%) 22 

      ibuprofen 5(9.6%) 5 3(5.8%) 3 4(7.7%) 4 8(7.7%) 8 12(7.7%) 12 

      ketoprofen 1(1.9%) 1 1(1.9%) 1 0 0 2(1.9%) 2 2(1.3%) 2 

      naproxen 5(9.6%) 5 2(3.8%) 2 1(1.9%) 1 7(6.7%) 7 8(5.1%) 8 

Intrauterine contraceptives 6(12%) 6 7(13%) 7 8(15%) 8 13(13%) 13 21(13%) 21 

      plastic IUD with copper 0 0 4(7.7%) 4 3(5.8%) 3 4(3.8%) 4 7(4.5%) 7 

      plastic IUD with progestogen 6(12%) 6 3(5.8%) 3 5(9.6%) 5 9(8.7%) 9 14(9.0%) 14 

Other antihistamines for systemic use 7(13%) 7 3(5.8%) 3 10(19%) 10 10(9.6%) 10 20(13%) 20 

      desloratadine 2(3.8%) 2 0 0 5(9.6%) 5 2(1.9%) 2 7(4.5%) 7 

      ebastine 2(3.8%) 2 0 0 0 0 2(1.9%) 2 2(1.3%) 2 

      loratadine 3(5.8%) 3 3(5.8%) 3 5(9.6%) 5 6(5.8%) 6 11(7.1%) 11 

Selective beta-2-adrenoreceptor agonists 7(13%) 7 3(5.8%) 3 8(15%) 8 10(9.6%) 10 18(12%) 18 

      formoterol 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      salbutamol 2(3.8%) 2 1(1.9%) 1 5(9.6%) 5 3(2.9%) 3 8(5.1%) 8 

      salmeterol 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      terbutaline 3(5.8%) 3 2(3.8%) 2 3(5.8%) 3 5(4.8%) 5 8(5.1%) 8 

Dihydropyridine derivatives 6(12%) 6 6(12%) 6 4(7.7%) 4 12(12%) 12 16(10%) 16 

      amlodipine 4(7.7%) 4 4(7.7%) 4 4(7.7%) 4 8(7.7%) 8 12(7.7%) 12 

      felodipine 1(1.9%) 1 2(3.8%) 2 0 0 3(2.9%) 3 3(1.9%) 3 

      lercanidipine 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

Glucocorticoids 5(9.6%) 5 4(7.7%) 4 7(13%) 7 9(8.7%) 9 16(10%) 16 

      budesonide 4(7.7%) 4 1(1.9%) 1 5(9.6%) 5 5(4.8%) 5 10(6.4%) 10 

      ciclesonide 0 0 1(1.9%) 1 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

      fluticasone 1(1.9%) 1 0 0 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

      not coded 0 0 2(3.8%) 2 0 0 2(1.9%) 2 2(1.3%) 2 

HMG CoA reductase inhibitors 1(1.9%) 1 7(13%) 7 3(5.8%) 3 8(7.7%) 8 11(7.1%) 11 

      atorvastatin 1(1.9%) 1 4(7.7%) 4 0 0 5(4.8%) 5 5(3.2%) 5 

      simvastatin 0 0 3(5.8%) 3 3(5.8%) 3 3(2.9%) 3 6(3.8%) 6 
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EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

All treated 

N=104 

Total 

N=156 

ATC Name Level 4 

      ATC Name Level 5 n(%) m n(%) m n(%) m n(%) m n(%) m 

Progestogens 6(12%) 6 3(5.8%) 3 1(1.9%) 1 9(8.7%) 9 10(6.4%) 10 

      desogestrel 3(5.8%) 3 1(1.9%) 1 1(1.9%) 1 4(3.8%) 4 5(3.2%) 5 

      etonogestrel 2(3.8%) 2 1(1.9%) 1 0 0 3(2.9%) 3 3(1.9%) 3 

      medroxyprogesterone 1(1.9%) 1 1(1.9%) 1 0 0 2(1.9%) 2 2(1.3%) 2 

 
Source Table 14.1-3. 

10.4.4 Measurements of treatment compliance 

IMP compliance was calculated as outlined in Section 9.4.7 and is summarized by treatment 

group in Table 10.4-3 and Table 14.2-1 (FAS) and in Table 14.2-2 (PPS). 

Mean compliance over the course of the study was approximately 95%, 96% and 93% in the 

EMP16-120/40, EMP16-150/50 and placebo groups, respectively (Table 10.4-3). Patients 

with an IMP compliance <80% (2 in the EMP16-120/40 group, 2 in the EMP16-150/50 group 

and 3 in the placebo group) were excluded from the PPS, see Section 10.2.1 and Section 10.3. 

Mean compliance in the PPS was approximately 97% for all treatment groups (Table 14.2-2).  

Individual compliance data are presented in Appendix 16.2.5.  

Table 10.4-3 Compliance (Full analysis set) 

Drug accountability  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Compliance 

(PERCENT) 

n 45 46 49 140 

Mean (SD) 95 (10) 96 (5) 93 (10) 95 (9) 

Median (Min, Max) 99 (48, 100) 98 (78, 100) 97 (42, 100) 98 (42, 100) 

Q1, Q3 94, 100 94, 99 92, 99 93, 99 

Source: Table 14.2-1. 
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11 EVALUATION OF EFFICACY ENDPOINTS 

11.1 Body weight 

11.1.1 Primary endpoint: Relative (%) change from baseline in body weight at week 26 

The mean relative change from baseline in body weight was -5.8% after 26 weeks of 

treatment with EMP16-120/40 as compared to a mean relative change from baseline of -0.7% 

in placebo patients at week 26 (Table 11.1-1). The difference compared to placebo was 

statistically significant (p<0.0001). Comparable results were found for the PPS 

(Table 14.3-2). 

The mean relative change from baseline in body weight is graphically illustrated in 

Figure 11.1-1 (FAS) and Figure 14.3-1 (PPS).  

Individual patient data are listed in Appendix 16.2.6. 

Table 11.1-1 Weight, relative change from baseline at week 26(Full analysis set) 

Assessment 

(unit) 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Weight (kg) Measured 

value 

VISIT 2 (WEEK 1), 

PRE-DOSE 

n 52 52 52 156 

Mean (SD) 99.00 (12.16) 101.20 (13.24) 103.65 (16.16) 101.28 (13.99) 

Median (Min, 

Max) 

97.30 (72.1, 

134.4) 

98.60 (72.7, 

135.8) 

100.00 (70.9, 

137.3) 

98.90 (70.9, 

137.3) 

Q1, Q3 90.75, 105.75 91.15, 112.05 91.40, 116.00 91.15, 110.70 

Relative 

change from 

baseline (%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

n 44 45 46 135 

Mean (SD) -5.8 (5.3) -6.5 (4.4) -0.7 (3.7) -4.3 (5.2) 

Median (Min, 

Max) 

-5.7 (-17, 3) -6.1 (-17, 4) 0.0 (-10, 7) -3.7 (-17, 7) 

Q1, Q3 -9.3, -1.6 -9.6, -3.7 -3.3, 1.9 -7.8, -0.2 

Anova p-value 

vs Placebo 

<.0001 <.0001 NA NA 

 
Source: Table 14.3-1 
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Figure 11.1-1 Weight, mean relative change from baseline at week 7, 14 and 26 (Full analysis set) 

(Full analysis set) 

 
EP-002__14_02_02_07.rtf. Weight, mean value relative change from baseline at week 7, 14 and 

26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-

21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 

11.1.2 Relative (%) change from baseline in body weight after 14 and 26 weeks of 

treatment 

The mean relative change from baseline in body weight was -4.4% and -5.8% in the 

EMP16-120/40 group and -4.8% and -6.5% in the EMP16-150/50 group after 14 and 

26 weeks of treatment, respectively. Corresponding numbers at the corresponding time points 

in the placebo group were -1.1% and -0.7% (Table 11.1-2). The differences between the 

active treatment groups and placebo were statistically significant (p<0.0001 for all 

comparisons at week 14 and week 26), see Table 11.1-2. Corresponding results were found 

for the PPS (Table 14.3-2). 

Statistically significant differences in mean relative weight reduction were seen also at week 7 

(p=0.0026 for the EMP16-120/40 group and p=0.0001 for the EMP16-150/50 group, the 

relative weight reductions were: -2.2%, -2.6% and -1.0% in the EMP16-120/40, 
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EMP16-150/50 and placebo groups, respectively), see Table 11.1-2. Corresponding results 

were found for the PPS (Table 14.3-2). 

The mean relative change from baseline in body weight is graphically illustrated in 

Figure 11.1-1 (FAS) and Figure 14.3-1 (PPS). Individual patient data are listed in 

Appendix 16.2.6. 

Table 11.1-2 Weight, relative change from baseline (Full analysis set) 

Assessment 

(unit) 

Result 

Category 

Assessment 

timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Weight 

(kg) 

Measured 

value 

VISIT 2 

(WEEK 1),  

PRE-DOSE 

n 52 52 52 156 

Mean (SD) 99.00 (12.16) 101.20 (13.24) 103.65 (16.16) 101.28 (13.99) 

Median (Min, Max) 97.30 (72.1, 

134.4) 

98.60 (72.7, 

135.8) 

100.00 (70.9, 

137.3) 

98.90 (70.9, 

137.3) 

Q1, Q3 90.75, 105.75 91.15, 112.05 91.40, 116.00 91.15, 110.70 

Relative 

change from 

baseline (%) 

VISIT 3 

(WEEK 7),  

PRE-DOSE 

n 48 50 50 148 

Mean (SD) -2.2 (1.9) -2.6 (1.9) -1.0 (2.1) -1.9 (2.1) 

Median (Min, Max) -2.1 (-6, 2) -2.6 (-6, 2) -0.6 (-5, 3) -1.9 (-6, 3) 

Q1, Q3 -3.2, -0.8 -4.0, -1.2 -2.5, 0.7 -3.5, -0.2 

Anova p-value vs 

Placebo 

0.0026 0.0001 NA NA 

VISIT 4 

(WEEK 14),  

PRE-DOSE 

n 45 47 49 141 

Mean (SD) -4.4 (3.1) -4.8 (2.9) -1.1 (3.1) -3.4 (3.5) 

Median (Min, Max) -4.3 (-11, 4) -4.5 (-12, 1) -0.2 (-9, 5) -3.5 (-12, 5) 

Q1, Q3 -5.6, -2.6 -7.0, -2.8 -3.5, 0.8 -5.5, -0.9 

Anova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

VISIT 5 

(WEEK 26),  

PRE-DOSE 

n 44 45 46 135 

Mean (SD) -5.8 (5.3) -6.5 (4.4) -0.7 (3.7) -4.3 (5.2) 

Median (Min, Max) -5.7 (-17, 3) -6.1 (-17, 4) 0.0 (-10, 7) -3.7 (-17, 7) 

Q1, Q3 -9.3, -1.6 -9.6, -3.7 -3.3, 1.9 -7.8, -0.2 

Anova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

 
Source: Table 14.3-1 

11.1.2.1 Subgroup analysis: relative (%) change from baseline in body weight after 14 and 

26 weeks of treatment by sex 

In a gender subgroup analysis of relative change from baseline in body weight, the results for 

females were similar to those obtained for the whole population (Section 11.1.2). For females, 

the mean relative change from baseline in body weight was -4.8% and -6.6% after 14 and 

26 weeks of treatment with EMP16-120/40 and -5.1% and -6.9% after 14 and 26 weeks of 

treatment with EMP16-150/50, respectively (Table 11.1-3). The corresponding numbers at the 

corresponding time points for the placebo group were -1.0% and -0.6%. The differences 

compared to placebo were statistically significant (p<0.0001 for all comparisons). 

Comparable results were found for the PPS (Table 14.3-4).  

Statistically significant differences in mean relative weight reduction in females were seen 

also at week 7 (p=0.0028 for the EMP16-120/40 and p=0.0003 for the EMP16-150/50 group, 
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relative weight reductions: -2.5%, -2.8%, -1.0% in the EMP16-120/40, EMP16-150/50 and 

placebo groups, respectively), see Table 11.1-3. 

For males, the mean relative change from baseline in body weight was -3.2% and -3.5% after 

14 and 26 weeks of treatment with EMP16-120/40 and -3.8% and -5.4% after 14 and 

26 weeks of treatment with EMP16-150/50 (Table 11.1-3). The corresponding numbers at the 

corresponding time points for the placebo group were -1.3% and -1.1%. There were no 

statistically significant differences between males treated with EMP16-120/40 and males who 

received placebo neither in the FAS (Table 11.1-3) nor in the PPS (Table 14.3-4). Statistically 

significant relative reductions in body weight compared to placebo were, however, seen for 

males in the EMP16-150/50 group after 14 and 26 weeks of treatment, -3.8% (p=0.0135) and 

-5.4% (p<0.0031) in the FAS (Table 11.1-3). In the PPS, there were only statistically 

significant differences in relative weight reduction compared to placebo after 26 weeks of 

treatment (p=0.0346; Table 14.3-4). At week 7, there were no statistically significant 

differences in relative body weight reduction between the active treatment groups and placebo 

neither in the FAS nor in the PPS (Table 11.1-3 and Table 14.3-4). 

Individual patient data are listed in Appendix 16.2.6. 
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Table 11.1-3 Weight, relative change from baseline, subgroup analysis by sex (Full analysis set) 

Assessment (unit) Result Category Sex Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Weight (kg) Measured value F VISIT 2 (WEEK 1), PRE-

DOSE 
n 38 36 37 111 

Mean (SD) 94.22 (8.25) 97.80 (11.84) 99.21 (15.70) 97.05 (12.36) 

Median (Min, Max) 94.75 (72.1, 110.5) 96.75 (72.7, 119.0) 96.20 (70.9, 131.8) 95.80 (70.9, 131.8) 

Q1, Q3 88.30, 100.40 88.65, 109.00 88.60, 106.50 88.30, 103.10 

M VISIT 2 (WEEK 1), PRE-

DOSE 
n 14 16 15 45 

Mean (SD) 111.96 (11.78) 108.84 (13.36) 114.59 (11.67) 111.73 (12.29) 

Median (Min, Max) 113.35 (96.2, 134.4) 109.65 (90.2, 135.8) 114.30 (94.8, 137.3) 112.90 (90.2, 137.3) 

Q1, Q3 100.00, 120.40 95.80, 117.20 107.00, 123.70 100.00, 120.00 

Relative change 

from baseline (%) 
F VISIT 3 (WEEK 7), PRE-

DOSE 
n 35 35 36 106 

Mean (SD) -2.5 (2.0) -2.8 (2.0) -1.0 (2.2) -2.1 (2.2) 

Median (Min, Max) -2.6 (-6, 2) -3.4 (-6, 2) -0.5 (-5, 3) -2.2 (-6, 3) 

Q1, Q3 -3.6, -0.8 -4.4, -1.2 -2.5, 0.8 -3.7, -0.1 

Anova p-value vs Placebo 0.0028 0.0003 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 34 35 36 105 

Mean (SD) -4.8 (3.2) -5.1 (3.1) -1.0 (3.1) -3.6 (3.6) 

Median (Min, Max) -4.6 (-11, 4) -4.7 (-12, 1) -0.2 (-9, 4) -4.0 (-12, 4) 

Q1, Q3 -6.1, -3.4 -7.5, -3.5 -3.2, 1.0 -5.8, -0.7 

Anova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 33 33 33 99 

Mean (SD) -6.6 (5.5) -6.9 (4.5) -0.6 (3.9) -4.7 (5.5) 

Median (Min, Max) -6.4 (-17, 3) -6.5 (-17, 4) 0.0 (-10, 7) -4.7 (-17, 7) 

Q1, Q3 -10.2, -2.3 -10.5, -4.1 -2.4, 2.1 -8.5, -0.2 

Anova p-value vs Placebo <.0001 <.0001 NA NA 
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Assessment (unit) Result Category Sex Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

M VISIT 3 (WEEK 7), PRE-

DOSE 

n 13 15 14 42 

Mean (SD) -1.5 (1.3) -2.2 (1.7) -1.0 (2.0) -1.6 (1.7) 

Median (Min, Max) -1.5 (-5, 1) -2.3 (-5, 1) -0.9 (-4, 3) -1.6 (-5, 3) 

Q1, Q3 -2.1, -0.8 -3.1, -0.5 -2.2, 0.4 -2.4, -0.4 

Anova p-value vs Placebo 0.4752 0.0675 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 11 12 13 36 

Mean (SD) -3.2 (2.5) -3.8 (2.3) -1.3 (3.3) -2.7 (2.9) 

Median (Min, Max) -2.9 (-9, 0) -3.1 (-9, -1) -0.9 (-6, 5) -2.6 (-9, 5) 

Q1, Q3 -4.3, -1.2 -5.3, -2.2 -3.8, 0.0 -4.7, -1.0 

Anova p-value vs Placebo 0.0807 0.0135 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 11 12 13 36 

Mean (SD) -3.5 (3.8) -5.4 (3.9) -1.1 (3.3) -3.2 (4.0) 

Median (Min, Max) -3.1 (-12, 1) -5.0 (-12, 2) 0.0 (-6, 5) -3.2 (-12, 5) 

Q1, Q3 -5.8, -0.7 -7.9, -2.8 -3.6, 0.5 -5.7, 0.1 

Anova p-value vs Placebo 0.0826 0.0031 NA NA 

 
Source: Table 14.3-3.
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11.1.3 Absolute change from baseline in body weight after 14 and 26 weeks of treatment 

The mean absolute change from baseline in body weight was -4.29 kg and -5.75 kg in the 

EMP16-120/40 group and -4.83 kg and -6.44 kg in the EMP16-150/50 group at week 14 and 

26, respectively. Corresponding numbers at the corresponding time points in the placebo 

group were -1.18 kg and -0.78 kg (Table 11.1-4). The differences between the active 

treatment groups and placebo were statistically significant (p<0.0001 for all comparisons), see 

Table 11.1-2. Corresponding results were found for the PPS (Table 14.3-6). 

Statistically significant differences in mean absolute weight reduction were seen also at 

week 7 (p=0.0031 for the EMP16-120/40 group and p<0.0001 for the EMP16-150/50 group, 

absolute weight reductions: -2.15 kg, -2.67 kg and -1.05 kg in the EMP16-120/40, 

EMP16-150/50 and placebo groups, respectively), see Table 11.1-4. Corresponding results 

were found for the PPS (Table 14.3-6). 

The mean absolute change from baseline in body weight is graphically illustrated in 

Figure 14.3-2 (FAS) and Figure 14.3-3 (PPS). Individual patient data are listed in 

Appendix 16.2.6. 

Table 11.1-4 Weight, absolute change from baseline (Full analysis set) 

Assessment 

Result 

Category 

Assessment 

timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Weight 

(kg) 

Measured 

value 

VISIT 2 (WEEK 

1), PRE-DOSE 

n 52 52 52 156 

Mean (SD) 99.00 (12.16) 101.20 (13.24) 103.65 (16.16) 101.28 (13.99) 

Median (Min, Max) 97.30 (72.1, 

134.4) 

98.60 (72.7, 

135.8) 

100.00 (70.9, 

137.3) 

98.90 (70.9, 

137.3) 

Q1, Q3 90.75, 105.75 91.15, 112.05 91.40, 116.00 91.15, 110.70 

Absolute 

change 

from 

baseline 

VISIT 3 (WEEK 

7), PRE-DOSE 

n 48 50 50 148 

Mean (SD) -2.15 (1.84) -2.67 (2.04) -1.05 (2.24) -1.95 (2.15) 

Median (Min, Max) -2.00 (-6.1, 2.4) -2.65 (-6.8, 1.8) -0.60 (-5.7, 3.2) -1.90 (-6.8, 3.2) 

Q1, Q3 -2.95, -0.90 -4.00, -1.40 -2.70, 0.60 -3.40, -0.20 

Ancova p-value vs 

Placebo 

0.0031 <.0001 NA NA 

VISIT 4 (WEEK 

14), PRE-DOSE 

n 45 47 49 141 

Mean (SD) -4.29 (3.19) -4.83 (3.11) -1.18 (3.30) -3.39 (3.58) 

Median (Min, Max) -3.90 (-11.4, 

3.5) 

-4.10 (-13.3, 

1.3) 

-0.30 (-8.9, 5.8) -3.60 (-13.3, 

5.8) 

Q1, Q3 -5.50, -2.40 -6.90, -2.80 -3.60, 0.60 -5.30, -0.90 

Ancova p-value vs 

Placebo 
<.0001 <.0001 NA NA 

VISIT 5 (WEEK 

26), PRE-DOSE 

n 44 45 46 135 

Mean (SD) -5.75 (5.35) -6.44 (4.59) -0.78 (3.75) -4.29 (5.23) 

Median (Min, Max) -5.25 (-17.0, 

3.3) 

-6.00 (-18.2, 

3.6) 

0.00 (-9.7, 6.8) -4.10 (-18.2, 

6.8) 

Q1, Q3 -8.45, -1.65 -9.00, -3.60 -3.50, 1.70 -7.10, -0.20 

Ancova p-value vs 

Placebo 
<.0001 <.0001 NA NA 

 
Source: Table 14.3-5 
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11.1.4 Proportion of patients with ≥5% and ≥10% decrease in body weight after 14 and 

26 weeks of treatment 

The proportion of patients with ≥5% decrease in body weight was 31% and 55% in the 

EMP16-120/40 group and 43% and 67% in the EMP16-150/50 group after 14 and 26 weeks 

of treatment, respectively (Table 11.1-5). The corresponding proportions at the corresponding 

time points were 14% and 13% in the placebo group. The differences compared to placebo 

were statistically significant at week 26 for the EMP16-120/40 group (p<0.0001) and at both 

week 14 and week 26 for the EMP16-150/50 group (p=0.0021 and p<0.0001). Corresponding 

results were shown for the PPS except that there was a statistically significant difference 

between the EMP16-120/40 group and the placebo group also at week 14 (p=0.0457), see 

Table 14.3-7. 

The proportion of patients with ≥10% decrease in body weight was 8.9% and 23% in the 

EMP16-120/40 group and 4.3% and 22% in the EMP16-150/50 group after 14 and 26 weeks 

of treatment, respectively (Table 11.1-6). The corresponding proportions at the corresponding 

time points were 0% and 2.2% in the placebo group. The differences compared to placebo 

were statistically significant at week 14 and week 26 for the EMP16-120/40 group (p=0.0329 

and p=0.0029, respectively) and at week 26 for the EMP16-150/50 group (p=0.0034). 

Corresponding results were shown for the PPS (Table 14.3-8). 

At week 7, there were no statistically significant differences between active treatment groups 

and the placebo group in terms of proportion of patients with ≥5% decrease in body weight 

(Table 11.1-5 and Table 14.3-7). No patient in any treatment group had a ≥10% relative 

weight reduction at week 7 (Table 11.1-6 and Table 14.3-8).  

As shown in Figure 11.1-2, 46 out of 52 patients (88%) in the EMP16-120/40 group and 

49 out of 52 patients (94%) in the EMP16-150/50 group had lost weight relative to baseline 

after 26 weeks of treatment as compared to 22 out of 52 patients (42%) in the placebo group. 

A similar pattern was shown in the PPS (Figure 14.3-4). Individual patient data are listed in 

Appendix 16.2.6. 

Table 11.1-5 Proportion of patients with ≥5% decrease in body weight (Full analysis set) 

Parameter Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Grouped body weight loss VISIT 3 (WEEK 7), PRE-

DOSE 

<5% 42(88%)/48 44(88%)/50 47(94%)/50 133(90%)/148 

>=5% 6(13%)/48 6(12%)/50 3(6.0%)/50 15(10%)/148 

Chi-Square p-value 0.2654 0.2945 - - 

VISIT 4 (WEEK 14), PRE-

DOSE 

<5% 31(69%)/45 27(57%)/47 42(86%)/49 100(71%)/141 

>=5% 14(31%)/45 20(43%)/47 7(14%)/49 41(29%)/141 

Chi-Square p-value 0.0504 0.0021 - - 

VISIT 5 (WEEK 26), PRE-

DOSE 

<5% 20(45%)/44 15(33%)/45 40(87%)/46 75(56%)/135 

>=5% 24(55%)/44 30(67%)/45 6(13%)/46 60(44%)/135 

Chi-Square p-value <.0001 <.0001 - - 

 
Data based on Full analysis set. Results are presented as n(%)/N, where N is the total number 

of observations at that specific timepoint.  EP-002 Relative weight loss, proportion of 

subjects with >5% weight loss, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, 

jerker.linne@ctc-ab.se 2021-06-21T14:34:30. Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 11.1-6 Proportion of patients with ≥10% decrease in body weight (Full analysis set) 

Parameter Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Body weight loss VISIT 3 (WEEK 7), PRE-

DOSE 
<10% 48(100%)/48 50(100%)/50 50(100%)/50 148(100%)/148 

>=10% 0 0 0 0 

Chi-Square p-value - - - - 

VISIT 4 (WEEK 14), PRE-

DOSE 

<10% 41(91%)/45 45(96%)/47 49(100%)/49 135(96%)/141 

>=10% 4(8.9%)/45 2(4.3%)/47 0 6(4.3%)/141 

Chi-Square p-value 0.0329 0.1445 - - 

VISIT 5 (WEEK 26), PRE-

DOSE 
<10% 34(77%)/44 35(78%)/45 45(98%)/46 114(84%)/135 

>=10% 10(23%)/44 10(22%)/45 1(2.2%)/46 21(16%)/135 

Chi-Square p-value 0.0029 0.0034 - - 

 
Data based on Full analysis set. Results are presented as n(%)/N, where N is the total number 

of observations at that specific timepoint.  EP-002 Relative weight loss, proportion of 

subjects with >10% weight loss, SAS program: descriptive_stat_tables.sas. Run by: Jerker 

Linne, jerker.linne@ctc-ab.se 2021-06-21T14:34:30. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 11.1-2 Weight, relative change from baseline at week 26, waterfall graph (Full analysis set) 

 
EP-002_14_02_01_03.rtf. , SAS program: waterfall_figures.sas. Run by: Jerker Linne, 

jerker.linne@ctc-ab.se 2021-05-04T16:04:08. Data extracted at: 2021-03-25T14:26:12 UTC
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11.1.4.1 Subgroup analysis: Proportion of patients with ≥5% and ≥10% decrease in body 

weight after 14 and 26 weeks of treatment by sex 

In a gender subgroup analysis of the proportions of female and male patients with ≥5% and 

≥10% decrease in body weight over 26 weeks, the results for females were similar to those 

obtained in the corresponding comparisons for the whole group (Section 11.1.4). For females 

treated with EMP16-120/40 or EMP16-150/50, the proportions of patients with ≥5% decrease 

in body weight were significantly larger than the corresponding proportions receiving placebo 

at week 14 and week 26, both in the FAS (Table 11.1-7) and in the PPS (Table 14.3-9). 

Similarly, at week 26, significantly larger proportions of female patients treated with 

EMP16-120/40 or EMP16-150/50 had a ≥10% relative weight reduction as compared to 

females receiving placebo both in the FAS (Table 11.1-8) and in the PPS (Table 14.3-10). At 

week 14, significantly more females treated with EMP16-120/40 (but not females treated with 

EMP16-150/50) had a ≥10% relative weight reduction compared to females who received 

placebo both in the FAS (Table 11.1-8) and the PPS (Table 14.3-10).  

For males on the other hand, there were no statistically significant differences in the 

proportions of individuals with ≥5% and ≥10% decrease in body weight at any time point 

neither in the FAS (Table 11.1-7 and Table 11.1-8) nor in the PPS (Table 14.3-9 and 

Table 14.3-10). 

Individual patient data are listed in Appendix 16.2.6. 

Table 11.1-7 Proportion of patients with ≥5% decrease in body weight, subgroup analysis by sex 

(Full analysis set) 

Parameter Sex Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Grouped body weight 

loss 

F VISIT 3 (WEEK 7), 

PRE-DOSE 

<5% 29(83%)/35 31(89%)/35 33(92%)/36 93(88%)/106 

>=5% 6(17%)/35 4(11%)/35 3(8.3%)/36 13(12%)/106 

Chi-Square p-

value 

0.2647 0.6618 - - 

VISIT 4 (WEEK 14), 

PRE-DOSE 
<5% 21(62%)/34 18(51%)/35 32(89%)/36 71(68%)/105 

>=5% 13(38%)/34 17(49%)/35 4(11%)/36 34(32%)/105 

Chi-Square p-

value 
0.0082 0.0005 - - 

VISIT 5 (WEEK 26), 

PRE-DOSE 

<5% 13(39%)/33 9(27%)/33 29(88%)/33 51(52%)/99 

>=5% 20(61%)/33 24(73%)/33 4(12%)/33 48(48%)/99 

Chi-Square p-

value 

<.0001 <.0001 - - 

M VISIT 3 (WEEK 7), 

PRE-DOSE 

<5% 13(100%)/13 13(87%)/15 14(100%)/14 40(95%)/42 

>=5% 0 2(13%)/15 0 2(4.8%)/42 

Chi-Square p-

value 

- 0.1568 - - 

VISIT 4 (WEEK 14), 

PRE-DOSE 

<5% 10(91%)/11 9(75%)/12 10(77%)/13 29(81%)/36 

>=5% 1(9.1%)/11 3(25%)/12 3(23%)/13 7(19%)/36 

Chi-Square p-

value 

0.3596 0.9104 - - 

VISIT 5 (WEEK 26), 

PRE-DOSE 

<5% 7(64%)/11 6(50%)/12 11(85%)/13 24(67%)/36 

>=5% 4(36%)/11 6(50%)/12 2(15%)/13 12(33%)/36 
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Parameter Sex Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Chi-Square p-

value 

0.2370 0.0638 - - 

 
Data based on Full analysis set. Results are presented as n(%)/N, where N is the total number 

of observations at that specific timepoint.  EP-002 Relative weight loss, proportion of 

subjects with >5% weight loss, subgroup analysis by sex, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-21T14:34:30. 

Data extracted at: 2021-03-25T14:26:12 UTC 

 

Table 11.1-8 Proportion of patients with ≥10% decrease in body weight, subgroup analysis by sex 

(Full analysis set) 

Parameter Sex 

Assessment 

timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Body weight loss F VISIT 3 (WEEK 7), 

PRE-DOSE 

<10% 35(100%)/35 35(100%)/35 36(100%)/36 106(100%)/106 

>=10% 0 0 0 0 

Chi-Square 

p-value 

- - - - 

VISIT 4 (WEEK 14), 

PRE-DOSE 

<10% 30(88%)/34 33(94%)/35 36(100%)/36 99(94%)/105 

>=10% 4(12%)/34 2(5.7%)/35 0 6(5.7%)/105 

Chi-Square 

p-value 

0.0341 0.1457 - - 

VISIT 5 (WEEK 26), 

PRE-DOSE 
<10% 24(73%)/33 24(73%)/33 32(97%)/33 80(81%)/99 

>=10% 9(27%)/33 9(27%)/33 1(3.0%)/33 19(19%)/99 

Chi-Square 

p-value 
0.0060 0.0060 - - 

M VISIT 3 (WEEK 7), 

PRE-DOSE 

<10% 13(100%)/13 15(100%)/15 14(100%)/14 42(100%)/42 

>=10% 0 0 0 0 

Chi-Square 

p-value 

- - - - 

VISIT 4 (WEEK 14), 

PRE-DOSE 

<10% 11(100%)/11 12(100%)/12 13(100%)/13 36(100%)/36 

>=10% 0 0 0 0 

Chi-Square 

p-value 

- - - - 

VISIT 5 (WEEK 26), 

PRE-DOSE 

<10% 10(91%)/11 11(92%)/12 13(100%)/13 34(94%)/36 

>=10% 1(9.1%)/11 1(8.3%)/12 0 2(5.6%)/36 

Chi-Square 

p-value 

0.2668 0.2881 - - 

 
Data based on Full analysis set. Results are presented as n(%)/N, where N is the total number 

of observations at that specific timepoint.  EP-002 Relative weight loss, proportion of 

subjects with >10% weight loss, subgroup analysis by sex, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-21T14:34:30. 

Data extracted at: 2021-03-25T14:26:12 UTC 
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11.2 Other anthropometric characteristics 

11.2.1 Relative and absolute change from baseline in BMI after 14 and 26 weeks of 

treatment 

The mean relative change from baseline in BMI was -4.4% and -5.8% in the EMP16-120/40 

group and -4.8% and -6.5% in the EMP16-150/50 group after 14 and 26 weeks of treatment, 

respectively. Corresponding numbers at the corresponding time points in the placebo group 

were -1.0% and -0.7% (Table 14.3-11). 

The mean absolute change from baseline in BMI was -1.55 kg/m2 and -2.08 kg/m2 in the 

EMP16-120/40 group and -1.67 kg/m2 and -2.23 kg/m2 in the EMP16-150/50 group after 

14 and 26 weeks of treatment, respectively. Corresponding numbers at the corresponding time 

points in the placebo group were -0.40 kg/m2 and -0.25 kg/m2. 

The differences between the active treatment groups and placebo were statistically significant 

both at week 14 and week 26 (p<0.0001 for all comparisons), see Table 14.3-11. 

Corresponding results were found for the PPS (Table 14.3-12). 

Individual patient data are listed in Appendix 16.2.6. 

.
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11.2.2 Absolute change from baseline in waist circumference after 14 and 26 weeks of 

treatment 

The mean absolute change from baseline in waist circumference was -3.92 cm and -6.61 cm 

in the EMP16-120/40 group and -3.83 cm and -6.80 cm in the EMP16-150/50 group after 

14 and 26 weeks of treatment, respectively. Corresponding numbers at the corresponding time 

points in the placebo group were -3.22 cm and -3.36 cm. 

The differences between the active treatment groups and placebo were statistically significant 

at week 26 (p=0.0087 for the EMP16-120/40 group and p=0.0047 for the 

EMP16-150/50 group) but not at week 14 (Table 14.3-13). Corresponding results were found 

for the PPS (Table 14.3-14) 

The mean absolute change from baseline in weight circumference is graphically illustrated in 

Figure 11.2-1 (FAS) and Figure 14.3-5 (PPS). Individual patient data are listed in Appendix 

16.2.6. 

Figure 11.2-1 Waist Circumference, mean absolute change from baseline at week 7, 14 and 26 

(Full analysis set) 

 
EP-002__14_02_03_02_05.rtf. Waist Circumference, mean value absolute change from baseline at 

week 7, 14 and 26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 

2021-06-21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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11.2.3 Absolute change from baseline in sagittal diameter after 14 and 26 weeks of 

treatment 

The mean absolute change from baseline in sagittal abdominal diameter was -1.79 cm 

and -1.35 cm in the EMP16-120/40 group and -1.71 cm and -1.89 cm in the EMP16-150/50 

group after 14 and 26 weeks of treatment, respectively. Corresponding numbers at the 

corresponding time points in the placebo group were -0.75 cm and -0.49 cm. 

The differences between the EMP16-120/40 group and the placebo group were statistically 

significant at week 14 (p=0.0075) but not at week 26 (Table 14.3-15). For the EMP16-150/50 

group, the differences compared to placebo were statistically significant both at week 14 and 

week 26 (p=0.0142 and p=0.0020, respectively) (Table 14.3-15). 

Corresponding results were found for the PPS (Table 14.3-16). Individual patient data are 

listed in Appendix 16.2.6. 

11.2.4 Relative and absolute change from baseline in percentage body fat mass after 14 

and 26 weeks of treatment 

The mean relative change from baseline in percentage body fat mass was -0.4% and -2.8% in 

the EMP16-120/40 group and -2.8% and -5.4% in the EMP16-150/50 group after 14 and 

26 weeks of treatment, respectively. Corresponding numbers at the corresponding time points 

in the placebo group were 0.5% and -0.3% (Table 14.3-17).  

The mean absolute change from baseline in percentage body fat mass was -0.40 and -1.45 in 

the EMP16-120/40 group and -1.11 and -2.21 in the EMP16-150/50 group after 14 and 

26 weeks of treatment, respectively. Corresponding numbers at the corresponding time points 

in the placebo group were 0.15 and -0.19 (Table 14.3-17). 

There were no statistically significant differences compared to placebo at any time point for 

the EMP16-120/40 group (Table 14.3-17). For the EMP16-150/50 group, there were 

statistically significant differences compared to placebo both at week 14 and week 26 

(p=0.0233 and p=0.0047 for the relative change from baseline and p=0.0195 and p=0.0035 for 

the absolute change from baseline, respectively), see Table 14.3-17. Corresponding results 

were found for the PPS (Table 14.3-18).  

The mean relative change from baseline in percentage body fat is graphically illustrated in 

Figure 11.2-2 (FAS) and Figure 14.3-6 (PPS) while the mean absolute change from baseline 

in percentage body fat is shown in Figure 14.3-7 (FAS) and Figure 14.3-8 (PPS). Individual 

patient data are listed in Appendix 16.2.6. 
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Figure 11.2-2 Percentage body fat mass, mean relative change from baseline at week 7, 14 and 26 

(Full analysis set) 

 
EP-002__14_02_03_01_07.rtf. Percent body fat, mean value relative change from baseline at week 

7, 14 and 26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 

2021-06-21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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11.3 Satiety and meal pattern 

11.3.1 Satiety and craving  

The satiety and craving questionnaire consists of 7 questions about sense of hunger, sense of 

satiety and craving for certain types of food that need to be answered on a scale from 0 (not at 

all) to 9 (extremely much). At each applicable visit, the patients answered the questionnaire 

once prior to breakfast and 4 times after breakfast (once every hour). The total score of all 

questionnaires were combined in the descriptive summaries (Table 14.3-19 [FAS] and 

Table 14.3-20 [PPS]) giving a maximum score of 315. A low score indicates low appetite 

while a high score indicates high appetite.  

The mean baseline total scores were 101.3, 107.9 and 120.2 in the EMP-120/40, EMP-150/50 

and placebo groups, respectively (Table 14.3-19). The mean relative change from baseline 

was 3.2% and 12.7% in the EMP16-120/40 group, 1.5% and 3.6% in the EMP16-150/50 

group and -1.1 and 3.3% in the placebo group at week 14 and week 26, respectively, while the 

mean absolute change from baseline was 2.1 and 8.1 in the EMP16-120/40 group, -3.3 

and -0.8 in the EMP16-150/50 group and -5.6 and -0.9 in the placebo group.  

There were no statistically significant differences between treatment groups at week 14 and 

week 26 neither in the FAS (Table 14.3-19) nor in the PPS (Table 14.3-20). Individual patient 

data are listed in Appendix 16.2.10. 

11.3.2 Meal pattern  

The meal pattern questionnaire consists of 5 questions related to eating habits. Each question 

was scored 0 to 3, i.e. the maximum score was 15. A low score indicates that the patient has 

unhealthy eating habits while a high score indicates that the patient follows the 

recommendations for healthy eating habits.  

Total score 

The mean baseline total scores were 9.5, 8.3 and 9.1 in the EMP-120/40, EMP-150/50 and 

placebo groups, respectively (Table 14.3-21). The mean total score increased somewhat from 

baseline to week 14 and 26, respectively, in all groups to 10.6 and 10.5 in the EMP-120/40 

group, 9.8 and 9.7 in the EMP-150/50 group and 10.4 and 10.2 in the placebo group.  

The mean relative change from baseline in total score was 18.4% and 16.7% in the EMP-

120/40 group, 29.6 and 32.7% in the EMP-150/50 group and 17.7% and 17.6% in the placebo 

group at week 14 and week 26, respectively, while the mean absolute change from baseline 

was 1.3 and 1.1 in the EMP-120/40 group, 1.6 and 1.7 in the EMP-150/50 group and 1.0 and 

0.9 in the placebo group. There were no statistically significant differences between the active 

treatment groups and the placebo group at any time point. Corresponding results were found 

for the PPS (Table 14.3-22).  

Sub scores 

Based on the mean score of each question, the patients in all treatment groups ate vegetables 

once daily, fruits or berries a few times a week to once daily, seafood or fish a few times a 

week and breakfast almost every morning to every morning over the course of the study 

(Table 14.3-23). The changes from baseline in terms of these aspects were positive but minor; 

0.0 to 0.4 in all treatment groups. 
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The patients ate cookies, chocolates, sweets or drank soft drinks a few times a week to once 

daily at baseline (Table 14.3-23 and Table 14.3-25). The eating habits in relation to this type 

of sweet food or drinks, improved the most in the EMP-150/50 group in which the patients 

had the unhealthiest eating habits at baseline (absolute change from baseline: 0.6 and 0.8 at 

week 14 and week 26, respectively as compared to 0.5 and 0.3 in the placebo group).  

In general, there were no statistically significant differences between the active treatment 

groups and the placebo group in terms of eating habits except in terms of sweet food 

consumption and breakfast habits. The eating habits in relation to sweet food were 

significantly improved in the EMP-150/50 group (p=0.0086), but not in the EMP-120/40 

group, compared to the placebo group at week 26 while the eating habits in relation to 

breakfast were significantly improved in both active treatment groups at week 14 (p=0.0222 

and p=0.0156 in the EMP-120/40 and EMP-150/50 group, respectively) and in the EMP-

150/50 group at week 26 (p=0.0231, Table 14.3-23). 

Corresponding results per question were found in the PPS except that breakfast habits were 

significantly improved in both active treatment groups at both week 14 and week 26 

compared to placebo (Table 14.3-24).   

Individual patient data are listed in Appendix 16.2.11. 

11.4 Fasting glucose metabolism markers, lipid metabolism markers and 

inflammation markers 

There were no clinically relevant changes from baseline in any glucose metabolism marker 

(fasting glucose, insulin, HbA1c), albumin or CRP in any treatment group over time as 

assessed by the Investigator (Table 14.3-27 [FAS] and Table 14.3-28 [PPS]). Isolated 

statistically significant differences between either of the active treatment groups and the 

placebo group in terms of absolute or relative change from baseline were assessed as not 

clinically relevant. 

The lipid metabolism markers LDL cholesterol, HDL cholesterol and cholesterol, but not 

triglycerides, decreased more over time in the active treatment groups than in the placebo 

group. The differences compared to placebo were statistically significant at most time points 

(week 7, 14 and 26) in terms of both absolute and relative change from baseline both in the 

FAS (Table 14.3-27) and the PPS (Table 14.3-28) but the Investigator did not consider the 

small decreases in any treatment group to be of clinical relevance.  

Relative and absolute change from baseline in fasting glucose and fasting HbA1c are 

displayed in Figure 14.3-9 to Figure 14.3-16. Individual patient data are listed in Appendix 

16.2.8.1. 

11.4.1 Fasting plasma levels of ApoA1 and ApoB (exploratory endpoint) 

Similar to the other lipid metabolism markers, ApoA1 and ApoB, appeared to decrease more 

compared to baseline in the active treatment groups than in the placebo group both in terms of 

absolute and relative change from baseline (Table 14.4-1 [FAS] and Table 14.4-2 [PPS]). The 

small changes from baseline were, however, not considered clinically relevant by the 

Investigator. Individual patient data are listed in Appendix 16.2.8.2. 

11.5 Liver enzymes 

There were no clinically relevant changes from baseline in liver enzymes (ALT, AST, ALP or 

GGT) in any treatment group as assessed by the Investigator (Table 14.3-31 [FAS] and 
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Table 14.3-32 [PPS]). Isolated statistically significant differences between either of the active 

treatment groups and the placebo group in terms of absolute or relative change from baseline 

were assessed as not clinically relevant.  

Two patients, 1 in the EMP16-120/40 group and 1 in the EMP16-150/50 group had elevated 

liver enzymes assessed as clinically relevant at single occasions. For details, refer to 

Section 12.6.3 

Individual patient data are listed in Appendix 16.2.8.1. 

11.6 Diabetic and prediabetic status 

Diabetic status was defined as fasting glucose ≥ 7.0 mmol/L and prediabetic status was 

defined as fasting glucose ≥ 6.1 mmol/L and < 7.0 mmol/L. 

The proportions of diabetic patients were 9.6%, 2.2% and 4.5% in the EMP-120/40 group, 

3.8%, 4.3% and 2.2% in the EMP-150/50 group and 9.6%, 16% and 13% in the placebo group 

at baseline, week 14 and week 26, respectively (Table 14.3-29). The proportions of pre-

diabetic patients were 25%, 18% and 20% in the EMP-120/40 group, 27%, 15% and 22% in 

the EMP-150/50 group and 37%, 16% and 22% in the placebo group at baseline, week 14 and 

week 26, respectively (Table 14.3-29). There were no statistically significant differences 

between the active treatment groups and the placebo group in terms of diabetic and pre-

diabetic status at any timepoint (Table 14.3-29).  

Few patients (0, 1 or 2 in each treatment group) changed from diabetic to pre-diabetic status 

and from diabetic to non-diabetic status (Table 14.3-30). In the EMP120/40 group, 13.5% and 

9.6% of the patients went from pre-diabetic to non-diabetic status between baseline and week 

14 and week 26, respectively (Table 14.3-30). Similarly, in both the EMP-150/50 group and 

the placebo group, 13.5% of the patients went from pre-diabetic to non-diabetic status 

between baseline and the corresponding timepoints (Table 14.3-30).  

None of the patients in the active treatment groups went from pre-diabetic to diabetic status 

between baseline and week 14 and week 26 as compared to 5.8% and 3.8%, respectively, of 

the patients in the placebo group (Table 14.3-30). Few patients (0 or 1 in the EMP-120/40 and 

placebo groups and up to 4 patients in the EMP-150/50 group) went from non-diabetic to pre-

diabetic status between baseline and week 14 and week 26 and few patients (0 or 1 per 

treatment group) went from non-diabetic to diabetic status between baseline and the 

corresponding time points.  

Change from baseline in fasting glucose is presented in Section 11.4 and is summarized in 

Table 14.3-27. Individual patient data are listed in Appendix 16.2.6.  

11.7 Blood pressure 

Mean systolic and diastolic blood pressure decreased in all treatment groups between baseline 

and week 7, 14 and 26.  

Mean absolute changes from baseline in systolic blood pressure were -2.2, -2,6 

and -2.7 mmHg in the EMP-120/40 group and -3.2, -6.9 and -4.9 mmHg in the EMP-150/50 

group after 7, 14 and 26 weeks of treatment, respectively (Table 14.3-33). Corresponding 

numbers at the corresponding time points in the placebo group were -1.8, -2.2 

and -1.8 mmHg. Mean relative changes from baseline were -1.7, -1.9 and -1.7% in the EMP-

120/40 group and -2.0, -4.7, -3.2% in the EMP-150/50 group and -1.2, -1.4 and -1.1% in the 

placebo group at week 7, 14 and 26, respectively (Table 14.3-33).  
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Mean absolute changes from baseline in diastolic blood pressure were -2.4, -2.8 

and -3.0 mmHg in the EMP-120/40 group and -1.1, -3.3 and -3.0 mmHg in the EMP-150/50 

group (Table 14.3-33). Corresponding numbers at the corresponding time points in the 

placebo group were 0.7, 0.2 and -1.5 mmHg. Mean relative changes from baseline 

were -2.5, -3.2 and -3.3% in the EMP-120/40 group, -0.6, -3.3 and -2.8% in the EMP-150/50 

group and 1.2, 0.6 and -1.4% in the placebo group at week 7, 14 and 26, respectively 

(Table 14.3-33).  

Isolated statistically significant differences between either of the active treatment groups and 

the placebo group in terms of absolute or relative change from baseline were assessed as not 

clinically relevant by the Investigator. Corresponding results were found for the PPS 

(Table 14.3-34) 

Individual patient data are listed in Appendix 16.2.9.  

11.8 Quality of life  

11.8.1 RAND-36 

The RAND-36 health questionnaire comprises 36 questions. The questionnaire taps eight 

health concepts: physical functioning, bodily pain, role limitations due to physical health 

problems, role limitations due to personal or emotional problems, emotional well-being, 

social functioning, energy/fatigue, and general health perception. It also includes a single item 

that provides an indication of perceived change in health. A low score indicates poor health-

related quality of life while a high score indicates good health-related quality of life. 

In the EMP-120/40 group, a mean absolute increase by ≥3 points from baseline to week 26 

was seen in 3 out of the 8 domains (physical functioning, role limitations due to physical 

health problems and general health), see Table 14.3-35. Similarly, the mean score increased 

by ≥10% from baseline in 4 out of the 8 domains (physical functioning, role limitations due to 

physical health problems, general health and energy/fatigue). The mean overall health 

transition score increased by 18.5 points, corresponding to a relative increase of 41.3%. 

The differences between the EMP-120/40 group and the placebo group were statistically 

significant for the domains physical functioning (p=0.0076 [absolute change from baseline] 

and p=0.0131 [relative change from baseline]), general health (p=0.0171 [absolute change 

from baseline] and p=0.0180 [relative change from baseline]) and the mean overall health 

transition score (p=0.0058 [absolute change from baseline] and p=0.0138 [relative change 

from baseline]), see Table 14.3-35.  

In the EMP-150/50 group, a mean absolute increase by ≥3 points from baseline to week 26 

was seen in in 7 out of the 8 domains (physical functioning, role limitations due to physical 

health problems, bodily pain, general health, energy/fatigue, social functioning and role 

limitations due to emotional problems), see Table 14.3-35. Similarly, the mean score 

increased by ≥10% from baseline in all domains, except emotional well-being. The mean 

overall health transition score increased by 16.5 points, corresponding to a relative increase of 

48.4%.  

The differences between the EMP-150/50 group and the placebo group were statistically 

significant for physical functioning (p=0.0019 [absolute change from baseline] and p=0.0024 

[relative change from baseline]), pain (p=0.0134 [absolute change from baseline] and 

p=0.0278 [relative change from baseline]), general health (p=0.0003 [absolute change from 

baseline] and p=0.0006 [relative change from baseline]), energy/fatigue (p=0.0224 [absolute 
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change from baseline] and p=0.0287 [relative change from baseline]), emotional well-being 

(p=0.0363 [absolute change from baseline] and p=0.0390 [relative change from baseline]) and 

the mean overall health transition score (p=0.0111[absolute change from baseline] and 

p=0.0057 [relative change from baseline]), see Table 14.3-35.  

In the placebo group, there was no increase in mean total score by ≥3 points or by ≥10% from 

baseline in any domain (Table 14.3-35). The largest positive change from baseline occurred in 

the domain physical functioning (mean absolute increase: 2.0 points, mean relative increase: 

3.8%). The mean total score of the remaining domains were in the same range as at baseline, 

or lower, at week 26. Still, the mean overall health transition score increased by 

5.9 points/13.0%. 

In general, corresponding results were found for all treatment groups in the PPS 

(Table 14.3-36). Individual patient data are listed in Appendix 16.2.12. 

11.8.2 Activity and sleep 

The proportion of patients who had a normal night’s sleep at baseline, week 14 and week 26, 

respectively, was 79%, 72% and 81% in the EMP-120/40 group, 77%, 89% and 86% in the 

EMP-150/50 group and 79%, 83% and 85% in the placebo group (Table 14.3-37).  

The proportion of patients who had done any heavy physical work at baseline, week 14 and 

week 26, respectively, was 29%, 23% and 24% in the EMP-120/40 group, 19%, 18% and 

14% in the EMP-150/50 group and 17%, 15% and 13 % in the placebo group (Table 14.3-37).  

There were no statistically significant differences between the active treatment groups and the 

placebo group at any time point in neither the FAS (Table 14.3-37) nor the PPS 

(Table 14.3-38). Individual patient data are listed in Appendix 16.2.13. 

11.9 Relationship between drop-out and tolerability 

As outlined in Section 10.1.1, the number and proportion of discontinued patients were 

comparable between treatment groups; 8 (15.4%), 7 (13.5%) and 6 (11.5%) of the patients in 

the EMP16-120/40, EMP16-150/50 and placebo groups, respectively, discontinued early. Of 

the 21 patients who discontinued early, 9 patients, 4 (7.7%) in the EMP16-120/40 group and 

5 (9.6%) in the EMP16-150/50 group, did so due to intolerable GI events. No patient in the 

placebo group discontinued early due to a GI event, see Section 10.1.1, Section 12.2.4 and 

(Table 14.3-39).  

The cumulative drop-out rate per visit was compared between the active treatment groups and 

placebo. In general, the data were not Chi2 distributed; hence the analysis could not be 

performed (Table 14.3-39). Where possible, there were in general no statistically significant 

differences between the active treatment groups and the placebo group at any visit.  

11.10 Statistical/analytical issues 

11.10.1 Adjustments for covariates 

In general, treatment and body weight were used as covariates in ANCOVAs. 

11.10.2 Handling of dropouts or missing data 

Outliers were included in summary tables and listings and were not handled separately in any 

analyses. No imputation of data was performed for descriptive statistics. Imputations using 
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last observation carried forward (LOCF) was performed in ANOVAs and ANCOVAs for the 

FAS. LOCF was not used in the presentation of descriptive statistics.  

11.10.3 Multi-center studies 

Two clinical sites were used in this study: one in Linköping and one in Uppsala. No 

calculations were performed to adjust for potential differences between sites. 

11.10.4 Multiple comparison/multiplicity 

No adjustments for multiple comparison/multiplicity have been performed. All significant 

findings have been reviewed for medical relevance. 

11.10.5 Examination of subgroups 

Gender subgroup analysis was performed for the primary endpoint (including absolute and 

relative change from baseline in weight) and the secondary endpoint addressing the 

proportion of patients with ≥5% and ≥10% decrease in body weight compared to baseline 

after 14 and 26 weeks. 

11.11 Summary and conclusions of efficacy endpoints 

11.11.1 Summary of efficacy endpoints 

• Patients treated with EMP16 for 26 weeks lost significantly more weight than did 

patients who received placebo (p<0.0001 for both active treatment groups versus 

placebo at week 26). Mean relative weight loss was -5.8% and -6.5% after 26 weeks 

of treatment with EMP16-120/40 or EMP16-150/50 as compared to -0.7% in the 

placebo group at week 26 and mean absolute weight loss was -5.75 kg, -6.44 kg 

and -0.78 kg in the EMP16-120/40, EMP16-150/50 and placebo groups, respectively, 

at week 26. The same trends were observed also after 14 weeks of treatment as well as 

for females treated with EMP16-120/40 or EMP16-150/50 and for males treated with 

EMP16-150/50 at 14 and 26 weeks.  

• More patients in the active treatment groups had lost ≥5% (p<0.0001 for both active 

treatment groups vs placebo) and ≥10% (p=0.0029 for EMP16-120/40 and p=0.0034 

for EMP16-150/50 versus placebo) at week 26. In total, 55% and 67% of the patients 

in the EMP16-120/40 and EMP16-150/50 groups, respectively, lost ≥5% in weight 

between baseline and week 26 as compared to 13% in the placebo group. 23% and 

22% in the active treatment groups lost ≥10% in weight as compared to 2.2% in the 

placebo group. The same trends were observed also after 14 weeks of treatment as 

well as for females treated with EMP16-120/40 or EMP16-150/50 at week 14 and 

week 26 but not for males treated with either dose. 

• The BMI and waist circumference were significantly more reduced in patients treated 

with EMP16 for 26 weeks than in patients who received placebo (BMI: p<0.0001, 

waist circumference: p=0.0087 for the EMP16-120/40 and p=0.0047 for 

EMP16-150/50 versus placebo). Mean relative and absolute change from baseline in 

BMI at week 26 was -5.8% and -2.08 kg/m2 in the EMP16-120/40 group, -6.5% 

and -2.23 kg/m2 in the EMP16-150/50 group and -0.7% and -0.25 kg/m2 in the placebo 

group. Mean absolute change from baseline in waist circumference was -

6.61 cm, -6.80 cm and -3.36 cm in the EMP16-120/40, EMP16-150/50 and placebo 
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groups, respectively at week 26. The same trends were observed also after 14 weeks of 

treatment for BMI. For waist circumference there were no statistically significant 

differences between the active treatment groups and placebo at week 14.  

• The sagittal diameter and body composition in terms of percentage body fat were 

significantly more reduced in patients treated with EMP16-150/50 for 26 weeks than 

in patients treated with placebo (sagittal diameter: p=0.0020, percentage body fat: 

p=0.0047 and p=0.0035 for relative and absolute change from baseline versus placebo, 

respectively). Mean absolute change from baseline in sagittal diameter was -1.89 cm 

in the EMP16-150/50 group and -0.49 cm in the placebo group at week 26. Mean 

relative and absolute change from baseline in percentage body fat was -5.4% and -2.21 

in the EMP16-150/50 group and -0.3% and -0.19 in the placebo group, respectively. 

There were no statistically significant differences in sagittal diameter and body 

composition between patients treated with EMP16-120/40 and patients who received 

placebo at week 26. The same trends were observed also after 14 weeks of treatment 

except that there was a statistically significant difference in sagittal diameter between 

the EMP16-120/40 group and the placebo group at this time point. 

• In general, there were no significant differences between the active treatment groups 

and the placebo group in terms of satiety and craving and meal pattern. The appetite of 

the patients was not particularly affected over the course of the study in any treatment 

group and most patients appeared to, more or less, follow the recommendations for 

healthy eating habits already at baseline. Overall, there were minor and similar 

improvements in eating habits in terms of vegetables and root vegetables, fruits and 

berries and fish and seafood in all treatment groups. The eating habits in relation to 

sweet food (cookies, chocolate, sweets, chips, soft drinks) and breakfast habits were 

significantly improved in the EMP16-150/50 group compared to the placebo group at 

week 26. 

• There were no clinically relevant changes from baseline in fasting glucose metabolism 

markers (glucose, insulin, HbA1c), albumin or CRP in any treatment group over time. 

The lipid metabolism markers LDL cholesterol, HDL cholesterol and cholesterol, but 

not triglycerides, decreased more over time in the active treatment groups than in the 

placebo group. While the differences compared to placebo were statistically 

significant at most time points analyzed, the small changes from baseline were not 

considered as clinically relevant. Also ApoA1 and ApoB, appeared to decrease more 

compared to baseline in the active treatment groups than in the placebo group but the 

changes from baseline were not considered to be clinically relevant. Similarly, there 

were no clinically relevant changes from baseline in liver enzymes (ALT, AST, ALP 

or GGT) in any treatment group. 

• There were no statistically significant differences between the active treatment groups 

and the placebo group in terms of diabetic and pre-diabetic status at any timepoint. 

The proportions of diabetic patients at baseline and week 26 were 9.6% and 4.5% in 

the EMP16-120/40 group, 3.8% and 2.2% in the EMP16-150/50 group and 9.6% and 

13% in the placebo group while the proportions of prediabetic patients at the 

corresponding time points were 25% and 20% in the EMP16-120/40 group, 27% and 

22% in the EMP16-150/50 group and 37% and 22% in the placebo group.  

• There were no clinically relevant changes from baseline in blood pressure in any 

treatment group over time. Mean absolute changes from baseline in systolic blood 
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pressure ranged between -2.7 and -2.2 mmHg in the EMP-120/40 group, -

6.9 and -3.2 mmHg in the EMP-150/50 group and -2.2 and -1.8 mmHg in the placebo 

group. Mean absolute changes from baseline in diastolic blood pressure ranged 

between -3.0 and-2.4 mmHg in the EMP-120/40 group, -3.3 and -1.0 in the EMP-

150/50 group and -1.5 and 0.7 mmHg in the placebo group. 

• Health-related quality of life based on the RAND-36 health survey improved more in 

the active treatment groups compared to the placebo group between baseline and 

week 26. A significant increase in the categories physical functioning and general 

health occurred in both active treatment groups compared to placebo group. In 

addition, patients in the EMP 150/50 group improved significantly more than patients 

in the placebo group in terms of bodily pain, energy/fatigue and emotional well-being. 

The mean overall health transition score increased by 18.5 and 16.5 points in the 

EMP-120/40 and EMP-150/50 groups, respectively, which was significantly more 

than the 5.9 points increase in the placebo group (p=0.0058 for EMP16-120/40 and 

p=0.0111 for EMP150/50 versus placebo). There were no significant differences 

between the active treatment groups and placebo in terms of changes in sleep patterns 

or performance of heavy physical work. 

• The overall drop-out frequency was comparable between treatment groups; 15.4%, 

13.5% and 11.5% of the patients in the EMP16-120/40, EMP16-150/50 and placebo 

groups, respectively, discontinued early.  

11.11.2 Efficacy conclusions 

• Twenty-six weeks of treatment with EMP16 in 2 doses (120 mg orlistat/40 mg 

acarbose or 150 mg orlistat/50 mg acarbose) had a significant and clinically relevant 

effect on body weight loss. Patients treated with EMP16-120/40 or EMP16-150/50 

lost 5.8%/-5.75 kg and 6.5%/-6.44 kg in body weight, respectively, while placebo 

patients lost 0.7%/-0.78 kg. Both doses of EMP16 gave rise to greater proportions of 

patients with ≥5% and ≥10% weight loss and had a significant effect on reductions in 

BMI and waist circumference. The higher EMP16 dose also had significant effects on 

reductions in sagittal diameter and percentage body fat. 

• EMP16 did not induce any clinically relevant effects on fasting glucose metabolism 

markers, lipid metabolism markers or liver enzymes, had no apparent effect on the 

diabetic and prediabetic status of patients and no apparent effect on the blood pressure 

compared to placebo.  

• Both doses of EMP16 had significant positive effect on health-related quality of life. 

In general, there were no apparent differences between the treatment groups in terms 

of appetite and overall eating habits but EMP16-150/50 had a significant positive 

effect on the intake of sweet food and breakfast habits. 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                98 (398) 

12 EVALUATION OF SAFETY AND TOLERABIITY ENDPOINTS  

12.1 Extent of exposure 

EMP16 or placebo were taken orally TID together with the 3 daily meals for a period of 

26 weeks. Patients were randomized in a 1:1:1 ratio to receive either EMP16-150/50 (n=52), 

EMP16-120/40 (n=52), or placebo (n=52) 

The planned number of doses per patients were as follows: 

• Day 1: 2 doses of IMP (and 1 dose of placebo in association with breakfast) 

• Day 2 to Day 178 ± 3: 3 doses 

• Day 179 ± 3: 1 dose 

Patients randomized to EMP16 started with a titration period of 6 weeks during which the 

dose was sequentially increased in order to let patients gradually adapt to the acarbose dose. 

At week 7, all patients had reached their final intended dose and a 20-week treatment and 

observation period started. The titration phase started at a dose of 60 mg O and 20 mg A TID, 

which was sequentially increased by 30 mg O/10 mg A every 2 weeks until the target doses of 

120 mg O/40 mg A TID (for the lower dose group) and 150 mg O/50 mg A TID (for the 

higher dose group) were reached, see Table 9.1-1. 

Calculations of IMP compliance are summarized in Section 10.4.4. Compliance data are listed 

by patient in Appendix 16.2.5.  

12.2 Adverse events 

12.2.1 Brief summary of adverse events 

A total of 191 AEs were reported by 101 (65%) of the 156 randomized patients in the study 

(Table 12.2-1). AEs were reported by 62%, 75% and 58% of the patients in the 

EMP16-120/40, EMP16-150/50 and placebo groups, respectively.  

No deaths or other SAEs occurred in the study. Four patients (7.7%) in the EMP16-120/40 

group and 5 patients (9.6%) in the EMP16-150/50 withdrew early from the study due to 

GI-related AEs (Table 12.2-1, Section 10.1.1 and Section 12.2.4). In addition, 1 patient in the 

EMP16-150/50 group withdrew consent due to a Covid-19 infection (Appendix 16.2.7). No 

patient in the placebo group was withdrawn due to an AE.  

About two thirds of the AEs (120 out of 191) were assessed as unlikely related to treatment 

with IMP, 31 AEs were assessed as possibly related and 40 as probably related. The 

proportions of patients reporting probably related AEs were higher in the active treatment 

groups than in the placebo group. 

Approximately half of the AEs (99 out of 191) were assessed as mild in intensity, 44 were 

assessed as moderate and 48 were assessed as severe in intensity. The proportions of patients 

reporting AEs of severe intensity were higher in the active treatment groups than in the 

placebo group.  

Individual patient data are listed in Appendix 16.2.7. 
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Table 12.2-1 Overview of adverse events (Full analysis set) 

 

EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

Total 

N=156 

 n(%) m n(%) m n(%) m n(%) m 

Any AE 32(62%) 68 39(75%) 67 30(58%) 56 101(65%) 191 

Any SAE 0 0 0 0 0 0 0 0 

Any AE leading to withdrawal 4(8%) 6 6(12%) 7 0 0 10(6%) 13 

Any AE leading to withdrawal of study drug 3(6%) 5 6(12%) 7 0 0 9(6%) 12 

Any AE leading to death 0 0 0 0 0 0 0 0 

Causality         

      Unlikely 22(42%) 37 28(54%) 37 27(52%) 46 77(49%) 120 

      Possibly 7(13%) 8 9(17%) 15 6(12%) 8 22(14%) 31 

      Probably 13(25%) 23 12(23%) 15 2(4%) 2 27(17%) 40 

Severity         

      Mild 21(40%) 27 24(46%) 33 22(42%) 39 67(43%) 99 

      Moderate 11(21%) 14 13(25%) 17 11(21%) 13 35(22%) 44 

      Severe 14(27%) 27 12(23%) 17 3(6%) 4 29(19%) 48 

      Life-Threatening 0 0 0 0 0 0 0 0 

      Death 0 0 0 0 0 0 0 0 

 
In the EMP16-120/40 group, the number of patients with  AEs leading to withdrawal of study 

drug should equal 4 (8%) rather than 3 (6%). For patient #222, who was withdrawn due to GI 

symptoms, action taken with study treatment was given as “Dose not changed” in the eCRF rather 

than “Drug withdrawn”.  

The following AEs are coded with multiple MedDRA terms and are represented as separate AEs in 

tables and listings: 'back pain due to traffic accident'. See listings for detailed 

information. n, number of subjects; m, number of events. Percentages are based on the number 

of subjects in the treatment period included in the Full analysis set. Baseline events (events 

that occurred prior to first dose) are omitted from summary. EP-002_14_03_01_01_FULLSET.rtf 

Overview of adverse events, Full analysis set, SAS program: ae_summary_tables.sas. Run by: 

Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:02:32. Data extracted at: 2021-03-

25T14:26:12 UTC 

12.2.2 Display and analysis of adverse events 

All AEs are summarized by SOC and PT in Table 14.5-1. 

AEs were most commonly reported within the following SOCs: 

• Infections and infestations (in total 48 AEs reported by 12%, 33% and 38% of the 

patients in the EMP-120/40, EMP-150/50 and placebo groups, respectively) 

• Gastrointestinal disorders (in total 56 AEs reported by 27%, 31% and 10% of the 

patients) 

The most common AEs (reported by ≥10% of the patients in any treatment group) were:  

• Nasopharyngitis (reported by 8%, 19% and 25% of the patients in the EMP-120/40, 

EMP-150/50 and placebo groups, respectively) 

• Diarrhea (reported by 15%, 15% and 0% of the patients) 

• Covid-19 (reported by 0%, 12% and 4% of the patients).  
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AEs assessed as possibly or probably related to treatment with IMP were reported by 

17 patients (31%; 31 events) in the EMP-120/40 group, by 19 patients (37%; 30 events) in the 

EMP-150/50 group and by 7 patients (13%; 10 events) in the placebo group (Appendix 

16.2.7). A majority of the 71 possibly/probably related AEs were due to GI symptoms (m=52) 

(Appendix 16.2.7). Almost all (48) of the 52 possibly/probably related GI events were 

reported by patients in the active treatment groups.  

AEs of severe intensity were reported by 14 patients (25%, 27 events) in the EMP-120/40 

group, by 12 patients (23%, 17 events) in the EMP-150/50 group and by 3 patients (6%, 

4 events) in the placebo group. Of the 48 AEs of severe intensity, 44 were GI events. Twelve 

patients (23%) in the EMP-120/40 group reported 24 severe GI-related AEs, 11 patients 

(21%) in the EMP-150/50 group reported 16 severe GI-related AEs and 3 patients (6%) in the 

placebo group reported 4 severe GI-related AEs. All GI events reported as AEs are displayed 

in Table 12.2-2. GI-related AEs that lead to early discontinuations from the study are detailed 

in Section 12.2.4. Overall, the proportions of patients reporting of GI events were similar in 

the EMP16-120/40 and EMP16-150/50 groups (27% and 31%, respectively) and greater than 

in the placebo group (10%). It should be noted that mild and moderate GI events listed in the 

summary of product characteristics (SmPC) of orlistat and acarbose, respectively, were not 

recorded as AEs unless those led to early withdrawal. 

Table 12.2-2 Gastrointestinal disorders by preferred term (Full analysis set) 

 

EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

Total 

N=156 

System organ class 

      Preferred term n(%) m n(%) m n(%) m n(%) m 

Gastrointestinal disorders 14(27%) 27 16(31%) 21 5(10%) 8 35(22%) 56 

      Abdominal discomfort 1(2%) 1 1(2%) 1 0 0 2(1%) 2 

      Abdominal distension 4(8%) 4 1(2%) 1 0 0 5(3%) 5 

      Abdominal pain 2(4%) 2 0 0 0 0 2(1%) 2 

      Abdominal pain upper 1(2%) 1 1(2%) 1 0 0 2(1%) 2 

      Anal incontinence 0 0 1(2%) 1 0 0 1(1%) 1 

      Constipation 0 0 0 0 1(2%) 1 1(1%) 1 

      Defecation urgency 1(2%) 1 2(4%) 2 1(2%) 1 4(3%) 4 

      Diarrhea 8(15%) 9 8(15%) 9 0 0 16(10%) 18 

      Dyspepsia 1(2%) 1 0 0 1(2%) 1 2(1%) 2 

      Encopresis 1(2%) 2 0 0 0 0 1(1%) 2 

      Flatulence 4(8%) 4 3(6%) 4 1(2%) 1 8(5%) 9 

      Food poisoning 0 0 0 0 1(2%) 1 1(1%) 1 

      Gastrointestinal motility disorder 1(2%) 1 0 0 0 0 1(1%) 1 

      Gastroesophageal reflux disease 1(2%) 1 0 0 1(2%) 1 2(1%) 2 

      Lip swelling 0 0 0 0 1(2%) 1 1(1%) 1 

      Mucous stools 0 0 1(2%) 1 0 0 1(1%) 1 

      Nausea 0 0 1(2%) 1 0 0 1(1%) 1 

      Toothache 0 0 0 0 1(2%) 1 1(1%) 1 

Source: Table 14.5-1 
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Only patients in the EMP-150/50 group and the placebo group had Covid-19 infection during 

the study. None of the patients with Covid-19 had concomitant GI-related AEs (Appendix 

16.2.7).  

For details on AEs related to vital signs, ECGs or laboratory values, refer to Section 12.4, 

Section 12.5 and Section 12.6, respectively. Individual AE data are listed by patient in 

Appendix 16.2.7.  

12.2.3 Listing of adverse events by patient 

All AEs are listed by patient in Appendix 16.2.7. AEs that lead to study discontinuations are 

detailed by patient in Section 12.2.4 

12.2.4 Gastrointestinal-related withdrawals  

In total 9 patients, 4 (7.7%) in the EMP16-120/40 group, 5 (9.6%) in the EMP16-150/50 

group and no patient in the placebo group discontinued early from the study due to GI-related 

events (Table 12.2-3).  

Five of the GI-related drop-outs occurred during the titration period, while 4 occurred during 

the treatment phase. Diarrhea was the most common reason for the GI-related withdrawals 

and was reported by 7 out of the 9 patients. None of the events required medical intervention 

and most events recovered/resolved within approximately 2 weeks.  
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Table 12.2-3 Gastrointestinal adverse events leading to premature study withdrawal  

Treatment Patient 

ID 

PTs Causality Intensity Outcome Start date End date Duration Timing of 

events 

Sex First dose Last planned 

visit 

completed 

End of study 

EMP16-02 

120mg/40mg 

103 Gastroesophageal 

reflux disease 

Possibly Severe Recovering/ 

Resolving 

02JUN2020  Ongoing Titration F 25MAY2020 Visit 2 

25MAY2020 

13JUL2020 

Diarrhea Probably Severe Recovered/ 

Resolved 

02JUN2020 09JUN2020 7 days 

Defecation 

urgency 

Probably Severe Recovered/ 

Resolved 

02JUN2020 09JUN2020 7 days 

116 Diarrhea Probably Moderate Recovered/ 

Resolved 

27JUN2020 12JUL2020 15 days Titration F 26MAY2020 Visit 2 

26MAY2020 

24JUL2020 

218 Abdominal pain 

upper 

Probably Severe Recovered/ 

Resolved 

03JUL2020 06JUL2020 3 days Treatment F 22JUN2020 Visit 3 

11AUG2020 

04SEP2020 

222 Diarrhea  Probably Moderate Recovered/ 

Resolved 

08JUL2020 15JUL2020 7 days Titration F 23JUN2020 Visit 2 

23JUN2020 

11AUG2020 

EMP16-02 

150mg/50mg 

105 Diarrhea Probably Severe Recovered/ 

Resolved 

10JUL2020 20JUL2020 10 days Treatment M 25MAY2020 Visit 3 

08JUL2020 

14AUG2020 

Anal incontinence Probably Severe Recovered/ 

Resolved 

10JUL2020 20JUL2020 10 days 

106 Defecation 

urgency 

Probably Moderate Recovered/ 

Resolved 

17JUL2020 17JUL2020 <1 day Treatment M 25MAY2020 Visit 3 

08JUL2020 

27AUG2020 

117 Diarrhea Probably Mild Recovered/ 

Resolved 

30MAY2020 08JUN2020 9 days Titration F 26MAY2020 Visit 2 

26MAY2020 

24JUN2020 

158 Diarrhea Probably Moderate Recovered/ 

Resolved 

15OCT2020 19NOV2020 35 days Treatment F 24JUN2020 Visit 4 

23SEP2020 

23NOV2020 

205 Diarrhea Probably Severe Recovered/ 

Resolved 

23JUL2020 03AUG2020 11 days Titration M 16JUN2020 Visit 2 

16JUN2020 

06AUG2020 

Source: Appendix 16.2.7, Appendix 16.2.1 and Clean File Report Final version 1.0, 25MAR2021 
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12.3 Gastrointestinal tolerability – GSRS questionnaire 

GI symptoms were collected using the GSRS gastrointestinal intolerance questionnaire and 

were reported as AEs in case the symptoms were of severe intensity as judged by the 

Investigator based on CTC-AE. GI symptoms reported via the GSRS or by spontaneous 

reporting, and assessed by the Investigator as mild or moderate in intensity, were only 

reported as AEs if those caused withdrawal from the study. All GI symptoms reported as AEs 

are displayed in Table 12.2-2. GI-related AEs that lead to early discontinuations from the 

study are detailed in Section 12.2.4. 

The GSRS questionnaire contains 15 items in 5 dimensions (diarrhea syndrome, indigestion 

syndrome, constipation syndrome, abdominal pain syndrome and reflux syndrome) and uses a 

7-graded Likert scale where 1 represents the most positive option and 7 the most negative 

one.  

In both active treatment groups, the mean total GSRS score increased compared to baseline 

from week 2 and appeared to reach a plateau level at week 7 (Table 14.5-4 [FAS] and 

Table 14.5-5 [PPS]). The mean total GSRS score increased also in the placebo group but to a 

smaller extent than in the active treatment groups and without an apparent plateau.  

In the EMP-120/40 group, the mean total GSRS score was 1.6 at baseline and ranged between 

2.1 to 2.4 between week 7 and week 26. In the EMP-150/50 group, the mean total GSRS 

score was 1.5 at baseline and ranged between 2.2 to 2.5 between week 7 and week 26. In the 

placebo group, the mean total GSRS score was 1.4 at baseline and ranged between 1.6 to 1.8 

between week 7 and week 26. The lowest score in all groups from week 7 and onwards were 

observed at week 26. The differences compared to placebo were statistically significant at all 

time points (Table 14.5-4). Corresponding results were found for the PPS (Table 14.5-5) 

except at week 2 for the EMP-120/40 group versus placebo.  

The mean total score of the dimensions diarrhea and indigestion increased compared to 

baseline in a similar way as the mean total GSRS score with larger increases in the active 

treatment groups compared to the placebo group (Table 14.5-2, Figure 12.3-1 and 

Figure 12.3-2). The differences compared to placebo were statistically significant at all time 

points (Table 14.5-2). The same trend, but of lower magnitude, was shown for abdominal pain 

syndrome (Table 14.5-2 and Figure 12.3-3) but there was no consistent trend in terms of 

statistically significant differences between the active treatment groups and the placebo group 

over time. Corresponding data for the PPS is shown in Table 14.5-3, Figure 14.5-1, Figure 

14.5-2 and Figure 14.5-3. 

The mean total score of the dimensions constipation and reflux syndromes increased to a less 

extent compared to baseline and in a similar range in all treatment groups and there were in 

general no statistically significant differences between the active treatment groups and the 

placebo group neither in the FAS (Table 14.5-2) nor in the PPS (Table 14.5-3).  

Individual patient data are listed in Appendix 16.2.14. 
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Figure 12.3-1 GSRS Diarrhea syndrome - absolute change from baseline at week 7 and week 26 

(Full analysis set) (Full analysis set) 

 
Error bars represent standard error of the mean. 

EP-002_14_03_05_06_01.rtf. GSRS Diarrhea syndrome - figures of absolute change from baseline 

for week 7 and week 26, SAS program: box_plots.sas. Run by: Jerker Linne, jerker.linne@ctc-

ab.se 2021-06-21T14:41:47. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 12.3-2 GSRS Indigestion syndrome - absolute change from baseline at week 7 and week 26 

(Full analysis set) 

 
Error bars represent standard error of the mean. 

EP-002_14_03_05_07_01.rtf. GSRS Indigestion syndrome - figures of absolute change from 

baseline for week 7 and week 26, SAS program: box_plots.sas. Run by: Jerker Linne, 

jerker.linne@ctc-ab.se 2021-06-21T14:41:47. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 12.3-3 GSRS Abdominal pain syndrome - absolute change from baseline at week 7 and week 26 

(Full analysis set) 

 
Error bars represent standard error of the mean. 

EP-002_14_03_05_08_01.rtf. GSRS Abdominal pain syndrome - figures of absolute change from 

baseline for week 7 and week 26, SAS program: box_plots.sas. Run by: Jerker Linne, 

jerker.linne@ctc-ab.se 2021-06-21T14:41:47. Data extracted at: 2021-03-25T14:26:12 UTC 
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12.4 Vital signs evaluation 

Blood pressure data are described in 11.7 and are summarized in Table 14.3-33 (FAS) and 

Table 14.3-34 (PPS). Overall, there were no clinically relevant changes in mean systolic and 

diastolic blood pressure between baseline and week 7, 14 and 26, respectively, in any 

treatment group. Similarly, there were no clinically relevant changes in mean pulse between 

the corresponding time points in any treatment group (Table 14.5-6).  

One patient (#175) in the EMP16-150/50 group reported worsening hypertension assessed as 

mild in intensity and as unlikely related to treatment with the IMP by the Investigator 

(Table 14.5-1 and Appendix 16.2.7). The patient was at a primary care doctor’s visit in 

between the week 7 and week 14 visits of the study, was diagnosed with worsening 

hypertension and started treatment with enalapril and acetyl salicylic acid (Trombyl), see 

Appendix 16.2.4. The systolic and diastolic blood pressure measured at the clinical visits were 

in a similar range at baseline (119/83 mmHg), week 7 (127/84 mmHg) and week 14 

(113/73 mmHg). 

Individual patient data are listed in Appendix 16.2.9.  

12.5 Electrocardiogram evaluation 

All ECGs were interpreted as normal or abnormal, not clinically significant by the 

Investigator at screening, week 28 or at early discontinuation end-of-study visits 

(Table 12.5-1). There were no clinically relevant changes from baseline and no obvious 

differences between the treatment groups in terms of overall ECG evaluations and individual 

ECG parameters (Table 12.5-1, Table 14.5-7 and Table 14.5-8).   

One patient (#177) in the EMP16-120/40 group reported intermittent palpitations assessed as 

mild and unlikely related to treatment with the IMP by the Investigator (Table 14.5-1 and 

Appendix 16.2.7). The occurrences started almost 3 months after the first dose and lasted over 

a period of 26 days. The ECG of the patient was interpreted as normal both at screening and at 

week 28.  

Individual patient data are listed in Appendix 16.2.9.  

Table 12.5-1 ECG interpretations (Full analysis set) 

Parameter Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Interpretation VISIT 1 SCREENING Abnormal NCS 12(23%)/52 6(12%)/52 7(13%)/52 25(16%)/156 

Normal 40(77%)/52 46(88%)/52 45(87%)/52 131(84%)/156 

VISIT 6 (WEEK 28) Abnormal NCS 5(11%)/44 5(11%)/45 3(6.7%)/45 13(9.7%)/134 

Normal 39(89%)/44 40(89%)/45 42(93%)/45 121(90%)/134 

END OF STUDY Abnormal NCS 0 1(17%)/6 1(33%)/3 2(15%)/13 

Normal 4(100%)/4 5(83%)/6 2(67%)/3 11(85%)/13 

 
Data based on Full analysis set. Results are presented as n(%)/N, where N is the total number 

of observations at that specific timepoint.  EP-002 ECG interpretations, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. 

Data extracted at: 2021-03-25T14:26:12 UTC 
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12.6 Clinical laboratory evaluation 

12.6.1 Laboratory values over time  

There were no clinically relevant changes from baseline in mean clinical chemistry, 

hematology, coagulation or urinalysis parameters over time and no clinically relevant 

differences in any laboratory parameter between any of the active treatment groups or the 

placebo group at any time point as assessed by the Investigator Table 14.5-9, Table 14.5-10, 

Table 14.5-12 and Table 14.5-13.  

12.6.2 Individual patient changes 

All hematology, coagulation and urinalysis values and most clinical chemistry values were 

assessed as normal or abnormal, not clinically significant. Individual clinically significant 

abnormalities (clinical chemistry only) are detailed in Section 12.6.3. 

Individual patient data are listed in Appendix 16.2.8.1 and Appendix 16.2.8.2.  

12.6.3 Individual clinically significant abnormalities 

Five patients, 2 in the EMP16-120/40 group (#147 and #192), 2 in the EMP16-150/50 group 

(#143 and #175) and 1 in the placebo group (#142) had abnormal clinical chemistry values 

assessed as clinically significant. For details, see Table 12.6-1.  

 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                109 (398) 

Table 12.6-1 Patients with abnormal, clinically significant laboratory parameters 

Group Patient 

No  

Abnormal 

parameters 

Timing AEs Details 

EMP16-

120/40 
#147 ALT 18x upper limit 

of normal (ULN) 

AST 6x ULN 

GGT 3xULN 

Week 28 Alanine aminotransferase 

increased 

Aspartate aminotransferase 

increased  

Gamma-glutamyl transferase 

increased 

All assessed as unlikely 

related to treatment with IMP 

All parameters were within normal ranges at all other visits in the study 

#192 CRP 16xULN Week 26 - The abnormal laboratory value was not reported as an AE. The patient had been 

involved in a traffic accident and the high CRP value was assessed as related to the 

incident (which was reported as an AE) 

EMP16-

150/50 

#143 Glucose 1.3xULN 

(7.6 and 7.7 

mmol/L, 

respectively) 

Week 26  Diabetes mellitus assessed as 

unlikely related to treatment 

with IMP 

The patient had a baseline glucose value of 5.5 mmol/L (screening value: 6.3 mmol/L) 

and subsequent values of 5.4 mmol/L and 6.3 mmol/L at week 7 and week 14, 

respectively. The patient was one of few in the active treatment groups who gained 

weight during the study (98.9 kg at baseline compared to 100.3 kg at week 26). 

#175 AST (2xULN) Extra visit in 

between week 

14 and week 26 

Aspartate aminotransferase 

increased assessed as 

possibly related to treatment 

with IMP 

At the week 14 visit, the AST value was 9xULN and was at that point assessed as not 

clinically significant, but the abnormal value triggered the extra visit. The elevated AST 

value was reported as an AE (aspartate aminotransferase increased) with the same start 

date as the week 14 visit. The AST value was back within normal ranges at week 26 but 

was again elevated at week 28 (assessed as not clinically significant). The same patient 

also had an elevated ALT value (2.5xULN) at week 14. The abnormal value was 

assessed as not clinically significant but was reported as an AE (alanine 

aminotransferase increased) starting at the day of the week 14 visit and assessed as 

possibly related to treated with the IMP. The ALT value was within normal ranges at 

all other visits in the study (including the extra visit). 
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Group Patient 

No  

Abnormal 

parameters 

Timing AEs Details 

Placebo #142 Glucose 1.2xULN 

(7.2 mmol/L)  

HbA1c 1.1xULN 

(51 mmol/mol) 

Week 26 Diabetes mellitus 

Hyperglycemia 

Both assessed as unlikely 

related to treatment with 

IMP. 

The patient had a normal glucose value at screening (6 mmol/L) but elevated values at 

baseline (8 mmol/L), week 7 (6.6 mmol/L) and week 14 (7 mmol/L), all assessed as not 

clinically significant. The HbA1c value at screening was elevated (47 mmol/mol, 

assessed as not clinically significant) but within normal ranges at baseline (46 

mmol/mol), week 7 (45mmol/mol) and week 14 (45 mmol/mol). The patient had gained 

weight during the study, from 131.8 kg at baseline to 135.5 kg at week 26. 

Source: Appendix 16.2.7, Appendix 16.2.8 
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12.7 Physical examinations 

All physical examinations for all patients were assessed as normal or abnormal, not clinically 

significant, except for 2 patients.  

In the EMP16-120/40 group, a skin abnormality (eczema between fingers on left hand) in 

patient #140 was assessed as clinically significant at week 14. The finding was reported as an 

AE (eczema) assessed as mild in intensity and as unlikely related to treatment with the IMP. 

The AE was ongoing at the last visit in the study (week 28), but the physical examination was 

assessed as normal.  

In the EMP16-150/50 group, a skin abnormality (eczema on chin) in patient #158 was 

assessed as clinically significant at a premature end-of-study visit (patient #158 withdrew 

early from the study due to intolerable GI symptoms, see Section 12.2.4). The finding was 

reported as an AE (eczema) assessed as mild in intensity and as possibly related to treatment 

with IMP. 

Individual patient data are listed in Appendix 16.2.9.  
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12.8 Safety and tolerability summary and conclusions 

12.8.1 Safety and tolerability summary 

• No deaths or other SAEs occurred in the study. Four patients (7.7%) in the 

EMP16-120/40 group and 5 patients (9.6%) in the EMP16-150/50 withdrew early 

from the study due to intolerable GI symptoms (mainly diarrhea). None of the events 

required medical intervention and most events recovered/resolved within 

approximately 2 weeks. One patient in the EMP16-150/50 group withdrew consent 

due to a Covid-19 infection. No patient in the placebo group was withdrawn due to an 

AE. 

• 101 (65%) of the 156 randomized patients reported 191 AEs. The AE reporting 

frequency was comparable between the EMP16-120/40 group and the placebo group 

(62% and 58% of the patients reported AEs, respectively) and somewhat higher in the 

EMP16-150/50 group (75% of the patients reported AEs). The proportion of patients 

reporting probably related AEs and AEs of severe intensity were comparable between 

the active treatment groups (25% and 23% reported probably related AEs and 27% 

and 23% reported AEs of severe intensity, respectively) and higher than in the placebo 

group (4% reported probably related AEs and 6% reported AEs of severe intensity). 

Mild and moderate gastrointestinal symptoms listed in the SmPC of orlistat and 

acarbose, respectively, were not recorded as AEs unless those led to early withdrawal.  

• The most common AEs were nasopharyngitis, diarrhea and Covid-19. Diarrhea of 

severe intensity was only reported by patients receiving active treatment and to the 

same extent in both active treatment groups (by 15% of the patients in each group 

including the patients who withdrew due to GI symptoms). Overall, GI-related AEs 

were more common in the active treatment groups than in the placebo group, but the 

reporting frequency was comparable between the EMP16-120/40 group and the 

EMP16-150/50 group (reported by 27% and 31% of the patients, respectively). None 

of the patients with Covid-19 had concomitant GI-related AEs.  

• GI symptoms, collected using the GSRS questionnaire, increased compared to 

baseline in both active treatment groups and appeared to reach a plateau level at 

week 7 and thereafter slowly declined towards week 26. Gastrointestinal symptoms 

increased also in the placebo group but to a smaller extent than in the active treatment 

groups and without an apparent plateau. Overall, post-dose gastrointestinal intolerance 

was significantly more pronounced in both active treatment groups compared to 

placebo over the course of the study.  

• Systolic and diastolic blood pressure decreased in all treatment groups over time, but 

the changes were not assessed as clinically relevant. Neither were there any clinically 

relevant differences between the active treatment groups and the placebo group. 

Similarly, there were no clinically relevant changes from baseline or difference 

between treatment groups in terms of pulse.  

• There were no clinically significant changes from baseline in mean safety laboratory 

parameters, overall ECG evaluations and physical examination findings and no 

obvious differences between the active treatment groups and the placebo group. 

Isolated abnormal clinical chemistry parameters were assessed as clinically relevant 

but there were no trends associated with any laboratory parameter in any treatment 

group.   
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12.8.2 Safety and tolerability conclusion 

Twenty-six weeks of treatment with EMP16 in 2 doses (120 mg orlistat/40 mg acarbose or 

150 mg orlistat/50 mg acarbose) was safe as assessed by reported AEs, safety laboratory 

parameters, vital signs, ECG and physical examinations. Gastrointestinal events, in particular 

diarrhea, were more common in the active treatment groups than in the placebo group but 

were perceived as tolerable by a majority of the patients.  

• Four patients (7.7%) in the EMP16-120/40 group and 5 patients (9.6%) in the EMP16-

150/50 found the gastrointestinal symptoms to be intolerable and withdrew early from 

the study. 

• Diarrhea of severe intensity was only reported by patients receiving active treatment and to the 

same extent in both active treatment groups (by 15% of the patients in each group including 

the patients who withdrew due to GI symptoms).  
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13 DISCUSSION AND OVERALL CONCLUSIONS 

13.1 Discussion 

This was an exploratory, randomized, double-blind, placebo-controlled study in overweight 

and obese patients in which the effect of 2 doses of EMP16 on body weight loss was tested 

versus placebo. The primary endpoint was relative (%) change from baseline in body weight 

after 26 weeks of treatment with EMP16 containing an FDC of 120 mg orlistat and 40 mg 

acarbose (EMP16-120/40) as compared to placebo. Besides evaluations of the effect of both 

EMP16 doses on relative and absolute change from baseline in body weight, the proportion of 

patients losing more than 5% and 10% of baseline weight was also assessed. Other secondary 

endpoints related to anthropometric characteristics included change from baseline in BMI, 

weight circumference, sagittal abdominal diameter and percentage body fat. Also changes in 

systolic and diastolic blood pressure, diabetic and prediabetic status, glucose metabolism 

parameters (fasting glucose, insulin and HbA1c), lipid metabolism markers (fasting HDL, 

LDL, total cholesterol, ApoA1 and ApoB), liver enzymes and inflammation markers were 

evaluated. The effect of EMP16 on appetite, hunger and meal pattern and quality of life was 

assessed by patient reported outcomes.  

Safety and tolerability assessments included frequency and severity of AEs, with special 

interest on GI symptoms collected via the GSRS questionnaire and spontaneous reporting, as 

well as changes from baseline in vital signs, ECG, safety laboratory parameters and physical 

examinations. The dropout rate (overall and GI-related) was also measured.  

The sample size was calculated based on the hypothesis that the weight reduction in patients 

treated with EMP16 would be 5% (SD 8%) greater than in patients receiving placebo. 

Assuming a statistical power of 80% and a significance level of 5% based on 2-sided 

hypothesis testing, 52 patients per treatment arm were required (allowing for a drop-out rate 

of 20%). The analyses were based on the FAS (n=156) comprising all randomized patients 

who had received at least one dose of IMP and who had data from at least one post-baseline 

efficacy assessment. Relative changes from baseline in weight, other anthropometric 

characteristics, blood pressure, glucose and metabolism markers were analyzed using 

ANOVA with treatment as independent variable while absolute changes from baseline of the 

same variables were analyzed using ANCOVA with treatment and body weight at baseline as 

covariates. Supporting analyses were performed on the PPS (n=122) comprising all patients 

of the FAS who had completed the study without any major protocol deviations that were 

judged to compromise the analysis of the data. All analyses were two-sided, done at a 5% 

significance level used the LOCF method (for the FAS).  

As intended, the enrolled study population comprised 156 patients, 111 females and 45 males 

with a mean age of 50 years, randomized in a 1:1:1 fashion to EMP16-120/40, EMP16-150/50 

or placebo at two study centers in Sweden. Baseline characteristics were comparable across 

treatment groups with a mean weight of 99.0 kg, 101.0 kg and 103.6 kg in the EMP16-

120/40, EMP16-150/50 and placebo groups, respectively. While all patients included in the 

study were classified as obese with a BMI ≥30 kg/m2, the population was unexpectedly 

healthy in other aspects. For example, the prevalence of hypertension was relatively low; 

29%, 42% and 25% of the patients in the EMP16-120/40, EMP16-150/50 and placebo groups, 

respectively, had hypertension at baseline. In comparison, in a study of 45 125 unselected 

consecutive primary care attendees Bramlage et al. [44] showed that 61% of patients with 

overweight and 73% to 77% of obese patients had hypertension. Furthermore, baseline blood 
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lipid levels in the current study population were generally low and most patients had a 

baseline HbA1c value below 47 mmol/mol.  

Most weight loss studies define a caloric target (usually -500 kcal) and include advice about 

physical activity and general lifestyle, often given by dieticians in association with frequent 

meetings over the course of the trial. As EP-002 was a proof-of-concept Phase II trial, patients 

in this study were merely given an information leaflet advising them to adhere to the Nordic 

Nutrition recommendations, to minimize the risk for GI-related symptoms during treatment 

with EMP16, but there were no strict diet restrictions, no explicit diet target and no 

recommendations in terms of physical activity. 

The study consisted of a screening visit, a 6-week titration period, a 20-week constant dose 

period and a safety follow-up visit 2 weeks after the last dose. During the 26-week treatment 

period, patients came for 3 visits to the clinical research unit at 7, 14 and 26 weeks after the 

first dose. EMP16 or placebo were taken orally TID together with the 3 daily meals. 

In contrast to most weight loss studies, which typically start with a 2 to 4 week single-blind 

placebo run-in period to exclude non-compliant patients [45, 39, 46], the EP-002 study 

included all patients who fulfilled the eligibility criteria. Hence, the patients participating in 

the present study may be considered more representative of normal obese patients as 

compared to the pre-confirmed compliant population, defined by placebo intake/return or 

magnitude of run-in weight loss, included in many other obesity trials [45, 39, 46]. During the 

treatment period, there were only 2 visits to the clinic (after 7 weeks and after 14 weeks), i.e. 

the patients had very little interaction with study personnel, which likely reduced a potential 

placebo-effect. Furthermore, the few visits to the clinic, and the limited contact with the study 

personnel, mimicked a real-world situation to a greater extent than studies with more frequent 

visits and interactions with e.g. dieticians.   

Patients in the active treatment groups lost on average 5.8% (EMP16-120/40) and 6.5% 

(EMP16-150/50) of their weight between baseline and week 26 as compared to a mean 

relative weight loss of 0.7% in the placebo group. This corresponded to mean absolute 

decreases in weight of 5.75 kg, 6.44 kg and 0.78 kg in the EMP16-120/40, EMP16-150/50 

and placebo group, respectively. The weight loss in the PPS population was in a similar range. 

Weight loss in both groups treated with EMP16 was accompanied by reductions in BMI and 

waist circumference. The higher EMP16 dose also reduced the sagittal diameter and 

percentage body fat. Consistent with a greater weight loss in the active treatment groups, 55% 

and 67% of the patients treated with EMP16 lost more than 5% weight while 22% and 23% 

lost more than 10% weight after 26 weeks of treatment. Of the patients who received placebo, 

13% lost more than 5% weight and 2.2% lost more than 10% weight.  

Gender subgroup analyses indicated that the weight loss was more pronounced in females 

than in males, both in terms of relative change from baseline and more than 5% and 10% 

weight loss. However, since the study was not powered for these comparisons and since the 

male population was small (n=45) compared to the female population (n=111), these findings 

should be interpreted with caution. A complementary post-hoc analysis, including calculation 

of confidence intervals, showed that not only males treated with EMP16-150/50, but also 

males in the EMP16-120/40 group, lost weight compared to males who received placebo (data 

not shown).  

Despite a prominent weight loss in the EMP16 groups, there were no apparent effects on 

fasting glucose metabolism markers and the patients’ diabetic and prediabetic status. The 

diagnosis of prediabetes in this study was based on the WHO definition (fasting glucose 
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≥ 6.1 mmol/L and < 7.0 mmol/L), which is narrower than the ADA diagnostic criteria 

(≥ 5.6  mmol/L and < 7.0 mmol/L) [47] and which may have influenced the result. While 

LDL, HDL and cholesterol decreased significantly more in the active treatment groups, the 

changes from baseline were so small that those were considered to be of no clinical relevance. 

The mean systolic and diastolic blood pressure was reduced in all treatment groups, including 

the placebo group and there were no clinically relevant differences between the groups. As the 

obese study population was relatively healthy in terms of e.g. vascular disorders such as 

hypertension and metabolic status, major effects on blood pressure or on glucose metabolism 

and lipid metabolism markers would be unlikely and similar observations were made in 

studies using liraglutide [46] and semaglutide [48]. The lack of effects rather demonstrates 

that no safety issues are associated with EMP16 in relation to these parameters.  

There were no relevant differences between the treatment groups in terms of appetite and 

overall eating habits over the course of the study but EMP16-150/50 had a significant positive 

effect on the intake of sweet food and breakfast habits. Even though orlistat in its 

conventional form has previously been shown to acutely increase appetite [22, 49], the 

findings of the current study were in line with those of a previous study on EMP16 also 

evaluating an MR formulation [33], demonstrating that the acute appetite increase expected 

from orlistat has been minimized by the MR formulation of EMP16.  

EMP16 was safe and in general fairly well tolerated, compliance was similar across treatment 

groups and health-related quality of life was significantly more improved in patients treated 

with EMP16 than in patients receiving placebo. The mean overall health transition score of 

the RAND-36 health questionnaire increased by 18.5 and 16.5 points in the EMP-120/40 and 

EMP-150/50 groups, respectively, which was significantly more than the 5.9 points increase 

in the placebo group. In addition, there was a clinically relevant increase [50] by ≥3 points 

from baseline to week 26 in 3 out of the 8 domains of RAND-36 in the EMP-120/40 group 

and in 7 out of 8 domains in the EMP-150/50 group. Gastrointestinal events, in particular 

severe diarrhea, were however more common in the active treatment groups than in the 

placebo group. Consistently, post-dose GI intolerance (based on the GSRS questionnaire) was 

significantly more pronounced in both active treatment groups compared to placebo over the 

course of the study. Normally in clinical trials, GI-side effects are reported by the patients 

during visits to the clinic and subsequently noted as AEs following the Investigator’s 

assessments of intensity and causality. As both conventional orlistat and conventional 

acarbose have well-known GI side effects, such effects were thoroughly scrutinized in the 

study as the participants had to fill in the GSRS questionnaire every 2 weeks during the 

titration period and before each visit to the clinic as a complement to the standard AE 

reporting. 

The GI symptoms were perceived as tolerable by a majority of the patients and only 7.7% 

(n=4) and 9.6% (n=5) of the patients treated with EMP16-120/40 or EMP16-150/50, 

respectively, prematurely withdrew from the study due to intolerable GI effects (mostly 

diarrhea). Eight out of the 9 GI-related withdrawals occurred prior to week 14. Five of the 

9 patients withdrew from the study during the titration period, indicating that these individuals 

were extra sensitive to especially orlistat (for which diarrhea is a common side effect). The 

early withdrawals strongly suggest that the use of a titration period fulfills two purposes, 

firstly to allow for an acclimatization to acarbose and secondly to determine orlistat tolerance.  

There was no significant difference in terms of role limitations due to personal or emotional 

problems between the active treatment groups and the placebo group. In addition, no patient 

in the active treatment groups developed depression or major depression during the study as 
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compared to 3 patients in the placebo group. In fact, emotional well-being was significantly 

improved in the EMP16-150/50 group compared to the placebo group. Taken together, these 

findings imply that there was no negative correlation between EMP16 treatment and mental 

health.  

Overall, the results of this study show that EMP16 is safe and induces a clinically relevant 

decrease in body weight. Compared with currently available therapies (i.e., Saxenda®), 

EMP16 appears to have at least comparable efficacy in terms of weight-reducing properties 

and effects on other anthropomorphic characteristics. Patient recruitment was rapid, despite 

taking place during the summer and concomitantly with the Covid-19 pandemic, highlighting 

the unmet medical need for anti-obesity drugs. 

While the study was conducted during the Covid-19 pandemic, only minor issues associated 

with the pandemic were faced. Covid-19 was the third most common AE in the study but only 

one patient with Covid-19 discontinued from the study. None of the patients with Covid-19 

had concomitant GI-related AEs, which potentially could have been confounding in the 

evaluation of the GI side effects. For five patients, the week 26 visit (primary endpoint) was 

postponed by >8 days due to potential Covid-19-related patient illness (e.g. symptoms of 

nasopharyngitis). These delays were assessed as major protocol deviations and the patients 

were excluded from the PPS. In addition, the final week 28 safety follow-up visit was 

scheduled 2 to 6 days outside the visit window specified in the protocol for 26 patients due to 

Covid-19 restrictions at the clinical sites (registered as minor protocol deviations). A 

continuous risk assessment, comprising assessment of potential risks associated with 

Covid-19, was performed and mitigating actions were implemented accordingly to preserve 

patient safety and data quality/integrity in accordance with EMA guidelines and guidelines 

and restrictions from local authorities.
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13.2 Overall conclusions 

Efficacy conclusions 

• Twenty-six weeks of treatment with EMP16 in 2 doses (120 mg orlistat/40 mg 

acarbose or 150 mg orlistat/50 mg acarbose) had a significant and clinically relevant 

effect on body weight loss in obese patients. Patients treated with EMP16-120/40 or 

EMP16-150/50 lost 5.8%/-5.75 kg and 6.5%/-6.44 kg in body weight, respectively, 

while placebo patients lost 0.7%/-0.78 kg. Both doses of EMP16 gave rise to greater 

proportions of patients with ≥5% and ≥10% weight loss and had a significant effect on 

reductions in BMI and waist circumference. The higher EMP16 dose also had 

significant effects on reductions in sagittal diameter and percentage body fat. 

• EMP16 did not induce any clinically relevant effects on fasting glucose metabolism 

markers, lipid metabolism markers or liver enzymes, had no apparent effect on the 

diabetic and prediabetic status of patients and no apparent effect on blood pressure 

compared to placebo, which is reasonably expected in a patient population with low 

prevalence of hypertension and with blood lipids and HbA1c within normal ranges as 

in the EP-002 study.   

• Both doses of EMP16 had significant positive effect on health-related quality of life. 

In general, there were no apparent differences between the treatment groups in terms 

of appetite and overall eating habits but EMP16-150/50 had a significant positive 

effect on the intake of sweet food and breakfast habits.  

Safety and tolerability conclusion 

Twenty-six weeks of treatment with EMP16 in 2 doses (120 mg orlistat/40 mg acarbose or 

150 mg orlistat/50 mg acarbose) was safe as assessed by reported AEs, safety laboratory 

parameters, vital signs, ECG and physical examinations. Gastrointestinal events, in particular 

diarrhea, were more common in the active treatment groups than in the placebo group but 

were perceived as tolerable by a majority of the patients.  

• Four patients (7.7%) in the EMP16-120/40 group and 5 patients (9.6%) in the EMP16-

150/50 found the gastrointestinal symptoms to be intolerable and withdrew early from 

the study. 

• Diarrhea of severe intensity was only reported by patients receiving active treatment 

and to the same extent in both active treatment groups (by 15% of the patients in each 

group including the patients who withdrew due to GI symptoms). 
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14 TABLES, FIGURES AND GRAPHS REFERRED TO BUT NOT INCLUDED 

IN THE TEXT 

14.1 Demographic data 

Table 14.1-1 Medical history events by system organ class and preferred term (Full analysis set) 

 

EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

All treated 

N=104 

Total 

N=156 

System organ class 

      Preferred term n(%) m n(%) m n(%) m n(%) m n(%) m 

Total 41(79%) 95 41(79%) 109 44(85%) 113 82(79%) 204 126(81%) 317 

Vascular disorders 15(29%) 15 22(42%) 24 13(25%) 13 37(36%) 39 50(32%) 52 

      Hypertension 15(29%) 15 22(42%) 23 13(25%) 13 37(36%) 38 50(32%) 51 

      Varicose vein 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

Immune system disorders 13(25%) 13 15(29%) 15 13(25%) 13 28(27%) 28 41(26%) 41 

      Allergy to animal 1(2%) 1 1(2%) 1 0 0 2(2%) 2 2(1%) 2 

      Allergy to arthropod sting 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Food allergy 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Milk allergy 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

      Seasonal allergy 11(21%) 11 13(25%) 13 12(23%) 12 24(23%) 24 36(23%) 36 

Respiratory, thoracic and mediastinal disorders 11(21%) 11 8(15%) 8 13(25%) 13 19(18%) 19 32(21%) 32 

      Asthma 10(19%) 10 6(12%) 6 9(17%) 9 16(15%) 16 25(16%) 25 

      Asthma exercise induced 0 0 1(2%) 1 1(2%) 1 1(1%) 1 2(1%) 2 

      Bronchitis chronic 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Childhood asthma 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Nasal congestion 1(2%) 1 1(2%) 1 0 0 2(2%) 2 2(1%) 2 

      Pulmonary embolism 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

Psychiatric disorders 6(12%) 7 12(23%) 12 10(19%) 11 18(17%) 19 28(18%) 30 

      Acute stress disorder 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

      Anxiety 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Attention deficit hyperactivity disorder 1(2%) 1 2(4%) 2 2(4%) 2 3(3%) 3 5(3%) 5 

      Burnout syndrome 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

      Depression 5(10%) 5 5(10%) 5 8(15%) 8 10(10%) 10 18(12%) 18 

      Dysphoria 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

      Insomnia 0 0 2(4%) 2 0 0 2(2%) 2 2(1%) 2 

      Post-traumatic stress disorder 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

Surgical and medical procedures 6(12%) 7 10(19%) 12 8(15%) 12 16(15%) 19 24(15%) 31 

      Appendicectomy 2(4%) 2 0 0 2(4%) 2 2(2%) 2 4(3%) 4 

      Cataract operation 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

      Cholelithotomy 0 0 2(4%) 2 0 0 2(2%) 2 2(1%) 2 

      Female sterilization 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

      Finger repair operation 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Hysterectomy 3(6%) 3 3(6%) 3 2(4%) 2 6(6%) 6 8(5%) 8 

      Hysterosalpingo-oophorectomy 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

      Knee arthroplasty 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 
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EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

All treated 

N=104 

Total 

N=156 

System organ class 

      Preferred term n(%) m n(%) m n(%) m n(%) m n(%) m 

      Knee operation 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Lithotripsy 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Meniscus operation 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Skin neoplasm excision 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

      Spinal operation 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Sterilization 2(4%) 2 1(2%) 1 0 0 3(3%) 3 3(2%) 3 

      Thyroidectomy 0 0 0 0 2(4%) 2 0 0 2(1%) 2 

      Varicose vein operation 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Vasectomy 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

Musculoskeletal and connective tissue disorders 7(13%) 7 9(17%) 9 5(10%) 5 16(15%) 16 21(13%) 21 

      Arthralgia 1(2%) 1 1(2%) 1 1(2%) 1 2(2%) 2 3(2%) 3 

      Back pain 0 0 3(6%) 3 2(4%) 2 3(3%) 3 5(3%) 5 

      Compartment syndrome 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

      Fibromyalgia 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

      Musculoskeletal pain 1(2%) 1 0 0 1(2%) 1 1(1%) 1 2(1%) 2 

      Osteoarthritis 2(4%) 2 3(6%) 3 0 0 5(5%) 5 5(3%) 5 

      Osteoporosis 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Pain in extremity 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Psoriatic arthropathy 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Spinal synovial cyst 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

Endocrine disorders 5(10%) 5 3(6%) 3 7(13%) 7 8(8%) 8 15(10%) 15 

      Hyperprolactinemia 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Hyperthyroidism 1(2%) 1 0 0 1(2%) 1 1(1%) 1 2(1%) 2 

      Hypothyroidism 3(6%) 3 3(6%) 3 6(12%) 6 6(6%) 6 12(8%) 12 

Metabolism and nutrition disorders 0 0 7(13%) 7 7(13%) 9 7(7%) 7 14(9%) 16 

      Hypercholesterolemia 0 0 2(4%) 2 0 0 2(2%) 2 2(1%) 2 

      Hyperlipidemia 0 0 5(10%) 5 4(8%) 4 5(5%) 5 9(6%) 9 

      Hypovitaminosis 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Impaired fasting glucose 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Iron deficiency 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Type 2 diabetes mellitus 0 0 0 0 2(4%) 2 0 0 2(1%) 2 

Nervous system disorders 6(12%) 6 3(6%) 3 5(10%) 5 9(9%) 9 14(9%) 14 

      Headache 2(4%) 2 0 0 1(2%) 1 2(2%) 2 3(2%) 3 

      Migraine 3(6%) 3 2(4%) 2 4(8%) 4 5(5%) 5 9(6%) 9 

      Restless legs syndrome 1(2%) 1 1(2%) 1 0 0 2(2%) 2 2(1%) 2 

Skin and subcutaneous tissue disorders 4(8%) 4 2(4%) 2 7(13%) 7 6(6%) 6 13(8%) 13 

      Dermatitis atopic 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Eczema 1(2%) 1 0 0 2(4%) 2 1(1%) 1 3(2%) 3 

      Palmoplantar keratoderma 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Pruritus 0 0 0 0 1(2%) 1 0 0 1(1%) 1 
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EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

All treated 

N=104 

Total 

N=156 

System organ class 

      Preferred term n(%) m n(%) m n(%) m n(%) m n(%) m 

      Psoriasis 1(2%) 1 1(2%) 1 2(4%) 2 2(2%) 2 4(3%) 4 

      Rash 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Rosacea 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Urticaria 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

Gastrointestinal disorders 4(8%) 4 4(8%) 4 2(4%) 2 8(8%) 8 10(6%) 10 

      Abdominal pain 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Aphthous ulcer 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

      Constipation 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Gastroesophageal reflux disease 3(6%) 3 2(4%) 2 0 0 5(5%) 5 5(3%) 5 

      Lip ulceration 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Nausea 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

Infections and infestations 2(4%) 2 3(6%) 3 5(10%) 5 5(5%) 5 10(6%) 10 

      Appendicitis 0 0 0 0 2(4%) 2 0 0 2(1%) 2 

      COVID-19 0 0 1(2%) 1 1(2%) 1 1(1%) 1 2(1%) 2 

      Endometritis 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

      Otitis externa 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Pneumonia 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Rhinitis 1(2%) 1 1(2%) 1 0 0 2(2%) 2 2(1%) 2 

      Vestibular neuronitis 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

Reproductive system and breast disorders 3(6%) 3 2(4%) 2 2(4%) 3 5(5%) 5 7(4%) 8 

      Atrophic vulvovaginitis 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Cervical dysplasia 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Endometriosis 0 0 2(4%) 2 0 0 2(2%) 2 2(1%) 2 

      Menopausal symptoms 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Pelvic pain 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Pelvic prolapse 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Premenstrual dysphoric disorder 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

Injury, poisoning and procedural complications 0 0 2(4%) 2 3(6%) 3 2(2%) 2 5(3%) 5 

      Post procedural pulmonary embolism 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Post-traumatic neck syndrome 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

      Spinal compression fracture 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Spinal cord injury 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Tendon injury 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

Neoplasms benign, malignant and unspecified (incl 

cysts and polyps) 

2(4%) 2 2(4%) 2 1(2%) 1 4(4%) 4 5(3%) 5 

      Cervix neoplasm 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Leiomyoma 0 0 1(2%) 1 1(2%) 1 1(1%) 1 2(1%) 2 

      Malignant melanoma 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Ovarian cancer 0 0 1(2%) 1 0 0 1(1%) 1 1(1%) 1 

Renal and urinary disorders 2(4%) 2 0 0 2(4%) 2 2(2%) 2 4(3%) 4 

      Glomerulonephritis 0 0 0 0 1(2%) 1 0 0 1(1%) 1 
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EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

All treated 

N=104 

Total 

N=156 

System organ class 

      Preferred term n(%) m n(%) m n(%) m n(%) m n(%) m 

      Hydronephrosis 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Nephrolithiasis 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Nocturia 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

Congenital, familial and genetic disorders 2(4%) 2 0 0 1(2%) 1 2(2%) 2 3(2%) 3 

      Neurofibromatosis 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Protein C deficiency 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Turner's syndrome 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

General disorders and administration site conditions 1(2%) 1 1(2%) 1 0 0 2(2%) 2 2(1%) 2 

      Fatigue 1(2%) 1 1(2%) 1 0 0 2(2%) 2 2(1%) 2 

Blood and lymphatic system disorders 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Anemia 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

Cardiac disorders 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Aortic valve incompetence 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

Ear and labyrinth disorders 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Vertigo 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

Eye disorders 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

      Glaucoma 0 0 0 0 1(2%) 1 0 0 1(1%) 1 

Pregnancy, puerperium and perinatal conditions 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

      Pre-eclampsia 1(2%) 1 0 0 0 0 1(1%) 1 1(1%) 1 

 
n, number of subjects; m, number of events 

Percentages are based on the number of subjects in the Full analysis set 

Errata: After Clean file had been declared it was discovered that the term Hyperlipidemia 

reported for subject EP-002-2-241 had been coded as Hypertension 

EP-002_14_01_04_FULLSET.rtf Medical history events by system organ class and preferred term, 

SAS program: MH_summary_by_soc_and_pt.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-

05-05T19:26:03. Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.1-2 Prior medications (Full analysis set) 

 

EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

All treated 

N=104 

Total 

N=156 

ATC Name Level 4 

      ATC Name Level 5 n(%) m n(%) m n(%) m n(%) m n(%) m 

Total 2(3.8%) 4 2(3.8%) 2 5(9.6%) 5 4(3.8%) 6 9(5.8%) 11 

Anilides 1(1.9%) 1 0 0 2(3.8%) 2 1(1.0%) 1 3(1.9%) 3 

      paracetamol 1(1.9%) 1 0 0 2(3.8%) 2 1(1.0%) 1 3(1.9%) 3 

Biguanides 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      metformin 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Corticosteroids and antiinfectives in combination 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      hydrocortisone and antiinfectives 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Diphenylmethane derivatives 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      hydroxyzine 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Glucocorticoids 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      not coded 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

Low-ceiling diuretics and potassium-sparing 

agents 

0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      hydrochlorothiazide and potassium-sparing 

agents 

0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Prolactine inhibitors 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      quinagolide 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

Propionic acid derivatives 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      ibuprofen 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

Proton pump inhibitors 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      omeprazole 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

 
n, number of subjects; m, number of events 

Percentages are based on the number of subjects in the Full analysis set 

EP-002_14_01_05_02_FULLSET.rtf Prior medications, SAS program: CM_summary.sas. Run by: Jerker 

Linne, jerker.linne@ctc-ab.se 2021-05-05T21:02:42. Data extracted at: 2021-03-25T14:26:12 UTC 

 

Table 14.1-3 Concomitant medications (Full analysis set) 

 

EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

All treated 

N=104 

Total 

N=156 

ATC Name Level 4 

      ATC Name Level 5 n(%) m n(%) m n(%) m n(%) m n(%) m 

Total 38(73%) 104 49(94%) 124 46(88%) 121 87(84%) 228 133(85%) 349 

Angiotensin II receptor blockers (ARBs), plain 8(15%) 9 10(19%) 10 10(19%) 10 18(17%) 19 28(18%) 29 

      candesartan 1(1.9%) 1 0 0 3(5.8%) 3 1(1.0%) 1 4(2.6%) 4 

      irbesartan 1(1.9%) 1 1(1.9%) 1 1(1.9%) 1 2(1.9%) 2 3(1.9%) 3 

      losartan 6(12%) 7 9(17%) 9 5(9.6%) 5 15(14%) 16 20(13%) 21 

      telmisartan 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Anilides 6(12%) 6 9(17%) 10 9(17%) 11 15(14%) 16 24(15%) 27 

      paracetamol 6(12%) 6 9(17%) 10 9(17%) 11 15(14%) 16 24(15%) 27 
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EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

All treated 

N=104 

Total 

N=156 

ATC Name Level 4 

      ATC Name Level 5 n(%) m n(%) m n(%) m n(%) m n(%) m 

Propionic acid derivatives 11(21%) 11 6(12%) 6 5(9.6%) 5 17(16%) 17 22(14%) 22 

      ibuprofen 5(9.6%) 5 3(5.8%) 3 4(7.7%) 4 8(7.7%) 8 12(7.7%) 12 

      ketoprofen 1(1.9%) 1 1(1.9%) 1 0 0 2(1.9%) 2 2(1.3%) 2 

      naproxen 5(9.6%) 5 2(3.8%) 2 1(1.9%) 1 7(6.7%) 7 8(5.1%) 8 

Intrauterine contraceptives 6(12%) 6 7(13%) 7 8(15%) 8 13(13%) 13 21(13%) 21 

      plastic IUD with copper 0 0 4(7.7%) 4 3(5.8%) 3 4(3.8%) 4 7(4.5%) 7 

      plastic IUD with progestogen 6(12%) 6 3(5.8%) 3 5(9.6%) 5 9(8.7%) 9 14(9.0%) 14 

Other antihistamines for systemic use 7(13%) 7 3(5.8%) 3 10(19%) 10 10(9.6%) 10 20(13%) 20 

      desloratadine 2(3.8%) 2 0 0 5(9.6%) 5 2(1.9%) 2 7(4.5%) 7 

      ebastine 2(3.8%) 2 0 0 0 0 2(1.9%) 2 2(1.3%) 2 

      loratadine 3(5.8%) 3 3(5.8%) 3 5(9.6%) 5 6(5.8%) 6 11(7.1%) 11 

Selective beta-2-adrenoreceptor agonists 7(13%) 7 3(5.8%) 3 8(15%) 8 10(9.6%) 10 18(12%) 18 

      formoterol 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      salbutamol 2(3.8%) 2 1(1.9%) 1 5(9.6%) 5 3(2.9%) 3 8(5.1%) 8 

      salmeterol 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      terbutaline 3(5.8%) 3 2(3.8%) 2 3(5.8%) 3 5(4.8%) 5 8(5.1%) 8 

Dihydropyridine derivatives 6(12%) 6 6(12%) 6 4(7.7%) 4 12(12%) 12 16(10%) 16 

      amlodipine 4(7.7%) 4 4(7.7%) 4 4(7.7%) 4 8(7.7%) 8 12(7.7%) 12 

      felodipine 1(1.9%) 1 2(3.8%) 2 0 0 3(2.9%) 3 3(1.9%) 3 

      lercanidipine 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

Glucocorticoids 5(9.6%) 5 4(7.7%) 4 7(13%) 7 9(8.7%) 9 16(10%) 16 

      budesonide 4(7.7%) 4 1(1.9%) 1 5(9.6%) 5 5(4.8%) 5 10(6.4%) 10 

      ciclesonide 0 0 1(1.9%) 1 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

      fluticasone 1(1.9%) 1 0 0 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

      not coded 0 0 2(3.8%) 2 0 0 2(1.9%) 2 2(1.3%) 2 

Selective serotonin reuptake inhibitors 5(9.6%) 5 3(5.8%) 3 4(7.7%) 4 8(7.7%) 8 12(7.7%) 12 

      citalopram 2(3.8%) 2 0 0 1(1.9%) 1 2(1.9%) 2 3(1.9%) 3 

      escitalopram 1(1.9%) 1 1(1.9%) 1 0 0 2(1.9%) 2 2(1.3%) 2 

      fluoxetine 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      paroxetine 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      sertraline 2(3.8%) 2 2(3.8%) 2 1(1.9%) 1 4(3.8%) 4 5(3.2%) 5 

Thyroid hormones 4(7.7%) 4 3(5.8%) 5 5(9.6%) 5 7(6.7%) 9 12(7.7%) 14 

      levothyroxine sodium 4(7.7%) 4 3(5.8%) 5 5(9.6%) 5 7(6.7%) 9 12(7.7%) 14 

HMG CoA reductase inhibitors 1(1.9%) 1 7(13%) 7 3(5.8%) 3 8(7.7%) 8 11(7.1%) 11 

      atorvastatin 1(1.9%) 1 4(7.7%) 4 0 0 5(4.8%) 5 5(3.2%) 5 

      simvastatin 0 0 3(5.8%) 3 3(5.8%) 3 3(2.9%) 3 6(3.8%) 6 

ACE inhibitors, plain 5(9.6%) 5 3(5.8%) 3 2(3.8%) 2 8(7.7%) 8 10(6.4%) 10 

      enalapril 5(9.6%) 5 3(5.8%) 3 2(3.8%) 2 8(7.7%) 8 10(6.4%) 10 

Progestogens 6(12%) 6 3(5.8%) 3 1(1.9%) 1 9(8.7%) 9 10(6.4%) 10 

      desogestrel 3(5.8%) 3 1(1.9%) 1 1(1.9%) 1 4(3.8%) 4 5(3.2%) 5 
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      etonogestrel 2(3.8%) 2 1(1.9%) 1 0 0 3(2.9%) 3 3(1.9%) 3 

      medroxyprogesterone 1(1.9%) 1 1(1.9%) 1 0 0 2(1.9%) 2 2(1.3%) 2 

Piperazine derivatives 2(3.8%) 2 5(9.6%) 5 2(3.8%) 2 7(6.7%) 7 9(5.8%) 9 

      cetirizine 2(3.8%) 2 5(9.6%) 5 2(3.8%) 2 7(6.7%) 7 9(5.8%) 9 

Angiotensin II receptor blockers (ARBs) and 

diuretics 

1(1.9%) 1 5(9.6%) 5 2(3.8%) 2 6(5.8%) 6 8(5.1%) 8 

      candesartan and diuretics 0 0 0 0 2(3.8%) 2 0 0 2(1.3%) 2 

      losartan and diuretics 1(1.9%) 1 5(9.6%) 5 0 0 6(5.8%) 6 6(3.8%) 6 

Beta blocking agents, selective 1(1.9%) 1 4(7.7%) 4 3(5.8%) 3 5(4.8%) 5 8(5.1%) 8 

      atenolol 0 0 2(3.8%) 2 0 0 2(1.9%) 2 2(1.3%) 2 

      bisoprolol 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      metoprolol 1(1.9%) 1 1(1.9%) 1 3(5.8%) 3 2(1.9%) 2 5(3.2%) 5 

Corticosteroids 3(5.8%) 3 4(7.7%) 4 0 0 7(6.7%) 7 7(4.5%) 7 

      budesonide 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      fluticasone, combinations 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      mometasone 2(3.8%) 2 3(5.8%) 3 0 0 5(4.8%) 5 5(3.2%) 5 

Other antidepressants 1(1.9%) 1 3(5.8%) 3 3(5.8%) 4 4(3.8%) 4 7(4.5%) 8 

      bupropion 0 0 1(1.9%) 1 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

      duloxetine 1(1.9%) 1 0 0 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

      mirtazapine 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      venlafaxine 0 0 1(1.9%) 1 2(3.8%) 2 1(1.0%) 1 3(1.9%) 3 

Progestogens and estrogens, fixed combinations 3(5.8%) 3 2(3.8%) 2 2(3.8%) 2 5(4.8%) 5 7(4.5%) 7 

      drospirenone and ethinylestradiol 1(1.9%) 1 0 0 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

      levonorgestrel and ethinylestradiol 2(3.8%) 2 0 0 1(1.9%) 1 2(1.9%) 2 3(1.9%) 3 

      norelgestromin and ethinylestradiol 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      norethisterone and estrogen 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Acetic acid derivatives and related substances 2(3.8%) 2 2(3.8%) 2 0 0 4(3.8%) 4 4(2.6%) 4 

      diclofenac 2(3.8%) 2 2(3.8%) 2 0 0 4(3.8%) 4 4(2.6%) 4 

Corticosteroids, potent (group III) 1(1.9%) 1 1(1.9%) 1 2(3.8%) 2 2(1.9%) 2 4(2.6%) 4 

      betamethasone 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      mometasone 0 0 1(1.9%) 1 2(3.8%) 2 1(1.0%) 1 3(1.9%) 3 

Adrenergics in combination with corticosteroids or 

other drugs, excl. anticholinergics 

2(3.8%) 2 0 0 1(1.9%) 1 2(1.9%) 2 3(1.9%) 3 

      formoterol and budesonide 2(3.8%) 2 0 0 1(1.9%) 1 2(1.9%) 2 3(1.9%) 3 

Drugs for urinary frequency and incontinence 1(1.9%) 1 0 0 2(3.8%) 2 1(1.0%) 1 3(1.9%) 3 

      oxybutynin 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      solifenacin 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      tolterodine 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

Selective serotonin (5HT1) agonists 0 0 2(3.8%) 2 1(1.9%) 1 2(1.9%) 2 3(1.9%) 3 

      sumatriptan 0 0 2(3.8%) 2 1(1.9%) 1 2(1.9%) 2 3(1.9%) 3 

Vitamin D and analogues 0 0 1(1.9%) 1 2(3.8%) 2 1(1.0%) 1 3(1.9%) 3 
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      alfacalcidol 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      colecalciferol 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      not coded 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Benzodiazepine related drugs 0 0 1(1.9%) 1 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

      zolpidem 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      zopiclone 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Leukotriene receptor antagonists 1(1.9%) 1 0 0 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

      montelukast 1(1.9%) 1 0 0 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

Melatonin receptor agonists 0 0 1(1.9%) 1 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

      melatonin 0 0 1(1.9%) 1 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

Non-selective monoamine reuptake inhibitors 0 0 1(1.9%) 1 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

      amitriptyline 0 0 1(1.9%) 1 1(1.9%) 1 1(1.0%) 1 2(1.3%) 2 

Nucleosides and nucleotides excl. reverse 

transcriptase inhibitors 

0 0 0 0 2(3.8%) 2 0 0 2(1.3%) 2 

      valaciclovir 0 0 0 0 2(3.8%) 2 0 0 2(1.3%) 2 

Parathyroid hormones and analogues 0 0 0 0 2(3.8%) 2 0 0 2(1.3%) 2 

      parathyroid hormone 0 0 0 0 2(3.8%) 2 0 0 2(1.3%) 2 

Platelet aggregation inhibitors excl. heparin 1(1.9%) 1 1(1.9%) 1 0 0 2(1.9%) 2 2(1.3%) 2 

      acetylsalicylic acid 1(1.9%) 1 1(1.9%) 1 0 0 2(1.9%) 2 2(1.3%) 2 

ACE inhibitors and diuretics 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      enalapril and diuretics 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Adrenergic and dopaminergic agents 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      epinephrine 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

Adrenergics in combination with anticholinergics 

incl. triple combinations with corticosteroids 

0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      olodaterol and tiotropium bromide 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Alpha-adrenoreceptor antagonists 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      doxazosin 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Amino acids 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      tranexamic acid 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Antiallergic agents, excl. corticosteroids 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      levocabastine 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Antifungals for systemic use 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      terbinafine 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

Antivirals for treatment of HIV infections, 

combinations 

0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      tenofovir disoproxil and emtricitabine 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Beta blocking agents1) 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      timolol 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Beta-lactamase sensitive penicillins 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      phenoxymethylpenicillin 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 
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Calcium, combinations with vitamin D and/or 

other drugs 

1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      not coded 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

Centrally acting sympathomimetics 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      methylphenidate 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Corticosteroids, moderately potent (group II) 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      hydrocortisone butyrate 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Corticosteroids, very potent (group IV) 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      clobetasol 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Coxibs 0 0 1(1.9%) 2 0 0 1(1.0%) 2 1(0.6%) 2 

      etoricoxib 0 0 1(1.9%) 2 0 0 1(1.0%) 2 1(0.6%) 2 

Diphenylmethane derivatives 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      hydroxyzine 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

Encephalitis vaccines 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      encephalitis, tick borne, inactivated, whole virus 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Intravaginal contraceptives 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      vaginal ring with progestogen and estrogen 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Iron bivalent, oral preparations 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      ferrous glycine sulfate 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Low-ceiling diuretics and potassium-sparing 

agents 

0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      hydrochlorothiazide and potassium-sparing agents 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Magnesium 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      not coded 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Mucolytics 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      acetylcysteine 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Natural and semisynthetic estrogens, plain 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      estradiol 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Other antiallergics 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      cromoglicic acid 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Other antiepileptics 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      gabapentin 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Other antifungals for topical use 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      terbinafine 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

Other drugs for peptic ulcer and gastro-esophageal 

reflux disease (GORD) 

0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      not coded 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Other emollients and protectives 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      not coded 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Other hypnotics and sedatives 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      propiomazine 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 
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Other lipid modifying agents 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      omega-3-triglycerides incl. other esters and acids 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Other viral vaccines 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      not coded 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

Penicillins with extended spectrum 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      pivmecillinam 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Phenothiazine derivatives 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      promethazine 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Phenothiazines with aliphatic side-chain 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      levomepromazine 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Pregnen (4) derivatives 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      medroxyprogesterone 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Progestogens and estrogens, sequential 

preparations 

1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

      dydrogesterone and estrogen 1(1.9%) 1 0 0 0 0 1(1.0%) 1 1(0.6%) 1 

Salicylic acid and derivatives 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      acetylsalicylic acid 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Sympathomimetics 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      phenylpropanolamine 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Sympathomimetics, plain 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

      xylometazoline 0 0 1(1.9%) 1 0 0 1(1.0%) 1 1(0.6%) 1 

Thiazides, plain 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      hydrochlorothiazide 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

Vitamins with minerals 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

      not coded 0 0 0 0 1(1.9%) 1 0 0 1(0.6%) 1 

 
n, number of subjects; m, number of events 

Percentages are based on the number of subjects in the Full analysis set 

EP-002_14_01_05_01_FULLSET.rtf Concomitant medications, SAS program: CM_summary.sas. Run by: 

Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:02:42. Data extracted at: 2021-03-

25T14:26:12 UTC 
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14.2 Compliance 

Table 14.2-1 Compliance (Full analysis set) 

Drug 

accountability Result Category  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Total dispensed 

(CAPSULE) 

Measured value n 52 52 52 156 

Mean (SD) 921 (228) 950 (184) 974 (141) 948 (188) 

Median (Min, 

Max) 

1008 (252, 1008) 1008 (252, 1008) 1008.0 (252, 

1008) 

1008 (252, 1008) 

Q1, Q3 1008, 1008 1008, 1008 1008, 1008 1008, 1008 

Total returned 

(CAPSULE) 

Measured value n 52 52 52 156 

Mean (SD) 80 (117) 75 (67) 84 (97) 80 (95) 

Median (Min, 

Max) 

40 (0, 546) 49 (1, 276) 47 (3, 599) 44 (0, 599) 

Q1, Q3 27, 89 30, 109 29, 116 29, 103 

Study period 

(DAYS) 

Measured value n 45 46 49 140 

Mean (SD) 177 (12) 178 (7) 179 (7) 178 (9) 

Median (Min, 

Max) 

178 (104, 193) 178 (153, 200) 178 (155, 199) 178 (104, 200) 

Q1, Q3 177, 180 176, 180 176.0, 178.0 176, 180 

Planned dose 

(CAPSULE) 

Measured value n 45 46 49 140 

Mean (SD) 976 (71) 985.7 (43) 988 (42) 983 (53) 

Median (Min, 

Max) 

984 (540, 1074) 984 (834, 1116) 984 (846, 1110) 984 (540, 1116) 

Q1, Q3 978, 996 972, 996 972, 984 972, 996 

Compliance 

(PERCENT) 

Measured value n 45 46 49 140 

Mean (SD) 95 (10) 96 (5) 93 (10) 95 (9) 

Median (Min, 

Max) 

99 (48, 100) 98 (78, 100) 97 (42, 100) 98 (42, 100) 

Q1, Q3 94, 100 94, 99 92, 99 93, 99 

 
Data based on Full analysis set. Compliance was calculated for subjects who have completed the 

whole treatment period EP-002 Compliance, SAS program: descriptive_stat_tables.sas. Run by: 

Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-

25T14:26:12 UTC 
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Table 14.2-2 Compliance (Per protocol analysis set) 

Drug 

accountability Result Category  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Total dispensed 

(CAPSULE) 
Measured value n 41 41 40 122 

Mean (SD) 1008 (0) 1008 (0) 1008 (0) 1008 (0) 

Median (Min, 

Max) 

1008 (1008, 1008) 1008 (1008, 1008) 1008 (1008, 1008) 1008 (1008, 1008) 

Q1, Q3 1008, 1008 1008, 1008 1008, 1008 1008, 1008 

Total returned 

(CAPSULE) 
Measured value n 41 41 40 122 

Mean (SD) 51 (39) 55 (40) 60 (40.5) 55 (40) 

Median (Min, 

Max) 

38 (0, 158) 42 (1, 164) 45 (3, 156) 41 (0, 164) 

Q1, Q3 27, 89 30, 109 29, 116 29, 103 

Study period 

(DAYS) 
Measured value n 41 41 40 122 

Mean (SD) 178 (4) 178 (4) 177 (4) 178 (4) 

Median (Min, 

Max) 

178 (168, 189) 178 (168, 190) 178 (169, 190) 178 (168, 190) 

Q1, Q3 177, 180 176, 180 176, 178 176, 180 

Planned dose 

(CAPSULE) 
Measured value n 41 41 40 122 

Mean (SD) 983 (22) 982 (25) 981 (23) 982 (23) 

Median (Min, 

Max) 

984 (924, 1050) 984 (924, 1056) 984 (930, 1056) 984 (924, 1056) 

Q1, Q3 978, 996 972, 996 972, 984 972, 996 

Compliance 

(PERCENT) 
Measured value n 41 41 40 122 

Mean (SD) 97 (4) 97 (4) 97 (4) 97 (4) 

Median (Min, 

Max) 
99 (86, 100) 99 (86, 100) 99 (86, 100) 99 (86, 100) 

Q1, Q3 94, 100 94, 99 92, 99 93, 99 

 
Data based on Per protocol analysis set.  EP-002 Compliance, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. 

Data extracted at: 2021-03-25T14:26:12 UTC 
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14.3 Efficacy data 

14.3.1 Body weight data 

Table 14.3-1 Weight, relative change from baseline (Full analysis set) 

Assessment 

(unit) 

Result 

Category 

Assessment 

timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Weight (kg) Measured 

value 

VISIT 1 

SCREENING 
n 52 52 52 156 

Mean (SD) 99.02 (12.13) 101.00 

(13.35) 

103.61 (16.06) 101.21 

(13.98) 

Median (Min, 

Max) 

97.40 (71.3, 

133.0) 

98.15 (72.9, 

136.8) 

100.40 (71.7, 

134.4) 

98.50 (71.3, 

136.8) 

Q1, Q3 90.75, 105.10 91.40, 111.45 91.10, 116.00 91.20, 113.20 

VISIT 2 (WEEK 1), 

PRE-DOSE 

n 52 52 52 156 

Mean (SD) 99.00 (12.16) 101.20 

(13.24) 

103.65 (16.16) 101.28 

(13.99) 

Median (Min, 

Max) 

97.30 (72.1, 

134.4) 

98.60 (72.7, 

135.8) 

100.00 (70.9, 

137.3) 

98.90 (70.9, 

137.3) 

Q1, Q3 90.75, 105.75 91.15, 112.05 91.40, 116.00 91.15, 110.70 

VISIT 3 (WEEK 7), 

PRE-DOSE 

n 48 50 50 148 

Mean (SD) 96.71 (12.60) 98.29 (12.83) 102.83 (16.03) 99.31 (14.08) 

Median (Min, 

Max) 

94.25 (70.6, 

131.6) 

96.00 (71.8, 

129.0) 

99.85 (71.5, 

133.8) 

96.50 (70.6, 

133.8) 

Q1, Q3 89.45, 104.95 89.30, 109.40 90.60, 113.90 89.60, 109.00 

VISIT 4 (WEEK 

14), PRE-DOSE 

n 45 47 49 141 

Mean (SD) 93.93 (11.72) 95.34 (12.06) 101.86 (15.76) 97.16 (13.72) 

Median (Min, 

Max) 

91.40 (68.5, 

120.3) 

93.30 (69.8, 

121.1) 

99.80 (71.5, 

133.3) 

94.00 (68.5, 

133.3) 

Q1, Q3 86.60, 100.20 86.20, 108.00 90.10, 113.00 87.20, 107.60 

VISIT 5 (WEEK 

26), PRE-DOSE 
n 44 45 46 135 

Mean (SD) 92.53 (12.36) 93.35 (12.97) 101.62 (16.42) 95.90 (14.56) 

Median (Min, 

Max) 

90.35 (66.2, 

121.3) 

91.30 (68.0, 

124.6) 

98.40 (72.8, 

135.5) 

93.20 (66.2, 

135.5) 

Q1, Q3 84.50, 98.45 83.60, 106.10 90.20, 112.90 86.10, 106.30 

Relative 

change from 

baseline (%) 

VISIT 3 (WEEK 7), 

PRE-DOSE 

n 48 50 50 148 

Mean (SD) -2.2 (1.9) -2.6 (1.9) -1.0 (2.1) -1.9 (2.1) 

Median (Min, 

Max) 

-2.1 (-6, 2) -2.6 (-6, 2) -0.6 (-5, 3) -1.9 (-6, 3) 

Q1, Q3 -3.2, -0.8 -4.0, -1.2 -2.5, 0.7 -3.5, -0.2 

Anova p-value vs 

Placebo 

0.0026 0.0001 NA NA 

VISIT 4 (WEEK 

14), PRE-DOSE 

n 45 47 49 141 

Mean (SD) -4.4 (3.1) -4.8 (2.9) -1.1 (3.1) -3.4 (3.5) 

Median (Min, 

Max) 

-4.3 (-11, 4) -4.5 (-12, 1) -0.2 (-9, 5) -3.5 (-12, 5) 

Q1, Q3 -5.6, -2.6 -7.0, -2.8 -3.5, 0.8 -5.5, -0.9 
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Assessment 

(unit) 

Result 

Category 

Assessment 

timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Anova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

VISIT 5 (WEEK 

26), PRE-DOSE 

n 44 45 46 135 

Mean (SD) -5.8 (5.3) -6.5 (4.4) -0.7 (3.7) -4.3 (5.2) 

Median (Min, 

Max) 

-5.7 (-17, 3) -6.1 (-17, 4) 0.0 (-10, 7) -3.7 (-17, 7) 

Q1, Q3 -9.3, -1.6 -9.6, -3.7 -3.3, 1.9 -7.8, -0.2 

Anova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

 
Data based on Full analysis set. Treatment have been used as independent variable and weight 

at baseline as covariate in the ANCOVA model. Data underlying the ANOVA has been imputated in 

case of missing values using Last Observation Carried Forward, LOCF. EP-002 Weight, relative 

change from baseline, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, 

jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 UTC 

 

Table 14.3-2 Weight, relative change from baseline (Per protocol analysis set) 

Assessment 

(unit) 

Result 

Category 

Assessment 

timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Weight (kg) Measured 

value 

VISIT 1 

SCREENING 

n 41 41 40 122 

Mean (SD) 98.40 (11.74) 98.98 (12.75) 101.44 

(15.84) 

99.59 (13.49) 

Median (Min, 

Max) 

97.50 (71.3, 

123.8) 

97.20 (72.9, 

124.5) 

98.70 (71.7, 

133.0) 

97.80 (71.3, 

133.0) 

Q1, Q3 90.75, 105.10 91.40, 111.45 91.10, 116.00 91.20, 113.20 

VISIT 2 (WEEK 1), 

PRE-DOSE 

n 41 41 40 122 

Mean (SD) 98.27 (11.63) 99.22 (12.65) 101.44 

(15.80) 
99.63 (13.41) 

Median (Min, 

Max) 

97.30 (72.1, 

121.4) 

97.70 (72.7, 

124.4) 

98.65 (70.9, 

131.8) 

97.70 (70.9, 

131.8) 

Q1, Q3 90.75, 105.75 91.15, 112.05 91.40, 116.00 91.15, 110.70 

VISIT 3 (WEEK 7), 

PRE-DOSE 

n 41 41 39 121 

Mean (SD) 96.05 (11.72) 96.67 (12.34) 100.91 

(15.63) 

97.83 (13.36) 

Median (Min, 

Max) 

94.30 (70.6, 

120.5) 

95.40 (71.8, 

119.2) 

98.90 (71.5, 

133.8) 

95.10 (70.6, 

133.8) 

Q1, Q3 89.45, 104.95 89.30, 109.40 90.60, 113.90 89.60, 109.00 

VISIT 4 (WEEK 

14), PRE-DOSE 

n 41 41 40 122 

Mean (SD) 93.83 (11.68) 94.50 (12.13) 100.53 

(15.72) 

96.25 (13.51) 

Median (Min, 

Max) 

91.40 (68.5, 

120.3) 

92.10 (69.8, 

121.1) 

99.60 (71.5, 

133.3) 

93.15 (68.5, 

133.3) 

Q1, Q3 86.60, 100.20 86.20, 108.00 90.10, 113.00 87.20, 107.60 

VISIT 5 (WEEK 

26), PRE-DOSE 

n 41 41 40 122 

Mean (SD) 92.24 (12.35) 92.82 (13.02) 100.61 

(16.06) 
95.18 (14.29) 

Median (Min, 

Max) 

90.40 (66.2, 

121.3) 

91.30 (68.0, 

124.6) 

98.05 (72.8, 

135.5) 

92.35 (66.2, 

135.5) 
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Assessment 

(unit) 

Result 

Category 

Assessment 

timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 84.50, 98.45 83.60, 106.10 90.20, 112.90 86.10, 106.30 

Relative 

change from 

baseline (%) 

VISIT 3 (WEEK 7), 

PRE-DOSE 
n 41 41 39 121 

Mean (SD) -2.3 (2.0) -2.6 (2.0) -0.8 (2.0) -1.9 (2.1) 

Median (Min, 

Max) 
-2.2 (-6, 2) -2.5 (-6, 2) -0.4 (-5, 3) -1.9 (-6, 3) 

Q1, Q3 -3.2, -0.8 -4.0, -1.2 -2.5, 0.7 -3.5, -0.2 

Anova p-value vs 

Placebo 

0.0020 0.0002 NA NA 

VISIT 4 (WEEK 

14), PRE-DOSE 
n 41 41 40 122 

Mean (SD) -4.5 (3.2) -4.7 (3.0) -0.8 (3.3) -3.4 (3.6) 

Median (Min, 

Max) 
-4.4 (-11, 4) -4.4 (-12, 1) -0.1 (-9, 5) -3.6 (-12, 5) 

Q1, Q3 -5.6, -2.6 -7.0, -2.8 -3.5, 0.8 -5.5, -0.9 

Anova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

VISIT 5 (WEEK 

26), PRE-DOSE 

n 41 41 40 122 

Mean (SD) -6.1 (5.3) -6.5 (4.6) -0.8 (3.9) -4.5 (5.3) 

Median (Min, 

Max) 

-5.8 (-17, 3) -6.1 (-17, 4) 0.0 (-10, 7) -4.1 (-17, 7) 

Q1, Q3 -9.3, -1.6 -9.6, -3.7 -3.3, 1.9 -7.8, -0.2 

Anova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

 
Data based on Per protocol analysis set.  EP-002 Weight, relative change from baseline, SAS 

program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-

05T21:03:56. Data extracted at: 2021-03-25T14:26:12 UTC
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Figure 14.3-1 Weight, mean relative change from baseline at week 7, 14 and 26 (Per protocol 

analysis set) 

 
EP-002__14_02_02_08.rtf. Weight, mean value relative change from baseline at week 7, 14 and 

26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-

21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.3-3 Weight, relative change from baseline, subgroup analysis by sex (Full analysis set) 

Assessment (unit) Result Category Sex Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Weight (kg) Measured value F VISIT 1 SCREENING n 38 36 37 111 

Mean (SD) 94.25 (8.22) 97.50 (11.98) 99.20 (15.79) 96.96 (12.42) 

Median (Min, Max) 94.60 (71.3, 109.3) 95.65 (72.9, 120.2) 97.40 (71.7, 133.0) 95.40 (71.3, 133.0) 

Q1, Q3 88.60, 100.50 88.10, 108.95 88.20, 106.90 88.20, 103.00 

VISIT 2 (WEEK 1), PRE-

DOSE 
n 38 36 37 111 

Mean (SD) 94.22 (8.25) 97.80 (11.84) 99.21 (15.70) 97.05 (12.36) 

Median (Min, Max) 94.75 (72.1, 110.5) 96.75 (72.7, 119.0) 96.20 (70.9, 131.8) 95.80 (70.9, 131.8) 

Q1, Q3 88.30, 100.40 88.65, 109.00 88.60, 106.50 88.30, 103.10 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 35 35 36 106 

Mean (SD) 91.24 (7.97) 95.08 (11.80) 98.56 (15.50) 94.99 (12.44) 

Median (Min, Max) 92.30 (70.6, 107.8) 92.80 (71.8, 114.6) 96.55 (71.5, 133.8) 93.25 (70.6, 133.8) 

Q1, Q3 86.40, 94.70 85.80, 103.90 89.45, 107.05 87.00, 101.10 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 34 35 36 105 

Mean (SD) 89.13 (7.83) 92.76 (11.48) 98.14 (15.46) 93.43 (12.52) 

Median (Min, Max) 90.30 (68.5, 108.3) 90.30 (69.8, 112.9) 95.00 (71.5, 133.3) 91.20 (68.5, 133.3) 

Q1, Q3 84.90, 92.20 84.70, 101.50 87.20, 106.50 86.00, 99.80 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 33 33 33 99 

Mean (SD) 87.25 (7.79) 90.47 (12.14) 97.34 (16.09) 91.68 (13.05) 

Median (Min, Max) 88.70 (66.2, 108.0) 89.00 (68.0, 113.0) 93.60 (72.8, 135.5) 90.20 (66.2, 135.5) 

Q1, Q3 82.90, 90.80 81.90, 99.40 87.00, 104.10 83.60, 97.40 

M VISIT 1 SCREENING n 14 16 15 45 

Mean (SD) 111.94 (11.79) 108.86 (13.28) 114.48 (11.00) 111.69 (12.05) 

Median (Min, Max) 113.55 (96.5, 133.0) 110.35 (90.7, 136.8) 114.50 (94.8, 134.4) 111.20 (90.7, 136.8) 
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Assessment (unit) Result Category Sex Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 98.50, 120.10 95.75, 116.85 107.80, 123.10 104.40, 122.50 

VISIT 2 (WEEK 1), PRE-

DOSE 
n 14 16 15 45 

Mean (SD) 111.96 (11.78) 108.84 (13.36) 114.59 (11.67) 111.73 (12.29) 

Median (Min, Max) 113.35 (96.2, 134.4) 109.65 (90.2, 135.8) 114.30 (94.8, 137.3) 112.90 (90.2, 137.3) 

Q1, Q3 100.00, 120.40 95.80, 117.20 107.00, 123.70 100.00, 120.00 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 13 15 14 42 

Mean (SD) 111.42 (10.97) 105.79 (12.32) 113.81 (11.91) 110.20 (12.00) 

Median (Min, Max) 115.90 (94.1, 131.6) 107.40 (88.0, 129.0) 113.55 (96.0, 133.5) 112.45 (88.0, 133.5) 

Q1, Q3 104.60, 117.90 93.10, 115.30 105.00, 121.90 98.90, 117.90 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 11 12 13 36 

Mean (SD) 108.76 (9.03) 102.89 (10.84) 112.15 (11.86) 108.03 (11.14) 

Median (Min, Max) 110.00 (93.9, 120.3) 105.55 (85.8, 121.1) 111.10 (94.7, 132.1) 109.05 (85.8, 132.1) 

Q1, Q3 100.30, 117.00 93.35, 110.65 103.80, 118.10 98.70, 115.40 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 11 12 13 36 

Mean (SD) 108.38 (9.70) 101.29 (12.25) 112.48 (11.97) 107.50 (12.08) 

Median (Min, Max) 109.60 (90.8, 121.3) 102.35 (83.0, 124.6) 110.90 (94.9, 132.7) 107.85 (83.0, 132.7) 

Q1, Q3 101.60, 118.40 91.80, 110.10 104.10, 118.40 98.50, 114.40 

Relative change 

from baseline (%) 

F VISIT 3 (WEEK 7), PRE-

DOSE 

n 35 35 36 106 

Mean (SD) -2.5 (2.0) -2.8 (2.0) -1.0 (2.2) -2.1 (2.2) 

Median (Min, Max) -2.6 (-6, 2) -3.4 (-6, 2) -0.5 (-5, 3) -2.2 (-6, 3) 

Q1, Q3 -3.6, -0.8 -4.4, -1.2 -2.5, 0.8 -3.7, -0.1 

Anova p-value vs Placebo 0.0028 0.0003 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 34 35 36 105 

Mean (SD) -4.8 (3.2) -5.1 (3.1) -1.0 (3.1) -3.6 (3.6) 
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Assessment (unit) Result Category Sex Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) -4.6 (-11, 4) -4.7 (-12, 1) -0.2 (-9, 4) -4.0 (-12, 4) 

Q1, Q3 -6.1, -3.4 -7.5, -3.5 -3.2, 1.0 -5.8, -0.7 

Anova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 33 33 33 99 

Mean (SD) -6.6 (5.5) -6.9 (4.5) -0.6 (3.9) -4.7 (5.5) 

Median (Min, Max) -6.4 (-17, 3) -6.5 (-17, 4) 0.0 (-10, 7) -4.7 (-17, 7) 

Q1, Q3 -10.2, -2.3 -10.5, -4.1 -2.4, 2.1 -8.5, -0.2 

Anova p-value vs Placebo <.0001 <.0001 NA NA 

M VISIT 3 (WEEK 7), PRE-

DOSE 

n 13 15 14 42 

Mean (SD) -1.5 (1.3) -2.2 (1.7) -1.0 (2.0) -1.6 (1.7) 

Median (Min, Max) -1.5 (-5, 1) -2.3 (-5, 1) -0.9 (-4, 3) -1.6 (-5, 3) 

Q1, Q3 -2.1, -0.8 -3.1, -0.5 -2.2, 0.4 -2.4, -0.4 

Anova p-value vs Placebo 0.4752 0.0675 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 11 12 13 36 

Mean (SD) -3.2 (2.5) -3.8 (2.3) -1.3 (3.3) -2.7 (2.9) 

Median (Min, Max) -2.9 (-9, 0) -3.1 (-9, -1) -0.9 (-6, 5) -2.6 (-9, 5) 

Q1, Q3 -4.3, -1.2 -5.3, -2.2 -3.8, 0.0 -4.7, -1.0 

Anova p-value vs Placebo 0.0807 0.0135 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 11 12 13 36 

Mean (SD) -3.5 (3.8) -5.4 (3.9) -1.1 (3.3) -3.2 (4.0) 

Median (Min, Max) -3.1 (-12, 1) -5.0 (-12, 2) 0.0 (-6, 5) -3.2 (-12, 5) 

Q1, Q3 -5.8, -0.7 -7.9, -2.8 -3.6, 0.5 -5.7, 0.1 

Anova p-value vs Placebo 0.0826 0.0031 NA NA 

 
Data based on Full analysis set. Treatment have been used as independent variable in the model. Data underlying the ANOVA has been imputated in 

case of missing values using Last Observation Carried Forward, LOCF. EP-002 Weight, relative change from baseline, subgroup analysis by sex, SAS 
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program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 

UTC
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Table 14.3-4 Weight, relative change from baseline, subgroup analysis by sex (Per protocol analysis set) 

Assessment (unit) Result Category Sex Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Weight (kg) Measured value F VISIT 1 SCREENING n 31 31 30 92 

Mean (SD) 94.07 (8.61) 96.19 (11.84) 97.19 (15.70) 95.80 (12.28) 

Median (Min, Max) 94.80 (71.3, 109.3) 93.60 (72.9, 120.2) 93.75 (71.7, 133.0) 93.80 (71.3, 133.0) 

Q1, Q3 88.60, 100.50 88.10, 108.95 88.20, 106.90 88.20, 103.00 

VISIT 2 (WEEK 1), PRE-

DOSE 

n 31 31 30 92 

Mean (SD) 93.95 (8.54) 96.49 (11.71) 97.24 (15.59) 95.88 (12.19) 

Median (Min, Max) 94.40 (72.1, 110.5) 94.50 (72.7, 117.4) 93.25 (70.9, 131.8) 94.10 (70.9, 131.8) 

Q1, Q3 88.30, 100.40 88.65, 109.00 88.60, 106.50 88.30, 103.10 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 31 31 29 91 

Mean (SD) 91.53 (8.36) 93.80 (11.44) 96.87 (15.53) 94.01 (12.11) 

Median (Min, Max) 92.30 (70.6, 107.8) 92.30 (71.8, 113.5) 93.40 (71.5, 133.8) 92.30 (70.6, 133.8) 

Q1, Q3 86.40, 94.70 85.80, 103.90 89.45, 107.05 87.00, 101.10 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 31 31 30 92 

Mean (SD) 89.23 (8.15) 91.57 (11.09) 96.46 (15.25) 92.38 (12.07) 

Median (Min, Max) 90.60 (68.5, 108.3) 90.30 (69.8, 110.6) 92.45 (71.5, 133.3) 91.00 (68.5, 133.3) 

Q1, Q3 84.90, 92.20 84.70, 101.50 87.20, 106.50 86.00, 99.80 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 31 31 30 92 

Mean (SD) 87.18 (8.03) 89.76 (11.84) 96.51 (15.62) 91.09 (12.68) 

Median (Min, Max) 88.70 (66.2, 108.0) 88.50 (68.0, 113.0) 93.45 (72.8, 135.5) 89.95 (66.2, 135.5) 

Q1, Q3 82.90, 90.80 81.90, 99.40 87.00, 104.10 83.60, 97.40 

M VISIT 1 SCREENING n 10 10 10 30 

Mean (SD) 111.83 (10.00) 107.63 (12.05) 114.17 (7.30) 111.21 (10.01) 
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Assessment (unit) Result Category Sex Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 113.55 (96.5, 123.8) 110.35 (90.7, 124.5) 115.20 (100.9, 125.3) 112.50 (90.7, 125.3) 

Q1, Q3 98.50, 120.10 95.75, 116.85 107.80, 123.10 104.40, 122.50 

VISIT 2 (WEEK 1), PRE-

DOSE 

n 10 10 10 30 

Mean (SD) 111.63 (9.77) 107.68 (12.21) 114.03 (7.99) 111.11 (10.14) 

Median (Min, Max) 113.35 (96.2, 121.4) 109.30 (90.2, 124.4) 114.95 (99.0, 125.9) 113.60 (90.2, 125.9) 

Q1, Q3 100.00, 120.40 95.80, 117.20 107.00, 123.70 100.00, 120.00 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 10 10 10 30 

Mean (SD) 110.07 (9.45) 105.55 (11.14) 112.62 (8.79) 109.41 (9.95) 

Median (Min, Max) 112.15 (94.1, 120.5) 108.00 (88.0, 119.2) 113.55 (98.9, 129.1) 112.45 (88.0, 129.1) 

Q1, Q3 104.60, 117.90 93.10, 115.30 105.00, 121.90 98.90, 117.90 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 10 10 10 30 

Mean (SD) 108.10 (9.23) 103.60 (11.05) 112.73 (10.07) 108.14 (10.50) 

Median (Min, Max) 108.65 (93.9, 120.3) 105.55 (85.8, 121.1) 112.05 (97.1, 131.7) 109.85 (85.8, 131.7) 

Q1, Q3 100.30, 117.00 93.35, 110.65 103.80, 118.10 98.70, 115.40 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 10 10 10 30 

Mean (SD) 107.91 (10.09) 102.31 (12.40) 112.91 (10.37) 107.71 (11.49) 

Median (Min, Max) 108.20 (90.8, 121.3) 102.35 (83.0, 124.6) 111.90 (98.4, 132.7) 109.25 (83.0, 132.7) 

Q1, Q3 101.60, 118.40 91.80, 110.10 104.10, 118.40 98.50, 114.40 

Relative change 

from baseline (%) 

F VISIT 3 (WEEK 7), PRE-

DOSE 

n 31 31 29 91 

Mean (SD) -2.6 (2.1) -2.8 (2.0) -0.7 (2.0) -2.0 (2.2) 

Median (Min, Max) -2.6 (-6, 2) -3.3 (-6, 2) 0.1 (-5, 3) -2.2 (-6, 3) 

Q1, Q3 -3.6, -0.8 -4.4, -1.2 -2.5, 0.8 -3.7, -0.1 

Anova p-value vs Placebo 0.0007 0.0002 NA NA 

n 31 31 30 92 
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Assessment (unit) Result Category Sex Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 4 (WEEK 14), PRE-

DOSE 

Mean (SD) -5.0 (3.3) -5.0 (3.2) -0.7 (3.2) -3.6 (3.8) 

Median (Min, Max) -4.8 (-11, 4) -4.5 (-12, 1) 0.0 (-9, 4) -4.1 (-12, 4) 

Q1, Q3 -6.1, -3.4 -7.5, -3.5 -3.2, 1.0 -5.8, -0.7 

Anova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 31 31 30 92 

Mean (SD) -7.1 (5.4) -7.0 (4.7) -0.7 (4.0) -5.0 (5.5) 

Median (Min, Max) -7.0 (-17, 3) -6.6 (-17, 4) 0.1 (-10, 7) -5.0 (-17, 7) 

Q1, Q3 -10.2, -2.3 -10.5, -4.1 -2.4, 2.1 -8.5, -0.2 

Anova p-value vs Placebo <.0001 <.0001 NA NA 

M VISIT 3 (WEEK 7), PRE-

DOSE 

n 10 10 10 30 

Mean (SD) -1.4 (1.4) -1.9 (1.9) -1.3 (2.0) -1.5 (1.8) 

Median (Min, Max) -1.3 (-5, 1) -2.1 (-5, 1) -1.5 (-4, 3) -1.5 (-5, 3) 

Q1, Q3 -2.1, -0.8 -3.1, -0.5 -2.2, 0.4 -2.4, -0.4 

Anova p-value vs Placebo 0.8909 0.4438 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 10 10 10 30 

Mean (SD) -3.1 (2.7) -3.7 (2.4) -1.2 (3.7) -2.7 (3.1) 

Median (Min, Max) -2.9 (-9, 0) -3.1 (-9, -1) -0.5 (-6, 5) -2.6 (-9, 5) 

Q1, Q3 -4.3, -1.2 -5.3, -2.2 -3.8, 0.0 -4.7, -1.0 

Anova p-value vs Placebo 0.1630 0.0707 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 10 10 10 30 

Mean (SD) -3.3 (3.9) -5.0 (4.1) -1.1 (3.7) -3.1 (4.1) 

Median (Min, Max) -2.5 (-12, 1) -4.3 (-12, 2) -0.3 (-6, 5) -2.9 (-12, 5) 

Q1, Q3 -5.8, -0.7 -7.9, -2.8 -3.6, 0.5 -5.7, 0.1 

Anova p-value vs Placebo 0.2142 0.0346 NA NA 
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Data based on Per protocol analysis set. Treatment have been used as independent variable in the model. EP-002 Weight, relative change from 

baseline, subgroup analysis by sex, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. 

Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.3-5 Weight, absolute change from baseline (Full analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Weight (kg) Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 99.02 (12.13) 101.00 (13.35) 103.61 (16.06) 101.21 (13.98) 

Median (Min, Max) 97.40 (71.3, 133.0) 98.15 (72.9, 136.8) 100.40 (71.7, 134.4) 98.50 (71.3, 136.8) 

Q1, Q3 90.75, 105.10 91.40, 111.45 91.10, 116.00 91.20, 113.20 

VISIT 2 (WEEK 1), PRE-DOSE n 52 52 52 156 

Mean (SD) 99.00 (12.16) 101.20 (13.24) 103.65 (16.16) 101.28 (13.99) 

Median (Min, Max) 97.30 (72.1, 134.4) 98.60 (72.7, 135.8) 100.00 (70.9, 137.3) 98.90 (70.9, 137.3) 

Q1, Q3 90.75, 105.75 91.15, 112.05 91.40, 116.00 91.15, 110.70 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) 96.71 (12.60) 98.29 (12.83) 102.83 (16.03) 99.31 (14.08) 

Median (Min, Max) 94.25 (70.6, 131.6) 96.00 (71.8, 129.0) 99.85 (71.5, 133.8) 96.50 (70.6, 133.8) 

Q1, Q3 89.45, 104.95 89.30, 109.40 90.60, 113.90 89.60, 109.00 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 47 49 141 

Mean (SD) 93.93 (11.72) 95.34 (12.06) 101.86 (15.76) 97.16 (13.72) 

Median (Min, Max) 91.40 (68.5, 120.3) 93.30 (69.8, 121.1) 99.80 (71.5, 133.3) 94.00 (68.5, 133.3) 

Q1, Q3 86.60, 100.20 86.20, 108.00 90.10, 113.00 87.20, 107.60 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 44 45 46 135 

Mean (SD) 92.53 (12.36) 93.35 (12.97) 101.62 (16.42) 95.90 (14.56) 

Median (Min, Max) 90.35 (66.2, 121.3) 91.30 (68.0, 124.6) 98.40 (72.8, 135.5) 93.20 (66.2, 135.5) 

Q1, Q3 84.50, 98.45 83.60, 106.10 90.20, 112.90 86.10, 106.30 

Absolute change from 

baseline 
VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) -2.15 (1.84) -2.67 (2.04) -1.05 (2.24) -1.95 (2.15) 

Median (Min, Max) -2.00 (-6.1, 2.4) -2.65 (-6.8, 1.8) -0.60 (-5.7, 3.2) -1.90 (-6.8, 3.2) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 -2.95, -0.90 -4.00, -1.40 -2.70, 0.60 -3.40, -0.20 

Ancova p-value vs Placebo 0.0031 <.0001 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -4.29 (3.19) -4.83 (3.11) -1.18 (3.30) -3.39 (3.58) 

Median (Min, Max) -3.90 (-11.4, 3.5) -4.10 (-13.3, 1.3) -0.30 (-8.9, 5.8) -3.60 (-13.3, 5.8) 

Q1, Q3 -5.50, -2.40 -6.90, -2.80 -3.60, 0.60 -5.30, -0.90 

Ancova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -5.75 (5.35) -6.44 (4.59) -0.78 (3.75) -4.29 (5.23) 

Median (Min, Max) -5.25 (-17.0, 3.3) -6.00 (-18.2, 3.6) 0.00 (-9.7, 6.8) -4.10 (-18.2, 6.8) 

Q1, Q3 -8.45, -1.65 -9.00, -3.60 -3.50, 1.70 -7.10, -0.20 

Ancova p-value vs Placebo <.0001 <.0001 NA NA 

 
Data based on Full analysis set. Treatment have been used as independent variable and weight at baseline as covariate in the ANCOVA model. Data 

underlying the ANCOVA has been imputated in case of missing values using Last Observation Carried Forward, LOCF. EP-002 Weight, absolute change 

from baseline, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 

2021-03-25T14:26:12 UTC
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Table 14.3-6 Weight, absolute change from baseline (Per protocol analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Weight (kg) Measured value VISIT 1 SCREENING n 41 41 40 122 

Mean (SD) 98.40 (11.74) 98.98 (12.75) 101.44 (15.84) 99.59 (13.49) 

Median (Min, Max) 97.50 (71.3, 123.8) 97.20 (72.9, 124.5) 98.70 (71.7, 133.0) 97.80 (71.3, 133.0) 

Q1, Q3 90.75, 105.10 91.40, 111.45 91.10, 116.00 91.20, 113.20 

VISIT 2 (WEEK 1), PRE-DOSE n 41 41 40 122 

Mean (SD) 98.27 (11.63) 99.22 (12.65) 101.44 (15.80) 99.63 (13.41) 

Median (Min, Max) 97.30 (72.1, 121.4) 97.70 (72.7, 124.4) 98.65 (70.9, 131.8) 97.70 (70.9, 131.8) 

Q1, Q3 90.75, 105.75 91.15, 112.05 91.40, 116.00 91.15, 110.70 

VISIT 3 (WEEK 7), PRE-DOSE n 41 41 39 121 

Mean (SD) 96.05 (11.72) 96.67 (12.34) 100.91 (15.63) 97.83 (13.36) 

Median (Min, Max) 94.30 (70.6, 120.5) 95.40 (71.8, 119.2) 98.90 (71.5, 133.8) 95.10 (70.6, 133.8) 

Q1, Q3 89.45, 104.95 89.30, 109.40 90.60, 113.90 89.60, 109.00 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) 93.83 (11.68) 94.50 (12.13) 100.53 (15.72) 96.25 (13.51) 

Median (Min, Max) 91.40 (68.5, 120.3) 92.10 (69.8, 121.1) 99.60 (71.5, 133.3) 93.15 (68.5, 133.3) 

Q1, Q3 86.60, 100.20 86.20, 108.00 90.10, 113.00 87.20, 107.60 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) 92.24 (12.35) 92.82 (13.02) 100.61 (16.06) 95.18 (14.29) 

Median (Min, Max) 90.40 (66.2, 121.3) 91.30 (68.0, 124.6) 98.05 (72.8, 135.5) 92.35 (66.2, 135.5) 

Q1, Q3 84.50, 98.45 83.60, 106.10 90.20, 112.90 86.10, 106.30 

Absolute change from 

baseline 
VISIT 3 (WEEK 7), PRE-DOSE n 41 41 39 121 

Mean (SD) -2.21 (1.97) -2.56 (2.07) -0.90 (2.08) -1.91 (2.14) 

Median (Min, Max) -2.10 (-6.1, 2.4) -2.50 (-6.8, 1.8) -0.50 (-5.2, 3.2) -1.90 (-6.8, 3.2) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 -2.95, -0.90 -4.00, -1.40 -2.70, 0.60 -3.40, -0.20 

Ancova p-value vs Placebo 0.0028 0.0003 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -4.43 (3.29) -4.72 (3.23) -0.91 (3.43) -3.37 (3.71) 

Median (Min, Max) -3.90 (-11.4, 3.5) -4.10 (-13.3, 1.3) -0.05 (-8.9, 5.8) -3.60 (-13.3, 5.8) 

Q1, Q3 -5.50, -2.40 -6.90, -2.80 -3.60, 0.60 -5.30, -0.90 

Ancova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -6.03 (5.35) -6.40 (4.80) -0.83 (3.93) -4.45 (5.34) 

Median (Min, Max) -5.40 (-17.0, 3.3) -5.70 (-18.2, 3.6) 0.00 (-9.7, 6.8) -4.20 (-18.2, 6.8) 

Q1, Q3 -8.45, -1.65 -9.00, -3.60 -3.50, 1.70 -7.10, -0.20 

Ancova p-value vs Placebo <.0001 <.0001 NA NA 

 
Data based on Per protocol analysis set. Treatment have been used as independent variable and weight at baseline as covariate in the ANCOVA 

model. EP-002 Weight, absolute change from baseline, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-

05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 UTC 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                147 (398) 

Figure 14.3-2 Weight, mean absolute change from baseline at week 7, 14 and 26 (Full analysis set) 

 
EP-002__14_02_02_05.rtf. Weight, mean value absolute change from baseline at week 7, 14 and 

26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-

21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.3-3 Weight, mean absolute change from baseline at week 7, 14 and 26 (Per protocol 

analysis set) 

 
EP-002__14_02_02_06.rtf. Weight, mean value absolute change from baseline at week 7, 14 and 

26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-

21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.3-7 Proportion of patients with ≥5% decrease in body weight (Per protocol analysis set) 

Parameter Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Grouped body weight loss VISIT 3 (WEEK 7), PRE-

DOSE 
<5% 35(85%)/41 36(88%)/41 38(97%)/39 109(90%)/121 

>=5% 6(15%)/41 5(12%)/41 1(2.6%)/39 12(9.9%)/121 

Chi-Square p-

value 
0.0562 0.1021 - - 

VISIT 4 (WEEK 14), PRE-

DOSE 

<5% 27(66%)/41 25(61%)/41 34(85%)/40 86(70%)/122 

>=5% 14(34%)/41 16(39%)/41 6(15%)/40 36(30%)/122 

Chi-Square p-

value 

0.0457 0.0151 - - 

VISIT 5 (WEEK 26), PRE-

DOSE 

<5% 18(44%)/41 15(37%)/41 34(85%)/40 67(55%)/122 

>=5% 23(56%)/41 26(63%)/41 6(15%)/40 55(45%)/122 

Chi-Square p-

value 

0.0001 <.0001 - - 

 
Data based on Per protocol analysis set. Results are presented as n(%)/N, where N is the total 

number of observations at that specific timepoint.  EP-002 Relative weight loss, proportion of 

subjects with >5% weight loss, SAS program 

 

Table 14.3-8 Proportion of patients with ≥10% decrease in body weight (Per protocol analysis set) 

Parameter Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Body weight loss VISIT 3 (WEEK 7), PRE-

DOSE 

<10% 41(100%)/41 41(100%)/41 39(100%)/39 121(100%)/121 

>=10% 0 0 0 0 

Chi-Square p-

value 

- - - - 

VISIT 4 (WEEK 14), 

PRE-DOSE 

<10% 37(90%)/41 39(95%)/41 40(100%)/40 116(95%)/122 

>=10% 4(9.8%)/41 2(4.9%)/41 0 6(4.9%)/122 

Chi-Square p-

value 

0.0428 0.1572 - - 

VISIT 5 (WEEK 26), 

PRE-DOSE 

<10% 31(76%)/41 31(76%)/41 39(98%)/40 101(83%)/122 

>=10% 10(24%)/41 10(24%)/41 1(2.5%)/40 21(17%)/122 

Chi-Square p-

value 

0.0040 0.0040 - - 

 
Data based on Per protocol analysis set. Results are presented as n(%)/N, where N is the total 

number of observations at that specific timepoint.  EP-002 Relative weight loss, proportion of 

subjects with >10% weight loss, SAS program: descriptive_stat_tables.sas. Run by: Jerker 

Linne, jerker.linne@ctc-ab.se 2021-06-21T14:34:30. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.3-4 Weight, relative change from baseline at week 26, waterfall graph (Per protocol set) 

 
EP-002_14_02_01_04.rtf. , SAS program: waterfall_figures.sas. Run by: Jerker Linne, 

jerker.linne@ctc-ab.se 2021-05-04T16:04:08. Data extracted at: 2021-03-25T14:26:12 UTC
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Table 14.3-9 Proportion of patients with ≥5% decrease in body weight, subgroup analysis by sex 

(Per protocol analysis set) 

Parameter Sex Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Grouped body weight 

loss 

F VISIT 3 (WEEK 7), 

PRE-DOSE 

<5% 25(81%)/31 27(87%)/31 28(97%)/29 80(88%)/91 

>=5% 6(19%)/31 4(13%)/31 1(3.4%)/29 11(12%)/91 

Chi-Square p-

value 

0.0551 0.1854 - - 

VISIT 4 (WEEK 14), 

PRE-DOSE 

<5% 18(58%)/31 17(55%)/31 27(90%)/30 62(67%)/92 

>=5% 13(42%)/31 14(45%)/31 3(10%)/30 30(33%)/92 

Chi-Square p-

value 

0.0046 0.0022 - - 

VISIT 5 (WEEK 26), 

PRE-DOSE 

<5% 11(35%)/31 9(29%)/31 26(87%)/30 46(50%)/92 

>=5% 20(65%)/31 22(71%)/31 4(13%)/30 46(50%)/92 

Chi-Square p-

value 

<.0001 <.0001 - - 

M VISIT 3 (WEEK 7), 

PRE-DOSE 

<5% 10(100%)/10 9(90%)/10 10(100%)/10 29(97%)/30 

>=5% 0 1(10%)/10 0 1(3.3%)/30 

Chi-Square p-

value 

- 0.3049 - - 

VISIT 4 (WEEK 14), 

PRE-DOSE 
<5% 9(90%)/10 8(80%)/10 7(70%)/10 24(80%)/30 

>=5% 1(10%)/10 2(20%)/10 3(30%)/10 6(20%)/30 

Chi-Square p-

value 
0.2636 0.6056 - - 

VISIT 5 (WEEK 26), 

PRE-DOSE 

<5% 7(70%)/10 6(60%)/10 8(80%)/10 21(70%)/30 

>=5% 3(30%)/10 4(40%)/10 2(20%)/10 9(30%)/30 

Chi-Square p-

value 

0.6056 0.3291 - - 

 
Data based on Per protocol analysis set. Results are presented as n(%)/N, where N is the total 

number of observations at that specific timepoint.  EP-002 Relative weight loss, proportion of 

subjects with >5% weight loss, subgroup analysis by sex, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-21T14:34:30. 

Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.3-10 Proportion of patients with ≥10% decrease in body weight, subgroup analysis by sex 

(Per protocol analysis set) 

Parameter Sex Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Body weight loss F VISIT 3 (WEEK 7), 

PRE-DOSE 

<10% 31(100%)/31 31(100%)/31 29(100%)/29 91(100%)/91 

>=10% 0 0 0 0 

Chi-Square p-

value 

- - - - 

VISIT 4 (WEEK 14), 

PRE-DOSE 

<10% 27(87%)/31 29(94%)/31 30(100%)/30 86(93%)/92 

>=10% 4(13%)/31 2(6.5%)/31 0 6(6.5%)/92 

Chi-Square p-

value 

0.0418 0.1572 - - 

VISIT 5 (WEEK 26), 

PRE-DOSE 

<10% 22(71%)/31 22(71%)/31 29(97%)/30 73(79%)/92 

>=10% 9(29%)/31 9(29%)/31 1(3.3%)/30 19(21%)/92 

Chi-Square p-

value 

0.0067 0.0067 - - 

M VISIT 3 (WEEK 7), 

PRE-DOSE 

<10% 10(100%)/10 10(100%)/10 10(100%)/10 30(100%)/30 

>=10% 0 0 0 0 

Chi-Square p-

value 

- - - - 

VISIT 4 (WEEK 14), 

PRE-DOSE 
<10% 10(100%)/10 10(100%)/10 10(100%)/10 30(100%)/30 

>=10% 0 0 0 0 

Chi-Square p-

value 
- - - - 

VISIT 5 (WEEK 26), 

PRE-DOSE 

<10% 9(90%)/10 9(90%)/10 10(100%)/10 28(93%)/30 

>=10% 1(10%)/10 1(10%)/10 0 2(6.7%)/30 

Chi-Square p-

value 

0.3049 0.3049 - - 

 
Data based on Per protocol analysis set. Results are presented as n(%)/N, where N is the total 

number of observations at that specific timepoint.  EP-002 Relative weight loss, proportion of 

subjects with >10% weight loss, subgroup analysis by sex, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-21T14:34:30. 

Data extracted at: 2021-03-25T14:26:12 UTC 
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14.3.2 Other anthropometric characteristics  

14.3.2.1 Body mass index 

Table 14.3-11 BMI (Full analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Body Mass Index 

(kg/m2) 
Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 35.13 (3.33) 34.64 (3.61) 36.24 (4.50) 35.34 (3.88) 

Median (Min, Max) 34.35 (30.5, 44.4) 34.20 (29.6, 43.1) 34.60 (29.5, 46.0) 34.35 (29.5, 46.0) 

Q1, Q3 32.85, 37.35 31.75, 36.95 33.05, 39.30 32.30, 37.70 

VISIT 2 (WEEK 1), PRE-DOSE n 52 52 52 156 

Mean (SD) 35.13 (3.37) 34.71 (3.59) 36.25 (4.50) 35.37 (3.88) 

Median (Min, Max) 34.30 (30.4, 44.9) 34.30 (29.5, 43.4) 34.85 (29.9, 45.7) 34.50 (29.5, 45.7) 

Q1, Q3 32.75, 37.20 31.70, 36.90 33.20, 39.35 32.65, 37.30 

VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) 33.35 (2.73) 32.98 (3.41) 35.82 (4.53) 34.09 (3.85) 

Median (Min, Max) 33.10 (28.9, 39.6) 32.60 (27.7, 42.1) 34.50 (29.1, 46.1) 33.30 (27.7, 46.1) 

Q1, Q3 31.30, 35.30 30.30, 34.70 32.70, 39.50 31.30, 36.00 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) 32.76 (2.79) 32.22 (3.50) 35.67 (4.69) 33.57 (4.03) 

Median (Min, Max) 32.55 (27.6, 38.7) 32.00 (26.4, 40.5) 34.50 (27.9, 46.9) 32.90 (26.4, 46.9) 

Q1, Q3 30.90, 34.55 29.30, 34.60 32.40, 38.70 30.90, 35.50 

Absolute change from 

baseline 
VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) -1.55 (1.18) -1.67 (1.08) -0.40 (1.17) -1.19 (1.28) 

Median (Min, Max) -1.40 (-4.1, 1.4) -1.50 (-4.4, 0.5) -0.10 (-3.3, 1.8) -1.30 (-4.4, 1.8) 

Q1, Q3 -2.00, -0.80 -2.30, -0.90 -1.40, 0.30 -2.00, -0.30 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Ancova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) -2.08 (1.99) -2.23 (1.57) -0.25 (1.33) -1.51 (1.87) 

Median (Min, Max) -1.90 (-6.7, 1.3) -2.20 (-6.0, 1.3) 0.00 (-3.6, 2.5) -1.40 (-6.7, 2.5) 

Q1, Q3 -3.10, -0.60 -3.00, -1.10 -1.20, 0.70 -2.60, 0.00 

Ancova p-value vs Placebo <.0001 <.0001 NA NA 

Relative change from 

baseline (%) 

VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) -4.4 (3.1) -4.8 (3.0) -1.0 (3.1) -3.3 (3.5) 

Median (Min, Max) -4.3 (-11, 4) -4.6 (-12, 1) -0.2 (-9, 5) -3.6 (-12, 5) 

Q1, Q3 -5.6, -2.6 -6.9, -3.0 -3.6, 0.9 -5.5, -1.0 

Anova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) -5.8 (5.3) -6.5 (4.4) -0.7 (3.7) -4.3 (5.2) 

Median (Min, Max) -5.7 (-17, 3) -6.2 (-17, 4) 0.0 (-10, 7) -3.8 (-17, 7) 

Q1, Q3 -9.4, -1.7 -9.6, -3.7 -3.0, 2.1 -7.8, 0.0 

Anova p-value vs Placebo <.0001 <.0001 NA NA 

 
Data based on Full analysis set. Treatment have been used as independent variable and weight at baseline as covariate in the ANCOVA model. Data 

underlying the ANOVA and ANCOVA has been imputated in case of missing values using Last Observation Carried Forward, LOCF. EP-002 BMI, SAS 

program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 

UTC
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Table 14.3-12 BMI (Per protocol analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Body Mass Index 

(kg/m2) 
Measured value VISIT 1 SCREENING n 41 41 40 122 

Mean (SD) 34.87 (3.05) 34.18 (3.39) 35.66 (4.48) 34.90 (3.70) 

Median (Min, Max) 34.40 (30.5, 42.3) 33.90 (29.6, 41.1) 34.15 (29.5, 46.0) 34.20 (29.5, 46.0) 

Q1, Q3 32.85, 37.35 31.75, 36.95 33.05, 39.30 32.30, 37.70 

VISIT 2 (WEEK 1), PRE-DOSE n 41 41 40 122 

Mean (SD) 34.83 (3.03) 34.26 (3.38) 35.65 (4.44) 34.91 (3.67) 

Median (Min, Max) 34.30 (30.4, 42.1) 33.90 (29.5, 40.6) 34.30 (29.9, 45.7) 34.10 (29.5, 45.7) 

Q1, Q3 32.75, 37.20 31.70, 36.90 33.20, 39.35 32.65, 37.30 

VISIT 4 (WEEK 14), PRE-DOSE n 41 41 40 122 

Mean (SD) 33.22 (2.77) 32.63 (3.20) 35.36 (4.51) 33.72 (3.72) 

Median (Min, Max) 33.00 (28.9, 39.6) 32.00 (27.7, 39.3) 33.95 (29.1, 46.1) 33.15 (27.7, 46.1) 

Q1, Q3 31.30, 35.30 30.30, 34.70 32.70, 39.50 31.30, 36.00 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) 32.64 (2.77) 32.04 (3.50) 35.39 (4.64) 33.34 (3.96) 

Median (Min, Max) 32.50 (27.6, 38.7) 31.50 (26.4, 40.5) 34.25 (27.9, 46.9) 32.60 (26.4, 46.9) 

Q1, Q3 30.90, 34.55 29.30, 34.60 32.40, 38.70 30.90, 35.50 

Absolute change from 

baseline 
VISIT 4 (WEEK 14), PRE-DOSE n 41 41 40 122 

Mean (SD) -1.61 (1.22) -1.63 (1.12) -0.29 (1.21) -1.18 (1.33) 

Median (Min, Max) -1.50 (-4.1, 1.4) -1.40 (-4.4, 0.5) 0.00 (-3.3, 1.8) -1.30 (-4.4, 1.8) 

Q1, Q3 -2.00, -0.80 -2.30, -0.90 -1.40, 0.30 -2.00, -0.30 

Ancova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) -2.20 (2.00) -2.22 (1.64) -0.26 (1.40) -1.57 (1.92) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) -2.10 (-6.7, 1.3) -2.10 (-6.0, 1.3) 0.00 (-3.6, 2.5) -1.45 (-6.7, 2.5) 

Q1, Q3 -3.10, -0.60 -3.00, -1.10 -1.20, 0.70 -2.60, 0.00 

Ancova p-value vs Placebo <.0001 <.0001 NA NA 

Relative change from 

baseline (%) 
VISIT 4 (WEEK 14), PRE-DOSE n 41 41 40 122 

Mean (SD) -4.5 (3.2) -4.7 (3.1) -0.8 (3.3) -3.4 (3.6) 

Median (Min, Max) -4.3 (-11, 4) -4.3 (-12, 1) 0.0 (-9, 5) -3.6 (-12, 5) 

Q1, Q3 -5.6, -2.6 -6.9, -3.0 -3.6, 0.9 -5.5, -1.0 

Anova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) -6.1 (5.3) -6.5 (4.6) -0.7 (3.9) -4.5 (5.3) 

Median (Min, Max) -5.8 (-17, 3) -6.2 (-17, 4) 0.0 (-10, 7) -4.1 (-17, 7) 

Q1, Q3 -9.4, -1.7 -9.6, -3.7 -3.0, 2.1 -7.8, 0.0 

Anova p-value vs Placebo <.0001 <.0001 NA NA 

 
Data based on Per protocol analysis set. Treatment have been used as independent variable and weight at baseline as covariate in the ANCOVA 

model. EP-002 BMI, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 

2021-03-25T14:26:12 UTC 
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14.3.2.2 Waist circumference  

Table 14.3-13 Waist Circumference  (Full analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Waist Circumference 

(cm) 

Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 111.50 (10.41) 113.03 (8.48) 115.04 (12.94) 113.19 (10.80) 

Median (Min, Max) 110.50 (93.0, 136.0) 112.75 (96.0, 130.0) 114.75 (93.0, 145.5) 112.00 (93.0, 145.5) 

Q1, Q3 105.50, 117.25 106.50, 118.75 106.50, 122.00 106.00, 120.50 

VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 51 51 154 

Mean (SD) 110.94 (9.24) 112.25 (8.76) 113.75 (12.13) 112.31 (10.15) 

Median (Min, Max) 109.50 (93.0, 135.5) 112.00 (97.0, 133.0) 113.00 (89.0, 143.0) 111.00 (89.0, 143.0) 

Q1, Q3 105.00, 117.25 105.00, 119.00 105.50, 121.00 105.00, 118.50 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 109.42 (10.27) 109.52 (8.33) 112.70 (12.45) 110.56 (10.53) 

Median (Min, Max) 107.50 (90.0, 139.0) 109.00 (95.0, 129.0) 111.50 (94.0, 141.2) 109.00 (90.0, 141.2) 

Q1, Q3 102.00, 117.25 104.00, 116.00 101.00, 121.00 102.75, 117.50 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) 106.54 (10.19) 107.31 (8.52) 110.24 (12.48) 108.09 (10.61) 

Median (Min, Max) 106.50 (87.0, 130.0) 107.00 (93.0, 125.5) 108.50 (88.0, 141.0) 107.00 (87.0, 141.0) 

Q1, Q3 100.00, 112.00 101.50, 112.00 101.00, 117.50 101.00, 114.50 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 103.73 (9.84) 104.27 (9.94) 109.35 (12.37) 105.82 (11.02) 

Median (Min, Max) 104.00 (84.5, 125.0) 105.00 (89.0, 125.0) 107.75 (89.5, 138.0) 105.00 (84.5, 138.0) 

Q1, Q3 96.00, 109.75 95.50, 110.00 99.00, 117.00 96.00, 114.00 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 49 49 146 

Mean (SD) -1.49 (3.65) -2.33 (4.23) -1.13 (3.67) -1.65 (3.87) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) -2.00 (-8.0, 14.0) -3.00 (-14.0, 11.0) -1.00 (-17.0, 7.0) -1.80 (-17.0, 14.0) 

Q1, Q3 -3.75, 0.50 -5.00, 0.00 -2.00, 0.50 -4.00, 0.50 

Ancova p-value vs Placebo 0.8358 0.1621 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 46 48 139 

Mean (SD) -3.92 (6.02) -3.83 (4.11) -3.22 (4.67) -3.65 (4.96) 

Median (Min, Max) -3.00 (-18.5, 11.0) -3.50 (-14.0, 6.5) -2.75 (-14.0, 8.5) -3.00 (-18.5, 11.0) 

Q1, Q3 -7.00, 0.00 -6.00, -1.50 -6.00, 0.00 -6.00, 0.00 

Ancova p-value vs Placebo 0.5054 0.5552 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 44 45 133 

Mean (SD) -6.61 (5.67) -6.80 (5.52) -3.36 (5.36) -5.57 (5.70) 

Median (Min, Max) -6.25 (-20.0, 7.0) -7.00 (-19.0, 6.0) -3.00 (-16.0, 11.5) -5.50 (-20.0, 11.5) 

Q1, Q3 -10.50, -3.40 -11.00, -4.25 -6.00, -0.50 -9.00, -2.50 

Ancova p-value vs Placebo 0.0087 0.0047 NA NA 

 
Data based on Full analysis set. Treatment have been used as independent variable and weight at baseline as covariate in the ANCOVA model. Data 

underlying the ANCOVA has been imputated in case of missing values using Last Observation Carried Forward, LOCF. EP-002 Waist circumference, SAS 

program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 

UTC 
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Table 14.3-14 Waist circumference (Per protocol analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Waist Circumference 

(cm) 
Measured value VISIT 1 SCREENING n 41 41 40 122 

Mean (SD) 110.39 (10.30) 111.50 (8.55) 112.99 (12.96) 111.62 (10.70) 

Median (Min, Max) 108.00 (93.0, 133.0) 110.50 (96.0, 129.0) 112.00 (93.0, 145.5) 110.75 (93.0, 145.5) 

Q1, Q3 105.50, 117.25 106.50, 118.75 106.50, 122.00 106.00, 120.50 

VISIT 2 (WEEK 1), PRE-

DOSE 
n 41 40 39 120 

Mean (SD) 110.18 (8.83) 110.69 (8.59) 111.68 (11.83) 110.84 (9.77) 

Median (Min, Max) 108.00 (93.0, 128.5) 107.75 (97.0, 130.0) 110.50 (89.0, 143.0) 109.00 (89.0, 143.0) 

Q1, Q3 105.00, 117.25 105.00, 119.00 105.50, 121.00 105.00, 118.50 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 41 41 39 121 

Mean (SD) 108.34 (9.18) 108.38 (8.40) 110.52 (11.93) 109.06 (9.88) 

Median (Min, Max) 106.00 (90.0, 127.0) 107.50 (95.0, 129.0) 109.00 (94.0, 141.2) 108.00 (90.0, 141.2) 

Q1, Q3 102.00, 117.25 104.00, 116.00 101.00, 121.00 102.75, 117.50 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) 105.40 (9.64) 106.76 (8.79) 108.35 (11.91) 106.83 (10.17) 

Median (Min, Max) 104.50 (87.0, 124.5) 106.00 (93.0, 125.5) 107.50 (88.0, 138.0) 106.00 (87.0, 138.0) 

Q1, Q3 100.00, 112.00 101.50, 112.00 101.00, 117.50 101.00, 114.50 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) 102.99 (9.54) 103.59 (10.02) 108.40 (12.34) 104.96 (10.87) 

Median (Min, Max) 103.00 (84.5, 122.5) 104.00 (89.0, 125.0) 106.50 (89.5, 138.0) 104.00 (84.5, 138.0) 

Q1, Q3 96.00, 109.75 95.50, 110.00 99.00, 117.00 96.00, 114.00 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 41 40 38 119 

Mean (SD) -1.84 (3.59) -1.98 (4.01) -1.22 (4.02) -1.69 (3.85) 

Median (Min, Max) -2.00 (-8.0, 14.0) -2.00 (-14.0, 11.0) -0.75 (-17.0, 7.0) -1.80 (-17.0, 14.0) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 -3.75, 0.50 -5.00, 0.00 -2.00, 0.50 -4.00, 0.50 

Ancova p-value vs Placebo 0.6208 0.4689 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 40 39 120 

Mean (SD) -4.78 (5.47) -3.58 (4.12) -3.29 (4.88) -3.90 (4.87) 

Median (Min, Max) -3.50 (-18.5, 6.0) -3.50 (-14.0, 6.5) -3.50 (-14.0, 8.5) -3.50 (-18.5, 8.5) 

Q1, Q3 -7.00, 0.00 -6.00, -1.50 -6.00, 0.00 -6.00, 0.00 

Ancova p-value vs Placebo 0.1942 0.8147 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 40 39 120 

Mean (SD) -7.19 (5.30) -6.74 (5.49) -3.24 (5.65) -5.76 (5.71) 

Median (Min, Max) -7.00 (-20.0, 6.0) -6.75 (-19.0, 6.0) -3.00 (-16.0, 11.5) -5.50 (-20.0, 11.5) 

Q1, Q3 -10.50, -3.40 -11.00, -4.25 -6.00, -0.50 -9.00, -2.50 

Ancova p-value vs Placebo 0.0028 0.0071 NA NA 

 
Data based on Per protocol analysis set. Treatment have been used as independent variable and weight at baseline as covariate in the ANCOVA 

model. EP-002 Waist circumference, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. 

Data extracted at: 2021-03-25T14:26:12 UTC
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Figure 14.3-5 Waist Circumference, mean absolute change from baseline at week 7, 14 and 26 (Per 

protocol analysis set) 

 
EP-002__14_02_03_02_06.rtf. Waist Circumference, mean value absolute change from baseline at 

week 7, 14 and 26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 

2021-06-21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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14.3.2.3 Sagittal abdominal diameter  

Table 14.3-15 Sagittal Abdominal Diameter (Full analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Sagittal Abdominal 

Diameter (cm) 
Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 27.23 (2.28) 27.33 (2.54) 28.01 (3.36) 27.52 (2.77) 

Median (Min, Max) 27.25 (23.0, 33.5) 27.00 (22.0, 34.0) 28.00 (21.5, 36.5) 27.50 (21.5, 36.5) 

Q1, Q3 25.50, 28.75 25.50, 29.00 25.50, 30.00 25.50, 29.50 

VISIT 2 (WEEK 1), PRE-DOSE n 52 52 52 156 

Mean (SD) 26.85 (2.60) 27.01 (2.58) 27.54 (3.49) 27.13 (2.92) 

Median (Min, Max) 26.90 (22.0, 33.0) 27.00 (22.0, 31.0) 27.25 (19.5, 36.5) 27.00 (19.5, 36.5) 

Q1, Q3 25.00, 28.25 25.25, 29.00 25.50, 30.00 25.00, 29.35 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) 25.93 (2.82) 26.19 (3.04) 26.95 (3.33) 26.36 (3.08) 

Median (Min, Max) 25.50 (20.5, 33.0) 25.50 (21.5, 39.7) 26.25 (20.5, 35.5) 25.80 (20.5, 39.7) 

Q1, Q3 24.00, 27.75 24.50, 27.50 24.50, 29.00 24.00, 28.00 

VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) 24.85 (2.47) 25.14 (2.51) 26.77 (3.13) 25.62 (2.84) 

Median (Min, Max) 24.50 (20.5, 30.0) 25.00 (19.0, 30.0) 26.00 (22.0, 34.3) 25.00 (19.0, 34.3) 

Q1, Q3 23.00, 27.00 23.50, 27.00 24.50, 29.00 23.50, 27.50 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) 25.26 (2.69) 24.97 (2.39) 26.84 (3.19) 25.70 (2.88) 

Median (Min, Max) 25.00 (20.5, 30.5) 25.00 (20.5, 29.5) 26.50 (22.0, 36.0) 25.50 (20.5, 36.0) 

Q1, Q3 23.45, 27.25 23.50, 26.50 24.00, 28.00 23.50, 27.50 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Absolute change from 

baseline 

Mean (SD) -0.85 (1.52) -0.75 (2.47) -0.67 (2.19) -0.75 (2.09) 

Median (Min, Max) -1.00 (-3.5, 3.0) -1.00 (-6.0, 12.7) -1.00 (-7.5, 5.0) -1.00 (-7.5, 12.7) 

Q1, Q3 -2.00, 0.00 -2.00, -0.50 -2.00, 0.50 -2.00, 0.00 

Ancova p-value vs Placebo 0.5245 0.7533 NA NA 

VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) -1.79 (2.02) -1.71 (2.16) -0.75 (1.85) -1.40 (2.05) 

Median (Min, Max) -2.00 (-7.0, 3.5) -1.50 (-9.0, 2.0) -0.50 (-7.0, 3.5) -1.50 (-9.0, 3.5) 

Q1, Q3 -3.00, -0.70 -2.50, -0.50 -2.00, 0.50 -2.50, 0.00 

Ancova p-value vs Placebo 0.0075 0.0142 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) -1.35 (2.22) -1.89 (2.06) -0.49 (2.13) -1.24 (2.20) 

Median (Min, Max) -1.25 (-5.5, 4.0) -2.00 (-8.5, 2.5) -0.25 (-8.0, 4.0) -1.00 (-8.5, 4.0) 

Q1, Q3 -3.00, 0.00 -3.50, -0.50 -1.50, 1.00 -2.90, 0.00 

Ancova p-value vs Placebo 0.0522 0.0020 NA NA 

 
Data based on Full analysis set. Treatment have been used as independent variable and weight at baseline as covariate in the ANCOVA model. Data 

underlying the ANCOVA has been imputated in case of missing values using Last Observation Carried Forward, LOCF. EP-002 Sagittal abdominal 

diameter, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-

25T14:26:12 UTC 
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Table 14.3-16 Sagittal abdominal diameter (Per protocol analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Sagittal Abdominal 

Diameter (cm) 
Measured value VISIT 1 SCREENING n 41 41 40 122 

Mean (SD) 27.09 (2.28) 27.01 (2.48) 27.45 (3.28) 27.18 (2.69) 

Median (Min, Max) 27.50 (23.0, 32.5) 26.50 (22.0, 34.0) 27.75 (21.5, 36.0) 27.00 (21.5, 36.0) 

Q1, Q3 25.50, 28.75 25.50, 29.00 25.50, 30.00 25.50, 29.50 

VISIT 2 (WEEK 1), PRE-DOSE n 41 41 40 122 

Mean (SD) 26.57 (2.58) 26.66 (2.74) 27.31 (3.61) 26.84 (3.00) 

Median (Min, Max) 26.50 (22.0, 33.0) 26.50 (22.0, 31.0) 27.00 (19.5, 36.5) 27.00 (19.5, 36.5) 

Q1, Q3 25.00, 28.25 25.25, 29.00 25.50, 30.00 25.00, 29.35 

VISIT 3 (WEEK 7), PRE-DOSE n 41 41 39 121 

Mean (SD) 25.72 (2.62) 26.10 (3.30) 26.59 (3.38) 26.13 (3.11) 

Median (Min, Max) 25.50 (20.5, 30.5) 25.50 (21.5, 39.7) 25.60 (20.5, 35.5) 25.50 (20.5, 39.7) 

Q1, Q3 24.00, 27.75 24.50, 27.50 24.50, 29.00 24.00, 28.00 

VISIT 4 (WEEK 14), PRE-DOSE n 41 41 40 122 

Mean (SD) 24.75 (2.48) 24.98 (2.53) 26.58 (3.27) 25.43 (2.88) 

Median (Min, Max) 24.50 (20.5, 30.0) 24.50 (19.0, 29.5) 25.35 (22.0, 34.3) 25.00 (19.0, 34.3) 

Q1, Q3 23.00, 27.00 23.50, 27.00 24.50, 29.00 23.50, 27.50 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) 25.11 (2.72) 24.82 (2.43) 26.79 (3.35) 25.56 (2.96) 

Median (Min, Max) 24.50 (20.5, 30.5) 24.50 (20.5, 29.5) 26.00 (22.0, 36.0) 25.50 (20.5, 36.0) 

Q1, Q3 23.45, 27.25 23.50, 26.50 24.00, 28.00 23.50, 27.50 

Absolute change from 

baseline 
VISIT 3 (WEEK 7), PRE-DOSE n 41 41 39 121 

Mean (SD) -0.85 (1.54) -0.56 (2.68) -0.77 (2.14) -0.73 (2.16) 

Median (Min, Max) -1.00 (-3.5, 3.0) -1.00 (-6.0, 12.7) -1.00 (-7.5, 5.0) -1.00 (-7.5, 12.7) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 -2.00, 0.00 -2.00, -0.50 -2.00, 0.50 -2.00, 0.00 

Ancova p-value vs Placebo 0.7731 0.7388 NA NA 

VISIT 4 (WEEK 14), PRE-DOSE n 41 41 40 122 

Mean (SD) -1.81 (2.08) -1.69 (2.21) -0.73 (1.90) -1.42 (2.11) 

Median (Min, Max) -2.00 (-7.0, 3.5) -1.50 (-9.0, 2.0) -0.50 (-7.0, 3.5) -1.50 (-9.0, 3.5) 

Q1, Q3 -3.00, -0.70 -2.50, -0.50 -2.00, 0.50 -2.50, 0.00 

Ancova p-value vs Placebo 0.0176 0.0362 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) -1.46 (2.20) -1.85 (2.15) -0.53 (2.09) -1.28 (2.20) 

Median (Min, Max) -1.50 (-5.5, 4.0) -2.00 (-8.5, 2.5) -0.25 (-8.0, 4.0) -1.00 (-8.5, 4.0) 

Q1, Q3 -3.00, 0.00 -3.50, -0.50 -1.50, 1.00 -2.90, 0.00 

Ancova p-value vs Placebo 0.0571 0.0072 NA NA 

 
Data based on Per protocol analysis set. Treatment have been used as independent variable and weight at baseline as covariate in the ANCOVA 

model. EP-002 Sagittal abdominal diameter, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-

05T21:03:56. Data extracted at: 2021-03-25T14:26:12 UTC 
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14.3.2.4 Body fat mass 

Table 14.3-17 Body fat measurement (Full analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Body Fat Measurement 

(%) 

Measured value VISIT 2 (WEEK 1), PRE-DOSE n 52 52 52 156 

Mean (SD) 41.33 (7.49) 41.09 (7.42) 41.89 (6.86) 41.44 (7.22) 

Median (Min, Max) 43.05 (22.0, 52.3) 42.75 (24.7, 52.2) 41.95 (26.9, 54.8) 42.70 (22.0, 54.8) 

Q1, Q3 37.75, 47.00 34.55, 46.95 36.65, 46.20 36.25, 46.60 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) 40.82 (6.70) 39.94 (8.03) 41.79 (6.65) 40.85 (7.16) 

Median (Min, Max) 42.20 (25.1, 50.1) 42.80 (22.0, 52.0) 43.20 (27.8, 56.9) 42.80 (22.0, 56.9) 

Q1, Q3 38.55, 45.60 32.80, 45.90 35.20, 45.60 34.90, 45.75 

VISIT 4 (WEEK 14), PRE-DOSE n 44 47 49 140 

Mean (SD) 40.71 (7.05) 40.55 (7.87) 42.51 (6.37) 41.29 (7.12) 

Median (Min, Max) 41.30 (23.0, 55.8) 41.90 (22.7, 51.0) 42.40 (30.4, 53.7) 41.85 (22.7, 55.8) 

Q1, Q3 37.25, 46.35 35.50, 46.70 38.00, 46.40 37.25, 46.45 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) 39.62 (6.58) 39.12 (7.74) 41.70 (6.57) 40.16 (7.02) 

Median (Min, Max) 40.90 (23.1, 48.7) 40.00 (22.6, 49.5) 42.30 (29.3, 54.3) 40.90 (22.6, 54.3) 

Q1, Q3 35.35, 44.90 33.60, 45.30 36.40, 45.10 35.30, 45.10 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) -0.16 (2.37) -1.21 (3.15) -0.43 (3.68) -0.61 (3.13) 

Median (Min, Max) -0.40 (-6.1, 7.1) -0.85 (-14.2, 6.1) 0.10 (-12.8, 5.4) -0.40 (-14.2, 7.1) 

Q1, Q3 -1.60, 0.75 -2.30, 0.20 -1.60, 1.40 -1.80, 0.80 

Ancova p-value vs Placebo 0.7190 0.2067 NA NA 

VISIT 4 (WEEK 14), PRE-DOSE n 44 47 49 140 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Mean (SD) -0.40 (3.33) -1.11 (2.24) 0.15 (2.40) -0.44 (2.71) 

Median (Min, Max) -0.85 (-5.2, 10.8) -0.90 (-7.5, 4.7) 0.00 (-9.3, 6.5) -0.65 (-9.3, 10.8) 

Q1, Q3 -2.15, 0.60 -2.80, 0.20 -1.00, 1.40 -1.80, 0.70 

Ancova p-value vs Placebo 0.2727 0.0195 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) -1.45 (3.73) -2.21 (2.68) -0.19 (3.13) -1.27 (3.29) 

Median (Min, Max) -1.85 (-8.7, 10.1) -2.00 (-8.3, 3.9) -0.05 (-10.6, 5.9) -1.20 (-10.6, 10.1) 

Q1, Q3 -3.75, 0.15 -3.30, -0.10 -1.60, 1.20 -3.10, 0.40 

Ancova p-value vs Placebo 0.0676 0.0035 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) 0.2 (6.8) -3.0 (8.4) -0.7 (8.2) -1.2 (7.9) 

Median (Min, Max) -1.0 (-15, 22) -2.1 (-36, 21) 0.2 (-23, 15) -0.8 (-36, 22) 

Q1, Q3 -3.3, 1.9 -5.1, 0.5 -3.6, 3.1 -3.9, 1.9 

Anova p-value vs Placebo 0.5873 0.1478 NA NA 

VISIT 4 (WEEK 14), PRE-DOSE n 44 47 49 140 

Mean (SD) -0.4 (9.1) -2.8 (6.2) 0.5 (5.8) -0.9 (7.2) 

Median (Min, Max) -2.4 (-12, 29) -2.0 (-24, 16) 0.0 (-22, 14) -1.5 (-24, 29) 

Q1, Q3 -5.0, 1.4 -6.7, 0.5 -2.8, 2.8 -4.2, 1.7 

Anova p-value vs Placebo 0.3682 0.0233 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) -2.8 (10.2) -5.4 (7.4) -0.3 (7.8) -2.8 (8.7) 

Median (Min, Max) -5.4 (-20, 29) -5.2 (-24, 13) -0.1 (-25, 18) -2.8 (-25, 29) 

Q1, Q3 -8.2, 0.3 -8.5, -0.2 -3.7, 2.9 -7.1, 1.0 

Anova p-value vs Placebo 0.1733 0.0047 NA NA 
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Data based on Full analysis set. Treatment have been used as independent variable and weight at baseline as covariate in the ANCOVA model. Data 

underlying the ANOVA and ANCOVA has been imputated in case of missing values using Last Observation Carried Forward, LOCF. EP-002 Body fat 

measurement, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-

03-25T14:26:12 UTC 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                169 (398) 

Table 14.3-18 Body fat measurement (Per protocol analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Body Fat Measurement 

(%) 
Measured value VISIT 2 (WEEK 1), PRE-DOSE n 41 41 40 122 

Mean (SD) 41.07 (7.47) 41.45 (7.28) 42.12 (6.31) 41.54 (7.00) 

Median (Min, Max) 42.50 (22.0, 51.6) 42.80 (24.7, 52.2) 41.95 (31.2, 54.8) 42.70 (22.0, 54.8) 

Q1, Q3 37.75, 47.00 34.55, 46.95 36.65, 46.20 36.25, 46.60 

VISIT 3 (WEEK 7), PRE-DOSE n 41 41 39 121 

Mean (SD) 40.85 (6.59) 39.81 (8.25) 41.59 (6.51) 40.74 (7.15) 

Median (Min, Max) 41.90 (25.1, 50.1) 42.90 (22.0, 52.0) 43.20 (27.8, 56.9) 42.70 (22.0, 56.9) 

Q1, Q3 38.55, 45.60 32.80, 45.90 35.20, 45.60 34.90, 45.75 

VISIT 4 (WEEK 14), PRE-DOSE n 40 41 40 121 

Mean (SD) 40.10 (6.79) 40.14 (7.92) 42.12 (6.25) 40.78 (7.04) 

Median (Min, Max) 41.00 (23.0, 49.5) 41.80 (22.7, 50.9) 41.65 (30.4, 53.7) 41.60 (22.7, 53.7) 

Q1, Q3 37.25, 46.35 35.50, 46.70 38.00, 46.40 37.25, 46.45 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) 39.39 (6.58) 39.13 (7.77) 41.72 (6.63) 40.06 (7.05) 

Median (Min, Max) 40.90 (23.1, 48.7) 40.00 (22.6, 49.5) 42.30 (29.3, 54.3) 40.90 (22.6, 54.3) 

Q1, Q3 35.35, 44.90 33.60, 45.30 36.40, 45.10 35.30, 45.10 

Absolute change from 

baseline 
VISIT 3 (WEEK 7), PRE-DOSE n 41 41 39 121 

Mean (SD) -0.21 (2.10) -1.64 (3.13) -0.58 (3.59) -0.81 (3.03) 

Median (Min, Max) -0.50 (-3.5, 7.1) -1.10 (-14.2, 3.4) -0.40 (-12.8, 5.4) -0.50 (-14.2, 7.1) 

Q1, Q3 -1.60, 0.75 -2.30, 0.20 -1.60, 1.40 -1.80, 0.80 

Ancova p-value vs Placebo 0.6715 0.0981 NA NA 

VISIT 4 (WEEK 14), PRE-DOSE n 40 41 40 121 

Mean (SD) -0.84 (2.63) -1.31 (2.15) 0.00 (2.58) -0.72 (2.50) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) -0.95 (-5.2, 7.8) -1.10 (-7.5, 2.5) -0.10 (-9.3, 6.5) -0.80 (-9.3, 7.8) 

Q1, Q3 -2.15, 0.60 -2.80, 0.20 -1.00, 1.40 -1.80, 0.70 

Ancova p-value vs Placebo 0.1051 0.0149 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) -1.68 (3.36) -2.32 (2.62) -0.41 (3.28) -1.48 (3.18) 

Median (Min, Max) -2.00 (-8.7, 9.6) -2.00 (-8.3, 1.6) -0.25 (-10.6, 5.9) -1.45 (-10.6, 9.6) 

Q1, Q3 -3.75, 0.15 -3.30, -0.10 -1.60, 1.20 -3.10, 0.40 

Ancova p-value vs Placebo 0.0690 0.0065 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-DOSE n 41 41 39 121 

Mean (SD) 0.1 (6.2) -4.3 (8.1) -1.1 (8.0) -1.8 (7.6) 

Median (Min, Max) -1.2 (-8, 22) -2.8 (-36, 9) -0.9 (-23, 11) -1.2 (-36, 22) 

Q1, Q3 -3.3, 1.9 -5.1, 0.5 -3.6, 3.1 -3.9, 1.9 

Anova p-value vs Placebo 0.4602 0.0642 NA NA 

VISIT 4 (WEEK 14), PRE-DOSE n 40 41 40 121 

Mean (SD) -1.5 (7.7) -3.5 (5.8) 0.2 (6.3) -1.6 (6.8) 

Median (Min, Max) -2.9 (-12, 25) -2.5 (-24, 6) -0.3 (-22, 14) -1.9 (-24, 25) 

Q1, Q3 -5.0, 1.4 -6.7, 0.5 -2.8, 2.8 -4.2, 1.7 

Anova p-value vs Placebo 0.2593 0.0136 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) -3.4 (9.3) -5.8 (7.1) -0.8 (8.2) -3.3 (8.4) 

Median (Min, Max) -5.4 (-20, 29) -5.2 (-24, 4) -0.5 (-25, 18) -3.2 (-25, 29) 

Q1, Q3 -8.2, 0.3 -8.5, -0.2 -3.7, 2.9 -7.1, 1.0 

Anova p-value vs Placebo 0.1604 0.0069 NA NA 
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Data based on Per protocol analysis set. Treatment have been used as independent variable and weight at baseline as covariate in the ANCOVA 

model. EP-002 Body fat measurement, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. 

Data extracted at: 2021-03-25T14:26:12 UTC 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                172 (398) 

Figure 14.3-6 Percentage body fat mass, mean relative change from baseline at week 7, 14 and 26 

(Per protocol analysis set)  

 
EP-002__14_02_03_01_08.rtf. Percent body fat, mean value relative change from baseline at week 

7, 14 and 26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 

2021-06-21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.3-7 Percentage body fat mass, mean absolute change from baseline at week 7, 14 and 26 

(Full analysis set) 

 
EP-002__14_02_03_01_05.rtf. Percent body fat, mean value absolute change from baseline at week 

7, 14 and 26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 

2021-06-21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.3-8 Percentage body fat mass, mean absolute change from baseline at week 7, 14 and 26 

(Per protocol analysis set) 

  
EP-002__14_02_03_01_06.rtf. Percent body fat, mean value absolute change from baseline at week 

7, 14 and 26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 

2021-06-21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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14.3.3 Satiety and meal pattern 

Table 14.3-19 Satiety and craving (Full analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Satiety  and craving 

total score 

Measured value VISIT 2 (WEEK 1) n 48 49 50 147 

Mean (SD) 101.3 (27.2) 107.9 (30.2) 120.2 (31.8) 109.9 (30.6) 

Median (Min, Max) 99.0 (53, 158) 107.0 (48, 169) 119.5 (49, 199) 107.0 (48, 199) 

Q1, Q3 81.5, 122.0 92.0, 122.0 100.0, 136.0 91.0, 130.0 

VISIT 3 (WEEK 7) n 44 45 46 135 

Mean (SD) 104.6 (37.0) 104.9 (31.9) 107.0 (31.5) 105.5 (33.3) 

Median (Min, Max) 100.0 (32, 209) 102.0 (29, 207) 109.5 (48, 209) 102.0 (29, 209) 

Q1, Q3 81.0, 121.5 87.0, 116.0 80.0, 125.0 82.0, 122.0 

VISIT 4 (WEEK 14) n 39 38 36 113 

Mean (SD) 105.1 (42.8) 105.6 (30.7) 114.3 (37.3) 108.2 (37.2) 

Median (Min, Max) 103.0 (33, 220) 99.5 (62, 224) 110.5 (53, 237) 105.0 (33, 237) 

Q1, Q3 74.0, 130.0 86.0, 117.0 93.5, 130.5 84.0, 125.0 

VISIT 5 (WEEK 26) n 36 36 39 111 

Mean (SD) 109.9 (37.5) 106.1 (32.8) 114.7 (35.1) 110.4 (35.0) 

Median (Min, Max) 116.0 (23, 172) 104.5 (47, 219) 115.0 (17, 172) 111.0 (17, 219) 

Q1, Q3 79.0, 133.0 90.0, 125.5 96.0, 146.0 84.0, 133.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7) n 41 42 45 128 

Mean (SD) 0.9 (26.7) -3.5 (31.0) -10.5 (36.3) -4.6 (31.8) 

Median (Min, Max) 0.0 (-73, 53) -4.5 (-72, 72) -11.0 (-95, 103) -3.5 (-95, 103) 

Q1, Q3 -10.0, 19.0 -22.0, 15.0 -26.0, 7.0 -22.0, 14.0 

Between groups p-value (Wilcoxon) 0.0606 0.4598 NA NA 

VISIT 4 (WEEK 14) n 38 37 35 110 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Mean (SD) 2.1 (33.7) -3.3 (29.5) -5.6 (41.6) -2.2 (35.0) 

Median (Min, Max) -2.0 (-59, 75) -9.0 (-53, 57) -7.0 (-103, 117) -5.0 (-103, 117) 

Q1, Q3 -22.0, 26.0 -20.0, 19.0 -25.0, 10.0 -21.0, 20.0 

Between groups p-value (Wilcoxon) 0.3651 0.7100 NA NA 

VISIT 5 (WEEK 26) n 35 34 38 107 

Mean (SD) 8.1 (35.4) -0.8 (29.7) -0.9 (35.2) 2.1 (33.6) 

Median (Min, Max) 12.0 (-86, 96) -2.0 (-56, 69) -3.0 (-71, 71) 3.0 (-86, 96) 

Q1, Q3 -12.0, 29.0 -22.0, 14.0 -25.0, 31.0 -18.0, 24.0 

Between groups p-value (Wilcoxon) 0.2287 0.9191 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7) n 41 42 45 128 

Mean (SD) 4.1 (30.4) 1.6 (35.9) -3.8 (40.7) 0.5 (35.9) 

Median (Min, Max) 0.0 (-54, 96) -3.3 (-71, 150) -8.5 (-57, 210) -3.3 (-71, 210) 

Q1, Q3 -16.7, 20.8 -21.5, 17.3 -25.0, 6.6 -20.8, 15.4 

Between groups p-value (Wilcoxon) 0.0694 0.3702 NA NA 

VISIT 4 (WEEK 14) n 38 37 35 110 

Mean (SD) 3.2 (34.6) 1.5 (27.9) -1.1 (34.1) 1.3 (32.1) 

Median (Min, Max) -1.4 (-50, 100) -7.9 (-40, 70) -7.4 (-62, 98) -4.3 (-62, 100) 

Q1, Q3 -22.9, 21.7 -16.1, 27.8 -18.9, 10.0 -20.0, 21.7 

Between groups p-value (Wilcoxon) 0.6389 0.7017 NA NA 

VISIT 5 (WEEK 26) n 35 34 38 107 

Mean (SD) 12.7 (40.3) 3.6 (34.0) 3.3 (37.7) 6.5 (37.4) 

Median (Min, Max) 13.6 (-79, 135) -2.7 (-38, 144) -3.4 (-80, 145) 2.1 (-80, 145) 

Q1, Q3 -8.3, 33.6 -15.8, 14.9 -20.2, 26.5 -15.7, 26.4 

Between groups p-value (Wilcoxon) 0.1762 0.9057 NA NA 
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Data based on Full analysis set. Between groups p-value (Wilcoxon) have been compared between EMP16-02 and placebo. EP-002 Satiety and craving, 

SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-

25T14:26:12 UTC 
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Table 14.3-20 Satiety and craving (Per protocol analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Satiety  and craving 

total score 
Measured value VISIT 2 (WEEK 1) n 39 39 39 117 

Mean (SD) 105.7 (27.5) 107.4 (31.7) 116.8 (28.5) 110.0 (29.5) 

Median (Min, Max) 104.0 (53, 158) 108.0 (48, 169) 118.0 (67, 199) 109.0 (48, 199) 

Q1, Q3 81.5, 122.0 92.0, 122.0 100.0, 136.0 91.0, 130.0 

VISIT 3 (WEEK 7) n 37 37 38 112 

Mean (SD) 103.2 (29.9) 105.3 (33.4) 102.5 (28.4) 103.7 (30.4) 

Median (Min, Max) 105.0 (46, 160) 104.0 (29, 207) 101.0 (48, 165) 103.0 (29, 207) 

Q1, Q3 81.0, 121.5 87.0, 116.0 80.0, 125.0 82.0, 122.0 

VISIT 4 (WEEK 14) n 35 33 30 98 

Mean (SD) 107.3 (43.3) 105.3 (30.4) 113.2 (37.9) 108.4 (37.5) 

Median (Min, Max) 103.0 (38, 220) 99.0 (62, 224) 110.5 (53, 237) 104.5 (38, 237) 

Q1, Q3 74.0, 130.0 86.0, 117.0 93.5, 130.5 84.0, 125.0 

VISIT 5 (WEEK 26) n 35 32 34 101 

Mean (SD) 111.1 (37.4) 108.2 (34.1) 113.6 (37.0) 111.0 (35.9) 

Median (Min, Max) 117.0 (23, 172) 107.5 (47, 219) 110.5 (17, 172) 112.0 (17, 219) 

Q1, Q3 79.0, 133.0 90.0, 125.5 96.0, 146.0 84.0, 133.0 

Absolute change from 

baseline 
VISIT 3 (WEEK 7) n 36 35 37 108 

Mean (SD) 1.9 (28.0) -2.4 (33.4) -14.1 (32.2) -4.9 (31.7) 

Median (Min, Max) 1.5 (-73, 53) -2.0 (-72, 72) -11.0 (-95, 55) -2.5 (-95, 72) 

Q1, Q3 -10.0, 19.0 -22.0, 15.0 -26.0, 7.0 -22.0, 14.0 

Between groups p-value (Wilcoxon) 0.0233 0.2920 NA NA 

VISIT 4 (WEEK 14) n 34 33 29 96 

Mean (SD) 1.9 (35.0) -4.8 (30.4) -4.3 (39.3) -2.3 (34.7) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) -2.0 (-59, 75) -11.0 (-53, 57) -6.0 (-103, 117) -5.0 (-103, 117) 

Q1, Q3 -22.0, 26.0 -20.0, 19.0 -25.0, 10.0 -21.0, 20.0 

Between groups p-value (Wilcoxon) 0.5811 0.9045 NA NA 

VISIT 5 (WEEK 26) n 34 31 33 98 

Mean (SD) 7.9 (35.9) -0.5 (31.1) -3.0 (33.1) 1.6 (33.5) 

Median (Min, Max) 12.0 (-86, 96) -2.0 (-56, 69) -4.0 (-71, 51) 2.0 (-86, 96) 

Q1, Q3 -12.0, 29.0 -22.0, 14.0 -25.0, 31.0 -18.0, 24.0 

Between groups p-value (Wilcoxon) 0.1775 0.9091 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7) n 36 35 37 108 

Mean (SD) 5.9 (31.2) 3.4 (38.7) -9.4 (24.9) -0.2 (32.4) 

Median (Min, Max) 1.5 (-54, 96) -2.9 (-71, 150) -8.5 (-57, 65) -2.9 (-71, 150) 

Q1, Q3 -16.7, 20.8 -21.5, 17.3 -25.0, 6.6 -20.8, 15.4 

Between groups p-value (Wilcoxon) 0.0247 0.2280 NA NA 

VISIT 4 (WEEK 14) n 34 33 29 96 

Mean (SD) 3.4 (35.2) 0.2 (28.5) -0.8 (32.7) 1.0 (32.0) 

Median (Min, Max) -1.4 (-50, 100) -9.5 (-40, 70) -4.6 (-62, 98) -4.3 (-62, 100) 

Q1, Q3 -22.9, 21.7 -16.1, 27.8 -18.9, 10.0 -20.0, 21.7 

Between groups p-value (Wilcoxon) 0.7669 0.9775 NA NA 

VISIT 5 (WEEK 26) n 34 31 33 98 

Mean (SD) 12.2 (40.8) 4.2 (35.6) -1.2 (30.1) 5.2 (35.9) 

Median (Min, Max) 11.5 (-79, 135) -1.5 (-38, 144) -5.3 (-80, 61) 1.5 (-80, 144) 

Q1, Q3 -8.3, 33.6 -15.8, 14.9 -20.2, 26.5 -15.7, 26.4 

Between groups p-value (Wilcoxon) 0.1276 0.9144 NA NA 
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Data based on Per protocol analysis set. Between groups p-value (Wilcoxon) have been compared between EMP16-02 and placebo. EP-002 Satiety and 

craving, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-

25T14:26:12 UTC 
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Table 14.3-21 Meal pattern, total score (Full analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Meal Pattern Total 

score 
Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 9.5 (2.3) 8.3 (2.6) 9.1 (2.5) 8.9 (2.5) 

Median (Min, Max) 9.0 (5, 15) 8.0 (3, 13) 9.0 (2, 14) 9.0 (2, 15) 

Q1, Q3 8.0, 11.0 6.5, 10.0 8.0, 11.0 7.0, 11.0 

VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 10.5 (2.0) 10.3 (2.0) 10.6 (2.1) 10.5 (2.0) 

Median (Min, Max) 10.0 (7, 14) 10.0 (5, 15) 11.0 (6, 14) 11.0 (5, 15) 

Q1, Q3 9.0, 12.0 9.0, 11.5 9.0, 12.0 9.0, 12.0 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 10.6 (1.8) 9.8 (2.2) 10.4 (2.2) 10.3 (2.1) 

Median (Min, Max) 10.0 (7, 15) 10.0 (5, 14) 10.0 (6, 15) 10.0 (5, 15) 

Q1, Q3 9.0, 12.0 8.0, 11.0 9.0, 12.0 9.0, 12.0 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 10.5 (2.0) 9.7 (2.3) 10.2 (2.1) 10.1 (2.2) 

Median (Min, Max) 11.0 (7, 15) 10.0 (5, 13) 10.5 (6, 14) 10.0 (5, 15) 

Q1, Q3 9.0, 12.0 8.0, 12.0 9.0, 12.0 9.0, 12.0 

Absolute change from 

baseline 
VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 1.1 (1.6) 1.8 (2.3) 1.3 (2.0) 1.4 (2.0) 

Median (Min, Max) 1.0 (-2, 5) 1.5 (-2, 7) 1.0 (-3, 6) 1.0 (-3, 7) 

Q1, Q3 0.0, 2.0 1.0, 3.0 0.0, 3.0 0.0, 2.5 

Between groups p-value (Wilcoxon) 0.6575 0.3170 NA NA 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 1.3 (1.9) 1.6 (2.3) 1.0 (1.8) 1.3 (2.0) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 1.0 (-2, 6) 1.0 (-3, 7) 1.0 (-3, 5) 1.0 (-3, 7) 

Q1, Q3 0.0, 3.0 0.0, 3.0 0.0, 2.0 0.0, 3.0 

Between groups p-value (Wilcoxon) 0.6813 0.3568 NA NA 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 1.1 (2.3) 1.7 (2.4) 0.9 (1.8) 1.2 (2.1) 

Median (Min, Max) 1.0 (-3, 8) 1.0 (-2, 8) 1.0 (-4, 6) 1.0 (-4, 8) 

Q1, Q3 0.0, 2.0 0.0, 3.0 0.0, 2.0 0.0, 2.0 

Between groups p-value (Wilcoxon) 0.9593 0.2096 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 14.2 (22.0) 33.1 (53.9) 21.0 (44.3) 22.3 (42.2) 

Median (Min, Max) 10.0 (-22, 71) 14.8 (-29, 233) 11.1 (-23, 250) 11.8 (-29, 250) 

Q1, Q3 0.0, 27.3 8.7, 35.4 0.0, 28.6 0.0, 28.6 

Between groups p-value (Wilcoxon) 0.7300 0.2981 NA NA 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 18.4 (28.7) 29.6 (48.6) 17.7 (41.0) 21.8 (40.5) 

Median (Min, Max) 10.0 (-15, 100) 20.0 (-27, 167) 10.0 (-25, 250) 11.1 (-27, 250) 

Q1, Q3 0.0, 30.0 0.0, 37.5 0.0, 25.0 0.0, 30.0 

Between groups p-value (Wilcoxon) 0.7057 0.2204 NA NA 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 16.7 (32.2) 32.7 (53.8) 17.6 (47.3) 22.2 (45.6) 

Median (Min, Max) 9.1 (-22, 117) 14.6 (-25, 200) 10.0 (-33, 300) 10.0 (-33, 300) 

Q1, Q3 0.0, 22.2 0.0, 37.5 0.0, 22.2 0.0, 30.0 

Between groups p-value (Wilcoxon) 0.9496 0.2280 NA NA 
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Data based on Full analysis set. Between groups p-value (Wilcoxon) have been compared between EMP16-02 and placebo. EP-002 Meal pattern, total 

score, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-

25T14:26:12 UTC
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Table 14.3-22 Meal pattern, total score (Per protocol analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Meal Pattern Total 

score 
Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 9.3 (2.2) 8.2 (2.5) 9.4 (2.6) 8.9 (2.5) 

Median (Min, Max) 9.0 (5, 14) 8.0 (3, 13) 9.5 (2, 14) 9.0 (2, 14) 

Q1, Q3 8.0, 11.0 6.5, 10.0 8.0, 11.0 7.0, 11.0 

VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 10.8 (1.8) 10.1 (2.0) 10.6 (2.0) 10.5 (2.0) 

Median (Min, Max) 10.5 (7, 14) 10.0 (5, 15) 11.0 (6, 14) 10.0 (5, 15) 

Q1, Q3 9.0, 12.0 9.0, 11.5 9.0, 12.0 9.0, 12.0 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 10.7 (1.7) 9.7 (2.3) 10.5 (2.3) 10.3 (2.1) 

Median (Min, Max) 10.0 (8, 15) 10.0 (5, 14) 11.0 (6, 15) 10.0 (5, 15) 

Q1, Q3 9.0, 12.0 8.0, 11.0 9.0, 12.0 9.0, 12.0 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 10.5 (2.0) 9.7 (2.4) 10.2 (2.1) 10.1 (2.2) 

Median (Min, Max) 11.0 (7, 15) 10.0 (5, 13) 11.0 (6, 14) 10.0 (5, 15) 

Q1, Q3 9.0, 12.0 8.0, 12.0 9.0, 12.0 9.0, 12.0 

Absolute change from 

baseline 
VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 1.3 (1.6) 1.8 (2.2) 1.2 (1.8) 1.4 (1.9) 

Median (Min, Max) 1.0 (-2, 5) 2.0 (-2, 7) 1.0 (-2, 6) 1.0 (-2, 7) 

Q1, Q3 0.0, 2.0 1.0, 3.0 0.0, 3.0 0.0, 2.5 

Between groups p-value (Wilcoxon) 0.6266 0.2017 NA NA 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 1.4 (1.9) 1.5 (2.3) 1.0 (1.8) 1.3 (2.0) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 1.0 (-2, 6) 1.0 (-3, 7) 1.0 (-3, 5) 1.0 (-3, 7) 

Q1, Q3 0.0, 3.0 0.0, 3.0 0.0, 2.0 0.0, 3.0 

Between groups p-value (Wilcoxon) 0.3381 0.3483 NA NA 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 1.2 (2.2) 1.6 (2.4) 0.8 (1.7) 1.2 (2.1) 

Median (Min, Max) 1.0 (-2, 8) 1.0 (-2, 8) 1.0 (-4, 6) 1.0 (-4, 8) 

Q1, Q3 0.0, 2.0 0.0, 3.0 0.0, 2.0 0.0, 2.0 

Between groups p-value (Wilcoxon) 0.6991 0.2363 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 17.4 (21.8) 33.0 (54.1) 21.5 (47.3) 23.7 (43.1) 

Median (Min, Max) 11.1 (-22, 71) 20.0 (-29, 233) 10.6 (-20, 250) 12.5 (-29, 250) 

Q1, Q3 0.0, 27.3 8.7, 35.4 0.0, 28.6 0.0, 28.6 

Between groups p-value (Wilcoxon) 0.5828 0.1790 NA NA 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 20.3 (29.1) 28.5 (47.4) 18.0 (44.1) 22.3 (40.9) 

Median (Min, Max) 11.1 (-15, 100) 20.0 (-27, 167) 9.1 (-25, 250) 11.1 (-27, 250) 

Q1, Q3 0.0, 30.0 0.0, 37.5 0.0, 25.0 0.0, 30.0 

Between groups p-value (Wilcoxon) 0.3341 0.2192 NA NA 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 17.9 (32.7) 30.9 (52.8) 17.1 (49.8) 21.9 (46.0) 

Median (Min, Max) 9.1 (-22, 117) 12.5 (-25, 200) 10.0 (-33, 300) 10.0 (-33, 300) 

Q1, Q3 0.0, 22.2 0.0, 37.5 0.0, 22.2 0.0, 30.0 

Between groups p-value (Wilcoxon) 0.8010 0.2983 NA NA 
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Data based on Per protocol analysis set. Between groups p-value (Wilcoxon) have been compared between EMP16-02 and placebo. EP-002 Meal pattern, 

total score, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-

03-25T14:26:12 UTC 
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Table 14.3-23 Meal pattern (Full analysis set) 

Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

ML01 - How often do 

you eat vegetables or root 

vegetables 

Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 2.0 (0.9) 2.0 (1.0) 2.1 (0.8) 2.0 (0.9) 

Median (Min, Max) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 1.0, 3.0 1.0, 3.0 2.0, 3.0 1.0, 3.0 

VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 2.2 (0.8) 2.2 (0.7) 2.3 (0.8) 2.2 (0.8) 

Median (Min, Max) 2.0 (0, 3) 2.0 (1, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 2.1 (0.8) 2.1 (0.8) 2.3 (0.7) 2.2 (0.8) 

Median (Min, Max) 2.0 (0, 3) 2.0 (1, 3) 2.0 (1, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 2.2 (0.8) 1.9 (0.7) 2.2 (0.7) 2.1 (0.7) 

Median (Min, Max) 2.0 (0, 3) 2.0 (1, 3) 2.0 (1, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 1.0, 2.0 2.0, 3.0 2.0, 3.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 0.2 (0.7) 0.2 (0.9) 0.1 (0.7) 0.2 (0.8) 

Median (Min, Max) 0.0 (-1, 2) 0.0 (-1, 3) 0.0 (-1, 2) 0.0 (-1, 3) 

Q1, Q3 0.0, 1.0 0.0, 0.5 0.0, 0.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.5755 0.9687 NA NA 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 0.1 (0.6) 0.1 (0.9) 0.2 (0.6) 0.1 (0.7) 

Median (Min, Max) 0.0 (-1, 2) 0.0 (-2, 3) 0.0 (-1, 2) 0.0 (-2, 3) 
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Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 0.7852 0.2735 NA NA 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 0.1 (0.8) 0.0 (0.9) 0.1 (0.5) 0.0 (0.7) 

Median (Min, Max) 0.0 (-1, 2) 0.0 (-2, 2) 0.0 (-1, 1) 0.0 (-2, 2) 

Q1, Q3 0.0, 1.0 -1.0, 0.0 0.0, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 0.9962 0.3393 NA NA 

ML02 - How often do 

you eat fruits or berries 

Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 1.7 (0.9) 1.4 (0.9) 1.4 (0.9) 1.5 (0.9) 

Median (Min, Max) 2.0 (0, 3) 1.0 (0, 3) 1.0 (0, 3) 1.0 (0, 3) 

Q1, Q3 1.0, 2.0 1.0, 2.0 1.0, 2.0 1.0, 2.0 

VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 1.7 (0.9) 1.6 (1.0) 1.6 (0.8) 1.7 (0.9) 

Median (Min, Max) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 1.0, 2.0 1.0, 2.5 1.0, 2.0 1.0, 2.0 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 1.9 (0.9) 1.6 (1.1) 1.7 (0.9) 1.7 (0.9) 

Median (Min, Max) 2.0 (0, 3) 1.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 1.0, 3.0 1.0, 3.0 1.0, 2.0 1.0, 2.0 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 1.8 (0.9) 1.6 (1.0) 1.6 (0.8) 1.7 (0.9) 

Median (Min, Max) 2.0 (0, 3) 1.5 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 1.0, 2.0 1.0, 3.0 1.0, 2.0 1.0, 2.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 0.1 (0.8) 0.3 (1.0) 0.1 (0.6) 0.1 (0.8) 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                189 (398) 

Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 0.0 (-2, 1) 0.0 (-2, 2) 0.0 (-1, 1) 0.0 (-2, 2) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 1.0000 0.3543 NA NA 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 0.2 (0.8) 0.2 (0.8) 0.1 (0.6) 0.2 (0.7) 

Median (Min, Max) 0.0 (-2, 2) 0.0 (-2, 2) 0.0 (-1, 1) 0.0 (-2, 2) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.4181 0.7552 NA NA 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 0.1 (0.8) 0.3 (0.8) 0.1 (0.8) 0.2 (0.8) 

Median (Min, Max) 0.0 (-2, 1) 0.0 (-1, 3) 0.0 (-2, 1) 0.0 (-2, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.9230 0.7340 NA NA 

ML03 - How often do 

you eat fish or seafood 

Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 1.1 (0.9) 0.9 (0.8) 1.0 (0.9) 1.0 (0.9) 

Median (Min, Max) 1.0 (0, 3) 1.0 (0, 2) 1.0 (0, 3) 1.0 (0, 3) 

Q1, Q3 0.0, 2.0 0.0, 2.0 0.0, 2.0 0.0, 2.0 

VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 1.3 (1.0) 1.2 (0.8) 1.3 (0.8) 1.3 (0.9) 

Median (Min, Max) 1.0 (0, 3) 1.0 (0, 3) 1.0 (0, 3) 1.0 (0, 3) 

Q1, Q3 1.0, 2.0 0.5, 2.0 1.0, 2.0 1.0, 2.0 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 1.2 (0.9) 1.1 (0.8) 1.3 (0.9) 1.2 (0.9) 

Median (Min, Max) 1.0 (0, 3) 1.0 (0, 3) 1.0 (0, 3) 1.0 (0, 3) 

Q1, Q3 1.0, 2.0 0.0, 2.0 1.0, 2.0 1.0, 2.0 
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Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 1.3 (0.9) 1.1 (0.7) 1.5 (0.8) 1.3 (0.8) 

Median (Min, Max) 1.0 (0, 3) 1.0 (0, 2) 1.5 (0, 3) 1.0 (0, 3) 

Q1, Q3 1.0, 2.0 1.0, 2.0 1.0, 2.0 1.0, 2.0 

Absolute change from 

baseline 
VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 0.2 (0.8) 0.3 (0.7) 0.3 (0.7) 0.2 (0.7) 

Median (Min, Max) 0.0 (-1, 3) 0.0 (-1, 2) 0.0 (-1, 2) 0.0 (-1, 3) 

Q1, Q3 0.0, 0.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.2863 0.7516 NA NA 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 0.2 (0.7) 0.3 (0.7) 0.2 (0.8) 0.2 (0.7) 

Median (Min, Max) 0.0 (-1, 2) 0.0 (-1, 2) 0.0 (-1, 2) 0.0 (-1, 2) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.8993 0.7105 NA NA 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 0.3 (0.9) 0.3 (0.7) 0.4 (0.8) 0.3 (0.8) 

Median (Min, Max) 0.0 (-2, 3) 0.0 (-1, 2) 0.0 (-1, 2) 0.0 (-2, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.4791 0.4707 NA NA 

ML04 - How often do 

you eat cookies, 

chocolates, sweets, chips 

or soft drinks 

Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 2.1 (0.8) 1.5 (0.9) 1.8 (0.8) 1.8 (0.9) 

Median (Min, Max) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 1.0, 2.0 1.0, 2.0 1.0, 2.0 

VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 2.3 (0.7) 2.4 (0.7) 2.5 (0.7) 2.4 (0.7) 
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Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 2.0 (0, 3) 2.5 (1, 3) 3.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 2.4 (0.7) 2.1 (0.9) 2.4 (0.8) 2.3 (0.8) 

Median (Min, Max) 2.0 (1, 3) 2.0 (0, 3) 3.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 2.4 (0.7) 2.3 (0.8) 2.2 (0.8) 2.3 (0.7) 

Median (Min, Max) 2.0 (1, 3) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 0.3 (0.7) 0.8 (1.0) 0.6 (0.8) 0.5 (0.8) 

Median (Min, Max) 0.0 (-1, 2) 1.0 (-1, 3) 0.0 (-1, 2) 0.0 (-1, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.0529 0.4962 NA NA 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 0.3 (0.8) 0.6 (1.0) 0.5 (0.8) 0.5 (0.9) 

Median (Min, Max) 0.0 (-1, 3) 1.0 (-1, 3) 0.0 (-2, 2) 0.0 (-2, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.2738 0.4371 NA NA 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 0.3 (0.7) 0.8 (0.9) 0.3 (0.8) 0.5 (0.8) 

Median (Min, Max) 0.0 (-1, 2) 1.0 (-1, 3) 0.0 (-2, 2) 0.0 (-2, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.9739 0.0086 NA NA 
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Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

ML05 - How often do 

you eat breakfast 

Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 2.6 (0.7) 2.4 (0.8) 2.7 (0.6) 2.6 (0.7) 

Median (Min, Max) 3.0 (0, 3) 3.0 (0, 3) 3.0 (0, 3) 3.0 (0, 3) 

Q1, Q3 2.5, 3.0 2.0, 3.0 3.0, 3.0 2.0, 3.0 

VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 3.0 (0.2) 2.9 (0.3) 2.9 (0.3) 2.9 (0.3) 

Median (Min, Max) 3.0 (2, 3) 3.0 (2, 3) 3.0 (2, 3) 3.0 (2, 3) 

Q1, Q3 3.0, 3.0 3.0, 3.0 3.0, 3.0 3.0, 3.0 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 3.0 (0.2) 2.8 (0.4) 2.8 (0.5) 2.9 (0.4) 

Median (Min, Max) 3.0 (2, 3) 3.0 (1, 3) 3.0 (1, 3) 3.0 (1, 3) 

Q1, Q3 3.0, 3.0 3.0, 3.0 3.0, 3.0 3.0, 3.0 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 2.9 (0.3) 2.7 (0.6) 2.8 (0.5) 2.8 (0.5) 

Median (Min, Max) 3.0 (2, 3) 3.0 (1, 3) 3.0 (1, 3) 3.0 (1, 3) 

Q1, Q3 3.0, 3.0 3.0, 3.0 3.0, 3.0 3.0, 3.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 0.4 (0.8) 0.4 (0.7) 0.1 (0.5) 0.3 (0.6) 

Median (Min, Max) 0.0 (0, 3) 0.0 (-1, 2) 0.0 (-1, 2) 0.0 (-1, 3) 

Q1, Q3 0.0, 0.0 0.0, 1.0 0.0, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 0.2375 0.1105 NA NA 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 0.4 (0.8) 0.4 (0.7) 0.1 (0.5) 0.3 (0.7) 

Median (Min, Max) 0.0 (0, 3) 0.0 (0, 3) 0.0 (-1, 2) 0.0 (-1, 3) 
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Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 0.0222 0.0156 NA NA 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 0.3 (0.8) 0.4 (0.7) 0.0 (0.4) 0.2 (0.7) 

Median (Min, Max) 0.0 (-1, 3) 0.0 (-1, 3) 0.0 (-1, 1) 0.0 (-1, 3) 

Q1, Q3 0.0, 0.0 0.0, 1.0 0.0, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 0.1012 0.0231 NA NA 

 
Data based on Full analysis set. Between groups p-value (Wilcoxon) have been compared between EMP16-02 and placebo. EP-002 Meal pattern, SAS 

program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 

UTC 

 

Table 14.3-24 Meal pattern (Per protocol analysis set) 

Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

ML01 - How often do 

you eat vegetables or root 

vegetables 

Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 2.1 (0.8) 2.0 (1.0) 2.1 (0.8) 2.0 (0.9) 

Median (Min, Max) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 1.0, 3.0 1.0, 3.0 2.0, 3.0 1.0, 3.0 

VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 2.4 (0.7) 2.1 (0.7) 2.2 (0.9) 2.3 (0.8) 

Median (Min, Max) 2.5 (0, 3) 2.0 (1, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 2.3 (0.7) 2.1 (0.8) 2.3 (0.8) 2.2 (0.8) 

Median (Min, Max) 2.0 (1, 3) 2.0 (1, 3) 2.0 (1, 3) 2.0 (1, 3) 
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Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 2.2 (0.8) 1.9 (0.7) 2.1 (0.8) 2.1 (0.7) 

Median (Min, Max) 2.0 (0, 3) 2.0 (1, 3) 2.0 (1, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 1.0, 2.0 2.0, 3.0 2.0, 3.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 0.3 (0.7) 0.2 (0.9) 0.2 (0.7) 0.2 (0.8) 

Median (Min, Max) 0.0 (-1, 2) 0.0 (-1, 3) 0.0 (-1, 2) 0.0 (-1, 3) 

Q1, Q3 0.0, 1.0 0.0, 0.5 0.0, 0.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.3706 0.9298 NA NA 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 0.2 (0.6) 0.1 (0.9) 0.2 (0.6) 0.1 (0.7) 

Median (Min, Max) 0.0 (-1, 2) 0.0 (-2, 3) 0.0 (-1, 2) 0.0 (-2, 3) 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 1.0000 0.1910 NA NA 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 0.1 (0.8) 0.0 (0.9) 0.1 (0.5) 0.0 (0.8) 

Median (Min, Max) 0.0 (-1, 2) 0.0 (-2, 2) 0.0 (-1, 1) 0.0 (-2, 2) 

Q1, Q3 0.0, 1.0 -1.0, 0.0 0.0, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 0.9039 0.3966 NA NA 

ML02 - How often do 

you eat fruits or berries 

Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 1.6 (0.9) 1.4 (0.9) 1.6 (1.0) 1.5 (0.9) 

Median (Min, Max) 2.0 (0, 3) 1.0 (0, 3) 2.0 (0, 3) 1.0 (0, 3) 

Q1, Q3 1.0, 2.0 1.0, 2.0 1.0, 2.0 1.0, 2.0 

VISIT 3 (WEEK 7) n 38 35 38 111 
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Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Mean (SD) 1.8 (0.9) 1.6 (1.0) 1.7 (0.8) 1.7 (0.9) 

Median (Min, Max) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 1.0, 2.0 1.0, 2.5 1.0, 2.0 1.0, 2.0 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 1.9 (0.9) 1.6 (1.1) 1.7 (1.0) 1.7 (1.0) 

Median (Min, Max) 2.0 (0, 3) 2.0 (0, 3) 1.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 1.0, 3.0 1.0, 3.0 1.0, 2.0 1.0, 2.0 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 1.8 (0.9) 1.6 (1.1) 1.6 (0.8) 1.7 (0.9) 

Median (Min, Max) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 1.0, 2.0 1.0, 3.0 1.0, 2.0 1.0, 2.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 0.2 (0.8) 0.3 (1.0) 0.1 (0.5) 0.2 (0.8) 

Median (Min, Max) 0.0 (-2, 1) 0.0 (-2, 2) 0.0 (-1, 1) 0.0 (-2, 2) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.3230 0.2956 NA NA 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 0.2 (0.8) 0.2 (0.8) 0.1 (0.6) 0.2 (0.7) 

Median (Min, Max) 0.0 (-2, 2) 0.0 (-2, 2) 0.0 (-1, 1) 0.0 (-2, 2) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.2125 0.5415 NA NA 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 0.1 (0.8) 0.3 (0.8) 0.1 (0.8) 0.2 (0.8) 

Median (Min, Max) 0.0 (-2, 1) 0.0 (-1, 3) 0.0 (-2, 1) 0.0 (-2, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 
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Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Between groups p-value (Wilcoxon) 0.9912 0.6377 NA NA 

ML03 - How often do 

you eat fish or seafood 

Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 0.9 (0.8) 0.8 (0.8) 1.1 (1.0) 0.9 (0.9) 

Median (Min, Max) 1.0 (0, 2) 1.0 (0, 2) 1.0 (0, 3) 1.0 (0, 3) 

Q1, Q3 0.0, 2.0 0.0, 2.0 0.0, 2.0 0.0, 2.0 

VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 1.2 (1.0) 1.1 (0.8) 1.4 (0.8) 1.2 (0.9) 

Median (Min, Max) 1.0 (0, 3) 1.0 (0, 3) 1.0 (0, 3) 1.0 (0, 3) 

Q1, Q3 1.0, 2.0 0.5, 2.0 1.0, 2.0 1.0, 2.0 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 1.2 (0.8) 1.0 (0.8) 1.4 (0.9) 1.2 (0.8) 

Median (Min, Max) 1.0 (0, 3) 1.0 (0, 2) 1.0 (0, 3) 1.0 (0, 3) 

Q1, Q3 1.0, 2.0 0.0, 2.0 1.0, 2.0 1.0, 2.0 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 1.3 (0.9) 1.0 (0.7) 1.5 (0.8) 1.3 (0.8) 

Median (Min, Max) 1.0 (0, 3) 1.0 (0, 2) 2.0 (0, 3) 1.0 (0, 3) 

Q1, Q3 1.0, 2.0 1.0, 2.0 1.0, 2.0 1.0, 2.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 0.2 (0.8) 0.2 (0.6) 0.3 (0.7) 0.3 (0.7) 

Median (Min, Max) 0.0 (-1, 3) 0.0 (-1, 2) 0.0 (-1, 2) 0.0 (-1, 3) 

Q1, Q3 0.0, 0.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.4718 0.7253 NA NA 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 0.3 (0.7) 0.3 (0.7) 0.2 (0.8) 0.2 (0.7) 

Median (Min, Max) 0.0 (-1, 2) 0.0 (-1, 2) 0.0 (-1, 2) 0.0 (-1, 2) 
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Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.9602 0.8696 NA NA 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 0.3 (0.9) 0.3 (0.6) 0.4 (0.8) 0.3 (0.8) 

Median (Min, Max) 0.0 (-2, 3) 0.0 (-1, 2) 0.0 (-1, 2) 0.0 (-2, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.8052 0.5617 NA NA 

ML04 - How often do 

you eat cookies, 

chocolates, sweets, chips 

or soft drinks 

Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 2.1 (0.8) 1.6 (0.8) 1.9 (0.8) 1.8 (0.8) 

Median (Min, Max) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 1.0, 2.0 1.0, 2.0 1.0, 2.0 

VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 2.4 (0.7) 2.4 (0.7) 2.4 (0.7) 2.4 (0.7) 

Median (Min, Max) 2.0 (0, 3) 3.0 (1, 3) 3.0 (0, 3) 3.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 2.4 (0.7) 2.2 (0.9) 2.4 (0.8) 2.3 (0.8) 

Median (Min, Max) 3.0 (1, 3) 2.0 (0, 3) 3.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 2.4 (0.7) 2.4 (0.8) 2.2 (0.8) 2.3 (0.7) 

Median (Min, Max) 2.0 (1, 3) 2.5 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 0.3 (0.7) 0.8 (1.0) 0.6 (0.8) 0.5 (0.9) 
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Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 0.0 (-1, 2) 1.0 (-1, 3) 0.0 (-1, 2) 0.0 (-1, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.1142 0.3699 NA NA 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 0.4 (0.8) 0.7 (1.0) 0.5 (0.8) 0.5 (0.9) 

Median (Min, Max) 0.0 (-1, 3) 1.0 (-1, 3) 0.0 (-2, 2) 0.0 (-2, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.3577 0.3163 NA NA 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 0.4 (0.7) 0.8 (0.9) 0.3 (0.8) 0.5 (0.8) 

Median (Min, Max) 0.0 (-1, 2) 1.0 (-1, 3) 0.0 (-2, 2) 0.0 (-2, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Between groups p-value (Wilcoxon) 0.8200 0.0251 NA NA 

ML05 - How often do 

you eat breakfast 

Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 2.6 (0.8) 2.5 (0.8) 2.8 (0.6) 2.6 (0.7) 

Median (Min, Max) 3.0 (0, 3) 3.0 (0, 3) 3.0 (0, 3) 3.0 (0, 3) 

Q1, Q3 2.5, 3.0 2.0, 3.0 3.0, 3.0 2.0, 3.0 

VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 3.0 (0.2) 2.9 (0.3) 2.9 (0.3) 2.9 (0.3) 

Median (Min, Max) 3.0 (2, 3) 3.0 (2, 3) 3.0 (2, 3) 3.0 (2, 3) 

Q1, Q3 3.0, 3.0 3.0, 3.0 3.0, 3.0 3.0, 3.0 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 3.0 (0.2) 2.8 (0.4) 2.8 (0.5) 2.9 (0.4) 

Median (Min, Max) 3.0 (2, 3) 3.0 (1, 3) 3.0 (1, 3) 3.0 (1, 3) 

Q1, Q3 3.0, 3.0 3.0, 3.0 3.0, 3.0 3.0, 3.0 
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Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 2.9 (0.3) 2.8 (0.5) 2.8 (0.5) 2.8 (0.5) 

Median (Min, Max) 3.0 (2, 3) 3.0 (1, 3) 3.0 (1, 3) 3.0 (1, 3) 

Q1, Q3 3.0, 3.0 3.0, 3.0 3.0, 3.0 3.0, 3.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 0.4 (0.8) 0.4 (0.7) 0.1 (0.5) 0.3 (0.7) 

Median (Min, Max) 0.0 (0, 3) 0.0 (-1, 2) 0.0 (-1, 2) 0.0 (-1, 3) 

Q1, Q3 0.0, 0.0 0.0, 1.0 0.0, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 0.1484 0.0825 NA NA 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 0.4 (0.8) 0.3 (0.6) 0.0 (0.5) 0.2 (0.7) 

Median (Min, Max) 0.0 (0, 3) 0.0 (0, 2) 0.0 (-1, 2) 0.0 (-1, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 0.0107 0.0111 NA NA 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 0.3 (0.8) 0.3 (0.6) 0.0 (0.4) 0.2 (0.6) 

Median (Min, Max) 0.0 (-1, 3) 0.0 (0, 2) 0.0 (-1, 1) 0.0 (-1, 3) 

Q1, Q3 0.0, 0.0 0.0, 1.0 0.0, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 0.0358 0.0085 NA NA 

 
Data based on Per protocol analysis set. Between groups p-value (Wilcoxon) have been compared between EMP16-02 and placebo. EP-002 Meal pattern, 

SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-

25T14:26:12 UTC 
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Table 14.3-25 Meal pattern, ML04 - How often do you eat cookies, chocolates, sweets, chips or soft drinks (Full analysis set) 

Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

ML04 - How often do you 

eat cookies, chocolates, 

sweets, chips or soft 

drinks 

Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 2.1 (0.8) 1.5 (0.9) 1.8 (0.8) 1.8 (0.9) 

Median (Min, Max) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 1.0, 2.0 1.0, 2.0 1.0, 2.0 

VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 2.3 (0.7) 2.4 (0.7) 2.5 (0.7) 2.4 (0.7) 

Median (Min, Max) 2.0 (0, 3) 2.5 (1, 3) 3.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 2.4 (0.7) 2.1 (0.9) 2.4 (0.8) 2.3 (0.8) 

Median (Min, Max) 2.0 (1, 3) 2.0 (0, 3) 3.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 2.4 (0.7) 2.3 (0.8) 2.2 (0.8) 2.3 (0.7) 

Median (Min, Max) 2.0 (1, 3) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

Absolute change from 

baseline 
VISIT 3 (WEEK 7) n 45 40 47 132 

Mean (SD) 0.3 (0.7) 0.8 (1.0) 0.6 (0.8) 0.5 (0.8) 

Median (Min, Max) 0.0 (-1, 2) 1.0 (-1, 3) 0.0 (-1, 2) 0.0 (-1, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

VISIT 4 (WEEK 14) n 43 45 47 135 

Mean (SD) 0.3 (0.8) 0.6 (1.0) 0.5 (0.8) 0.5 (0.9) 

Median (Min, Max) 0.0 (-1, 3) 1.0 (-1, 3) 0.0 (-2, 2) 0.0 (-2, 3) 
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Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

VISIT 5 (WEEK 26) n 42 42 46 130 

Mean (SD) 0.3 (0.7) 0.8 (0.9) 0.3 (0.8) 0.5 (0.8) 

Median (Min, Max) 0.0 (-1, 2) 1.0 (-1, 3) 0.0 (-2, 2) 0.0 (-2, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7) n 43 37 45 125 

Mean (SD) 20.9 (51.1) 52.7 (76.3) 46.3 (66.3) 39.5 (65.7) 

Median (Min, Max) 0.0 (-50, 200) 0.0 (-50, 200) 0.0 (-33, 200) 0.0 (-50, 200) 

Q1, Q3 0.0, 50.0 0.0, 100.0 0.0, 50.0 0.0, 50.0 

VISIT 4 (WEEK 14) n 41 40 45 126 

Mean (SD) 19.5 (46.8) 47.1 (77.8) 37.0 (62.0) 34.5 (63.8) 

Median (Min, Max) 0.0 (-50, 200) 50.0 (-100, 200) 0.0 (-100, 200) 0.0 (-100, 200) 

Q1, Q3 0.0, 50.0 0.0, 100.0 0.0, 50.0 0.0, 50.0 

VISIT 5 (WEEK 26) n 40 37 44 121 

Mean (SD) 21.3 (50.1) 61.3 (73.1) 23.1 (55.0) 34.2 (61.9) 

Median (Min, Max) 0.0 (-33, 200) 50.0 (-33, 200) 0.0 (-100, 200) 0.0 (-100, 200) 

Q1, Q3 0.0, 50.0 0.0, 100.0 0.0, 50.0 0.0, 50.0 

 
Data based on Full analysis set.  EP-002 Meal pattern, ML04 - How often do you eat cookies, chocolates, sweets, chips or soft drinks, SAS 

program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 

UTC 
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Table 14.3-26 Meal pattern, ML04 - How often do you eat cookies, chocolates, sweets, chips or soft drinks (Per protocol analysis set) 

Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

ML04 - How often do you 

eat cookies, chocolates, 

sweets, chips or soft 

drinks 

Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 2.1 (0.8) 1.6 (0.8) 1.9 (0.8) 1.8 (0.8) 

Median (Min, Max) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 1.0, 2.0 1.0, 2.0 1.0, 2.0 

VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 2.4 (0.7) 2.4 (0.7) 2.4 (0.7) 2.4 (0.7) 

Median (Min, Max) 2.0 (0, 3) 3.0 (1, 3) 3.0 (0, 3) 3.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 2.4 (0.7) 2.2 (0.9) 2.4 (0.8) 2.3 (0.8) 

Median (Min, Max) 3.0 (1, 3) 2.0 (0, 3) 3.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 2.4 (0.7) 2.4 (0.8) 2.2 (0.8) 2.3 (0.7) 

Median (Min, Max) 2.0 (1, 3) 2.5 (0, 3) 2.0 (0, 3) 2.0 (0, 3) 

Q1, Q3 2.0, 3.0 2.0, 3.0 2.0, 3.0 2.0, 3.0 

Absolute change from 

baseline 
VISIT 3 (WEEK 7) n 38 35 38 111 

Mean (SD) 0.3 (0.7) 0.8 (1.0) 0.6 (0.8) 0.5 (0.9) 

Median (Min, Max) 0.0 (-1, 2) 1.0 (-1, 3) 0.0 (-1, 2) 0.0 (-1, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

VISIT 4 (WEEK 14) n 39 39 39 117 

Mean (SD) 0.4 (0.8) 0.7 (1.0) 0.5 (0.8) 0.5 (0.9) 

Median (Min, Max) 0.0 (-1, 3) 1.0 (-1, 3) 0.0 (-2, 2) 0.0 (-2, 3) 
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Param Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

VISIT 5 (WEEK 26) n 39 38 39 116 

Mean (SD) 0.4 (0.7) 0.8 (0.9) 0.3 (0.8) 0.5 (0.8) 

Median (Min, Max) 0.0 (-1, 2) 1.0 (-1, 3) 0.0 (-2, 2) 0.0 (-2, 3) 

Q1, Q3 0.0, 1.0 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7) n 37 33 36 106 

Mean (SD) 23.0 (54.3) 57.6 (79.2) 43.5 (66.1) 40.7 (67.7) 

Median (Min, Max) 0.0 (-50, 200) 50.0 (-50, 200) 0.0 (-33, 200) 0.0 (-50, 200) 

Q1, Q3 0.0, 50.0 0.0, 100.0 0.0, 50.0 0.0, 50.0 

VISIT 4 (WEEK 14) n 37 35 37 109 

Mean (SD) 21.2 (48.1) 52.4 (79.7) 37.8 (65.0) 36.9 (65.9) 

Median (Min, Max) 0.0 (-50, 200) 50.0 (-100, 200) 0.0 (-100, 200) 0.0 (-100, 200) 

Q1, Q3 0.0, 50.0 0.0, 100.0 0.0, 50.0 0.0, 50.0 

VISIT 5 (WEEK 26) n 37 34 37 108 

Mean (SD) 23.9 (51.0) 57.8 (71.2) 23.4 (57.9) 34.4 (61.8) 

Median (Min, Max) 0.0 (-33, 200) 50.0 (-33, 200) 0.0 (-100, 200) 0.0 (-100, 200) 

Q1, Q3 0.0, 50.0 0.0, 100.0 0.0, 50.0 0.0, 50.0 

 
Data based on Per protocol analysis set.  EP-002 Meal pattern, ML04 - How often do you eat cookies, chocolates, sweets, chips or soft drinks, SAS 

program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 

UTC 
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14.3.4 Fasting glucose metabolism markers, lipid metabolism markers and inflammation markers  

Table 14.3-27 Glucose metabolism, lipid metabolism and inflammation markers (Full analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Albumin (g/L) Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 52 52 156 

Mean (SD) 40.1 (3.5) 39.4 (3.5) 39.6 (3.3) 39.7 (3.4) 

Median (Min, Max) 40.0 (34, 47) 39.5 (31, 47) 39.0 (34, 47) 40.0 (31, 47) 

Q1, Q3 37.0, 43.0 37.0, 41.0 37.0, 42.0 37.0, 42.0 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 40.6 (4.2) 40.1 (3.6) 39.4 (4.1) 40.0 (4.0) 

Median (Min, Max) 40.0 (30, 55) 40.0 (31, 50) 40.0 (32, 53) 40.0 (30, 55) 

Q1, Q3 37.5, 44.0 38.0, 42.0 37.0, 42.0 37.0, 42.0 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) 39.6 (3.5) 38.4 (3.4) 38.0 (3.6) 38.7 (3.5) 

Median (Min, Max) 39.0 (33, 46) 38.0 (31, 47) 38.0 (32, 48) 38.0 (31, 48) 

Q1, Q3 37.0, 42.0 36.0, 41.0 36.0, 40.0 36.0, 41.0 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 40.0 (3.8) 39.2 (3.9) 39.3 (4.3) 39.5 (4.0) 

Median (Min, Max) 39.5 (33, 50) 39.0 (31, 50) 39.0 (32, 49) 39.0 (31, 50) 

Q1, Q3 38.0, 42.0 37.0, 41.0 37.0, 42.0 37.0, 42.0 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 0.5 (3.0) 0.6 (2.8) -0.2 (2.5) 0.3 (2.8) 

Median (Min, Max) 1.0 (-6, 15) 0.0 (-5, 11) -1.0 (-5, 11) 0.0 (-6, 15) 

Q1, Q3 -1.0, 2.0 -1.0, 2.0 -2.0, 1.0 -1.0, 1.5 

Ancova p-value vs Placebo 0.1607 0.1098 NA NA 

n 45 47 49 141 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 4 (WEEK 14), PRE-

DOSE 

Mean (SD) -0.6 (1.9) -1.0 (2.9) -1.4 (2.1) -1.0 (2.3) 

Median (Min, Max) 0.0 (-5, 3) -1.0 (-9, 5) -1.0 (-5, 3) -1.0 (-9, 5) 

Q1, Q3 -2.0, 0.0 -3.0, 1.0 -3.0, 0.0 -2.0, 0.0 

Ancova p-value vs Placebo 0.0775 0.3853 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 44 45 46 135 

Mean (SD) -0.2 (2.4) -0.2 (2.9) -0.3 (2.4) -0.2 (2.6) 

Median (Min, Max) 0.0 (-5, 5) 0.0 (-8, 6) 0.0 (-4, 7) 0.0 (-8, 7) 

Q1, Q3 -2.0, 1.0 -2.0, 2.0 -2.0, 1.0 -2.0, 1.0 

Ancova p-value vs Placebo 0.9178 0.9943 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) 1.4 (7.4) 1.9 (7.2) -0.5 (6.3) 0.9 (7.0) 

Median (Min, Max) 2.2 (-14, 38) 0.0 (-12, 28) -2.2 (-13, 26) 0.0 (-14, 38) 

Q1, Q3 -2.4, 4.7 -2.4, 5.0 -4.4, 2.4 -2.6, 3.7 

Anova p-value vs Placebo 0.1787 0.0897 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -1.3 (4.5) -2.2 (7.2) -3.5 (5.3) -2.4 (5.8) 

Median (Min, Max) 0.0 (-12, 8) -2.6 (-20, 14) -2.9 (-12, 9) -2.6 (-20, 14) 

Q1, Q3 -4.8, 0.0 -6.8, 2.5 -7.7, 0.0 -5.7, 0.0 

Anova p-value vs Placebo 0.0447 0.1122 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -0.3 (5.8) -0.4 (7.2) -0.8 (6.0) -0.5 (6.3) 

Median (Min, Max) 0.0 (-12, 12) 0.0 (-17, 15) 0.0 (-11, 17) 0.0 (-17, 17) 

Q1, Q3 -4.8, 2.8 -5.0, 4.7 -5.1, 2.6 -5.0, 2.8 

Anova p-value vs Placebo 0.3186 0.3509 NA NA 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Glucose (mmol/L) Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 52 52 156 

Mean (SD) 5.93 (0.76) 5.94 (0.58) 6.06 (0.79) 5.98 (0.71) 

Median (Min, Max) 5.70 (4.7, 8.3) 5.90 (5.0, 8.7) 5.85 (5.1, 9.1) 5.80 (4.7, 9.1) 

Q1, Q3 5.40, 6.35 5.60, 6.20 5.50, 6.45 5.50, 6.30 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) 5.73 (0.58) 5.76 (0.62) 5.98 (0.78) 5.82 (0.67) 

Median (Min, Max) 5.60 (4.6, 7.1) 5.60 (4.8, 7.7) 5.80 (4.7, 8.7) 5.70 (4.6, 8.7) 

Q1, Q3 5.40, 6.00 5.40, 6.10 5.40, 6.60 5.40, 6.20 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) 5.61 (0.60) 5.64 (0.51) 5.93 (0.79) 5.73 (0.66) 

Median (Min, Max) 5.50 (4.7, 7.7) 5.50 (4.8, 7.4) 5.80 (4.7, 8.2) 5.60 (4.7, 8.2) 

Q1, Q3 5.30, 5.80 5.30, 5.90 5.50, 6.20 5.30, 6.00 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 5.65 (0.73) 5.66 (0.61) 5.95 (0.83) 5.76 (0.74) 

Median (Min, Max) 5.50 (4.5, 8.2) 5.60 (4.8, 7.6) 5.80 (4.8, 8.4) 5.60 (4.5, 8.4) 

Q1, Q3 5.20, 6.05 5.20, 6.00 5.40, 6.40 5.20, 6.10 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) -0.16 (0.45) -0.17 (0.63) -0.10 (0.40) -0.14 (0.50) 

Median (Min, Max) -0.10 (-1.4, 1.0) -0.15 (-1.9, 1.6) 0.00 (-1.4, 0.8) -0.10 (-1.9, 1.6) 

Q1, Q3 -0.40, 0.10 -0.40, 0.20 -0.40, 0.20 -0.40, 0.20 

Ancova p-value vs Placebo 0.4780 0.4260 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 47 49 141 

Mean (SD) -0.30 (0.50) -0.27 (0.55) -0.15 (0.45) -0.24 (0.50) 

Median (Min, Max) -0.30 (-2.0, 0.6) -0.30 (-1.7, 1.5) 0.00 (-1.6, 0.8) -0.20 (-2.0, 1.5) 

Q1, Q3 -0.60, 0.00 -0.60, 0.00 -0.30, 0.10 -0.50, 0.00 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Ancova p-value vs Placebo 0.1858 0.2475 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -0.27 (0.50) -0.26 (0.65) -0.16 (0.49) -0.23 (0.55) 

Median (Min, Max) -0.25 (-1.8, 0.7) -0.20 (-2.2, 2.1) -0.15 (-1.5, 1.0) -0.20 (-2.2, 2.1) 

Q1, Q3 -0.50, 0.05 -0.70, 0.10 -0.50, 0.20 -0.50, 0.10 

Ancova p-value vs Placebo 0.3422 0.3651 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -2.3 (7.2) -2.5 (9.9) -1.4 (6.2) -2.1 (7.9) 

Median (Min, Max) -1.8 (-22, 19) -2.6 (-25, 26) 0.0 (-18, 13) -1.7 (-25, 26) 

Q1, Q3 -6.9, 1.8 -6.8, 3.6 -6.6, 3.1 -6.8, 3.1 

Anova p-value vs Placebo 0.5665 0.4785 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -4.5 (7.9) -4.2 (8.9) -2.4 (6.6) -3.7 (7.8) 

Median (Min, Max) -4.4 (-27, 12) -5.0 (-21, 25) 0.0 (-18, 12) -3.5 (-27, 25) 

Q1, Q3 -8.6, 0.0 -10.0, 0.0 -5.6, 1.6 -8.7, 0.0 

Anova p-value vs Placebo 0.2080 0.2512 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 44 45 46 135 

Mean (SD) -4.2 (8.2) -4.1 (10.4) -2.4 (7.6) -3.6 (8.8) 

Median (Min, Max) -4.4 (-24, 13) -3.6 (-25, 38) -2.5 (-16, 16) -3.6 (-25, 38) 

Q1, Q3 -7.6, 0.9 -11.5, 1.7 -9.4, 3.1 -8.9, 1.8 

Anova p-value vs Placebo 0.4333 0.4537 NA NA 

Hemoglobin A1C 

(mmol/mol) 
Measured value VISIT 2 (WEEK 1), PRE-

DOSE 
n 52 52 52 156 

Mean (SD) 36.6 (4.0) 36.8 (3.8) 37.2 (4.8) 36.8 (4.2) 

Median (Min, Max) 36.5 (29, 46) 36.0 (28, 48) 36.0 (31, 51) 36.0 (28, 51) 

Q1, Q3 34.0, 39.5 34.0, 39.5 34.0, 39.5 34.0, 39.5 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 35.0 (3.3) 35.7 (3.8) 36.5 (4.5) 35.8 (3.9) 

Median (Min, Max) 35.0 (27, 41) 35.0 (28, 44) 35.5 (30, 49) 35.0 (27, 49) 

Q1, Q3 32.0, 38.0 33.0, 38.0 33.0, 39.0 33.0, 38.0 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 47 49 141 

Mean (SD) 35.8 (3.3) 36.4 (3.3) 37.0 (4.3) 36.4 (3.7) 

Median (Min, Max) 36.0 (28, 43) 37.0 (29, 44) 36.0 (30, 49) 36.0 (28, 49) 

Q1, Q3 34.0, 38.0 34.0, 39.0 34.0, 39.0 34.0, 38.0 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 35.5 (3.6) 35.7 (3.2) 36.5 (4.7) 35.9 (3.9) 

Median (Min, Max) 35.0 (27, 45) 36.0 (29, 43) 35.0 (30, 51) 36.0 (27, 51) 

Q1, Q3 33.0, 38.0 33.0, 38.0 34.0, 39.0 33.0, 38.0 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -1.5 (2.3) -0.9 (1.7) -0.7 (1.4) -1.0 (1.9) 

Median (Min, Max) -1.0 (-10, 2) -1.0 (-4, 2) -1.0 (-4, 3) -1.0 (-10, 3) 

Q1, Q3 -3.0, 0.0 -2.0, 0.0 -2.0, 0.0 -2.0, 0.0 

Ancova p-value vs Placebo 0.0283 0.5118 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -0.9 (2.3) -0.3 (1.9) 0.0 (1.9) -0.4 (2.1) 

Median (Min, Max) -1.0 (-10, 2) 0.0 (-5, 4) 0.0 (-5, 3) 0.0 (-10, 4) 

Q1, Q3 -2.0, 1.0 -2.0, 1.0 -1.0, 1.0 -2.0, 1.0 

Ancova p-value vs Placebo 0.0667 0.5837 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -1.2 (2.3) -1.1 (2.4) -0.6 (2.2) -1.0 (2.3) 

Median (Min, Max) -1.0 (-8, 4) -1.0 (-8, 3) -0.5 (-6, 5) -1.0 (-8, 5) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 -2.5, 0.0 -2.0, 1.0 -2.0, 0.0 -2.0, 0.0 

Ancova p-value vs Placebo 0.2908 0.3418 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -3.9 (5.7) -2.5 (4.6) -1.7 (3.9) -2.7 (4.8) 

Median (Min, Max) -3.1 (-22, 7) -2.6 (-11, 6) -2.8 (-12, 9) -2.9 (-22, 9) 

Q1, Q3 -7.2, 0.0 -5.9, 0.0 -4.3, 0.0 -5.7, 0.0 

Anova p-value vs Placebo 0.0220 0.3992 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -2.1 (5.5) -0.6 (5.3) 0.2 (5.3) -0.8 (5.4) 

Median (Min, Max) -2.7 (-22, 7) 0.0 (-10, 12) 0.0 (-12, 10) 0.0 (-22, 12) 

Q1, Q3 -5.0, 2.4 -4.8, 2.9 -2.9, 3.1 -4.5, 2.8 

Anova p-value vs Placebo 0.0252 0.3543 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -3.1 (5.8) -2.8 (6.1) -1.5 (5.8) -2.4 (5.9) 

Median (Min, Max) -2.9 (-17, 10) -2.9 (-20, 9) -1.0 (-13, 11) -2.9 (-20, 11) 

Q1, Q3 -7.1, 0.0 -6.3, 2.7 -5.1, 0.0 -5.9, 0.0 

Anova p-value vs Placebo 0.0753 0.1711 NA NA 

Insulin (mIU/L) Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 51 52 155 

Mean (SD) 18.54 (12.08) 17.71 (10.17) 21.53 (17.38) 19.27 (13.59) 

Median (Min, Max) 14.90 (5.50, 71.0) 15.90 (5.10, 50.0) 16.05 (5.00, 109) 15.20 (5.00, 109) 

Q1, Q3 10.90, 22.50 9.900, 23.00 11.65, 27.50 10.90, 24.00 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) 14.81 (8.861) 14.68 (10.76) 18.49 (12.78) 16.01 (11.02) 

Median (Min, Max) 12.65 (4.30, 44.0) 11.65 (3.40, 52.0) 15.85 (1.20, 65.0) 13.00 (1.20, 65.0) 

Q1, Q3 8.150, 17.80 8.000, 17.00 10.80, 25.00 8.450, 18.80 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) 14.04 (7.597) 13.57 (8.125) 19.29 (15.04) 15.70 (11.15) 

Median (Min, Max) 12.00 (4.40, 40.0) 11.00 (1.80, 38.0) 14.00 (3.80, 83.0) 12.00 (1.80, 83.0) 

Q1, Q3 8.100, 18.00 7.600, 17.00 9.900, 23.00 8.500, 20.00 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 44 44 46 134 

Mean (SD) 14.86 (8.131) 16.94 (18.55) 18.14 (12.06) 16.67 (13.55) 

Median (Min, Max) 11.60 (5.80, 50.0) 11.00 (4.50, 120) 15.80 (3.50, 63.0) 12.70 (3.50, 120) 

Q1, Q3 9.700, 18.45 8.400, 18.70 10.90, 23.00 9.500, 21.00 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 49 50 147 

Mean (SD) -3.958 (8.125) -3.129 (8.642) -3.320 (10.68) -3.465 (9.175) 

Median (Min, Max) -2.600 (-31.0, 12.8) -2.900 (-30.8, 23.0) -2.000 (-49.0, 21.0) -2.000 (-49.0, 23.0) 

Q1, Q3 -5.850, 0.000 -6.400, 1.700 -4.100, 1.400 -6.000, 1.200 

Ancova p-value vs Placebo 0.6382 0.9784 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) -4.222 (7.674) -3.241 (7.919) -0.01020 (11.83) -2.426 (9.516) 

Median (Min, Max) -2.000 (-36.0, 7.40) -2.000 (-33.9, 22.0) 0.2000 (-28.0, 46.6) -1.850 (-36.0, 46.6) 

Q1, Q3 -5.900, -0.7000 -6.100, 0.8000 -5.000, 2.700 -5.950, 1.000 

Ancova p-value vs Placebo 0.0358 0.1012 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 43 46 133 

Mean (SD) -3.620 (9.705) 0.07907 (18.10) -1.509 (8.411) -1.694 (12.70) 

Median (Min, Max) -1.450 (-43.0, 17.0) -1.000 (-32.6, 104) -1.050 (-22.0, 22.0) -1.100 (-43.0, 104) 

Q1, Q3 -6.750, 1.400 -5.900, 1.100 -5.900, 2.000 -5.900, 1.400 

Ancova p-value vs Placebo 0.3965 0.5905 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 49 50 147 

Mean (SD) -15.0 (29.7) -13.6 (37.4) -8.0 (33.2) -12.2 (33.5) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) -24.0 (-66, 74) -19.1 (-72, 79) -9.9 (-84, 110) -17.5 (-84, 110) 

Q1, Q3 -32.4, 0.0 -47.1, 13.0 -29.2, 11.0 -33.3, 10.3 

Anova p-value vs Placebo 0.3037 0.4097 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) -15.9 (32.1) -13.7 (39.1) 5.1 (49.6) -7.8 (42.0) 

Median (Min, Max) -16.8 (-62, 118) -15.7 (-79, 138) 2.9 (-67, 240) -13.8 (-79, 240) 

Q1, Q3 -39.0, -4.7 -35.4, 5.6 -28.6, 16.2 -34.0, 8.3 

Anova p-value vs Placebo 0.0096 0.0192 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 43 46 133 

Mean (SD) -9.1 (35.8) 7.5 (106.9) 0.6 (48.8) -0.4 (70.1) 

Median (Min, Max) -9.6 (-67, 89) -7.4 (-76, 650) -10.6 (-58, 220) -9.1 (-76, 650) 

Q1, Q3 -37.2, 15.8 -39.4, 14.3 -31.6, 16.7 -36.7, 14.9 

Anova p-value vs Placebo 0.4187 0.7561 NA NA 

Triglycerides 

(mmol/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 52 52 156 

Mean (SD) 1.632 (0.736) 1.592 (0.813) 1.827 (1.159) 1.683 (0.921) 

Median (Min, Max) 1.440 (0.72, 4.80) 1.390 (0.40, 4.10) 1.600 (0.72, 6.50) 1.455 (0.40, 6.50) 

Q1, Q3 1.170, 1.835 0.980, 2.055 1.200, 1.950 1.100, 1.975 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 49 147 

Mean (SD) 1.620 (0.602) 1.538 (0.677) 1.593 (0.753) 1.583 (0.677) 

Median (Min, Max) 1.520 (0.71, 3.10) 1.400 (0.29, 3.50) 1.400 (0.60, 4.20) 1.420 (0.29, 4.20) 

Q1, Q3 1.280, 1.905 1.200, 1.750 1.100, 1.890 1.200, 1.850 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 47 49 141 

Mean (SD) 1.498 (0.662) 1.509 (0.860) 1.480 (0.623) 1.495 (0.717) 

Median (Min, Max) 1.380 (0.71, 4.20) 1.390 (0.26, 5.20) 1.390 (0.63, 3.70) 1.390 (0.26, 5.20) 

Q1, Q3 1.000, 1.710 1.080, 1.870 1.000, 1.900 1.000, 1.850 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 1.541 (0.575) 1.569 (0.858) 1.555 (0.915) 1.555 (0.793) 

Median (Min, Max) 1.400 (0.64, 3.30) 1.350 (0.44, 4.40) 1.235 (0.75, 6.50) 1.310 (0.44, 6.50) 

Q1, Q3 1.200, 1.690 0.930, 2.000 1.010, 1.860 1.020, 1.820 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 49 147 

Mean (SD) 0.011 (0.632) -0.047 (0.619) -0.149 (0.659) -0.062 (0.636) 

Median (Min, Max) 0.065 (-2.68, 1.13) 0.000 (-2.12, 1.33) -0.100 (-3.18, 1.50) -0.030 (-3.18, 1.50) 

Q1, Q3 -0.215, 0.395 -0.400, 0.300 -0.420, 0.110 -0.330, 0.290 

Ancova p-value vs Placebo 0.2494 0.4506 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 47 49 141 

Mean (SD) -0.116 (0.483) -0.070 (0.623) -0.275 (0.732) -0.156 (0.626) 

Median (Min, Max) -0.120 (-1.30, 0.70) -0.070 (-2.05, 2.10) -0.200 (-4.11, 1.30) -0.130 (-4.11, 2.10) 

Q1, Q3 -0.320, 0.210 -0.290, 0.200 -0.490, 0.000 -0.350, 0.100 

Ancova p-value vs Placebo 0.3274 0.1452 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -0.092 (0.642) -0.028 (0.626) -0.237 (0.784) -0.120 (0.690) 

Median (Min, Max) -0.080 (-1.58, 1.60) -0.100 (-1.79, 1.47) -0.165 (-4.01, 1.70) -0.110 (-4.01, 1.70) 

Q1, Q3 -0.470, 0.215 -0.320, 0.270 -0.520, 0.100 -0.420, 0.210 

Ancova p-value vs Placebo 0.4394 0.1912 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 49 147 

Mean (SD) 7.3 (32.8) 6.3 (41.0) -3.6 (29.6) 3.4 (34.9) 

Median (Min, Max) 5.6 (-56, 70) 0.0 (-52, 121) -6.3 (-58, 115) -2.7 (-58, 121) 

Q1, Q3 -17.7, 34.1 -27.7, 27.7 -23.2, 8.1 -22.3, 22.9 

Anova p-value vs Placebo 0.1252 0.1613 NA NA 

n 45 47 49 141 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 4 (WEEK 14), PRE-

DOSE 

Mean (SD) -2.5 (28.3) 1.2 (38.4) -8.3 (36.2) -3.3 (34.7) 

Median (Min, Max) -7.8 (-58, 67) -3.6 (-59, 121) -12.5 (-67, 173) -9.2 (-67, 173) 

Q1, Q3 -20.6, 16.7 -29.1, 18.7 -30.8, 0.0 -25.9, 10.0 

Anova p-value vs Placebo 0.6082 0.1851 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 44 45 46 135 

Mean (SD) 2.4 (37.6) 5.0 (46.0) -8.6 (28.3) -0.5 (38.1) 

Median (Min, Max) -6.3 (-49, 130) -5.9 (-66, 210) -11.8 (-66, 54) -7.5 (-66, 210) 

Q1, Q3 -24.8, 20.9 -24.4, 28.7 -29.4, 9.9 -25.3, 19.4 

Anova p-value vs Placebo 0.3680 0.1220 NA NA 

LDL Cholesterol 

(mmol/L) 
Measured value VISIT 2 (WEEK 1), PRE-

DOSE 
n 52 52 52 156 

Mean (SD) 3.65 (0.96) 3.37 (1.07) 3.44 (0.85) 3.49 (0.96) 

Median (Min, Max) 3.55 (1.5, 6.0) 3.30 (1.3, 5.9) 3.60 (1.5, 5.2) 3.40 (1.3, 6.0) 

Q1, Q3 3.00, 4.25 2.60, 4.10 2.75, 4.10 2.75, 4.10 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 3.19 (0.78) 3.04 (1.02) 3.36 (0.78) 3.19 (0.88) 

Median (Min, Max) 3.25 (1.9, 4.9) 2.80 (1.2, 6.0) 3.40 (1.5, 5.0) 3.30 (1.2, 6.0) 

Q1, Q3 2.55, 3.75 2.40, 3.70 2.80, 3.90 2.50, 3.80 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) 3.18 (0.92) 3.06 (0.98) 3.34 (0.83) 3.20 (0.91) 

Median (Min, Max) 3.20 (1.6, 5.3) 3.20 (1.0, 5.3) 3.50 (1.3, 5.2) 3.30 (1.0, 5.3) 

Q1, Q3 2.50, 3.90 2.40, 3.60 2.90, 3.80 2.50, 3.80 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 44 45 46 135 

Mean (SD) 3.38 (0.91) 3.13 (1.11) 3.52 (0.82) 3.35 (0.96) 

Median (Min, Max) 3.30 (1.5, 4.9) 3.00 (1.2, 5.9) 3.65 (1.6, 4.9) 3.30 (1.2, 5.9) 

Q1, Q3 2.65, 4.10 2.40, 4.00 3.00, 4.10 2.60, 4.00 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -0.49 (0.52) -0.34 (0.52) -0.05 (0.51) -0.29 (0.55) 

Median (Min, Max) -0.40 (-1.8, 0.6) -0.20 (-1.8, 0.5) -0.10 (-1.4, 1.3) -0.30 (-1.8, 1.3) 

Q1, Q3 -0.85, -0.10 -0.70, -0.10 -0.40, 0.40 -0.60, 0.10 

Ancova p-value vs Placebo <.0001 0.0051 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -0.51 (0.46) -0.36 (0.66) -0.14 (0.51) -0.33 (0.57) 

Median (Min, Max) -0.50 (-1.3, 0.4) -0.30 (-2.5, 1.4) -0.20 (-1.1, 1.3) -0.30 (-2.5, 1.4) 

Q1, Q3 -0.90, -0.20 -0.80, 0.00 -0.50, 0.20 -0.70, 0.10 

Ancova p-value vs Placebo 0.0010 0.0473 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -0.34 (0.52) -0.26 (0.61) 0.01 (0.55) -0.19 (0.58) 

Median (Min, Max) -0.25 (-1.6, 0.8) -0.20 (-2.6, 1.3) 0.00 (-1.2, 1.6) -0.20 (-2.6, 1.6) 

Q1, Q3 -0.60, 0.00 -0.60, 0.00 -0.30, 0.10 -0.60, 0.10 

Ancova p-value vs Placebo 0.0024 0.0203 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -12.2 (13.0) -9.5 (13.3) 0.1 (16.8) -7.1 (15.4) 

Median (Min, Max) -10.6 (-42, 23) -8.5 (-39, 25) -3.0 (-27, 60) -8.4 (-42, 60) 

Q1, Q3 -21.7, -3.1 -19.0, -2.6 -12.5, 9.8 -17.6, 2.8 

Anova p-value vs Placebo 0.0001 0.0012 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -13.8 (12.8) -9.0 (19.5) -3.1 (17.7) -8.5 (17.4) 

Median (Min, Max) -16.7 (-43, 10) -10.3 (-54, 70) -6.8 (-37, 53) -10.3 (-54, 70) 

Q1, Q3 -21.9, -5.9 -20.4, 0.0 -15.6, 4.4 -18.4, 2.0 

Anova p-value vs Placebo 0.0038 0.0820 NA NA 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -8.8 (13.7) -7.4 (15.3) 1.8 (18.5) -4.7 (16.5) 

Median (Min, Max) -6.2 (-39, 25) -7.7 (-57, 32) 0.0 (-41, 67) -4.5 (-57, 67) 

Q1, Q3 -19.2, 0.0 -17.1, 0.0 -7.9, 5.3 -15.0, 2.6 

Anova p-value vs Placebo 0.0017 0.0028 NA NA 

HDL Cholesterol 

(mmol/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 52 52 156 

Mean (SD) 1.31 (0.27) 1.32 (0.30) 1.29 (0.34) 1.31 (0.30) 

Median (Min, Max) 1.30 (0.8, 2.3) 1.30 (0.8, 2.1) 1.30 (0.7, 2.0) 1.30 (0.7, 2.3) 

Q1, Q3 1.10, 1.50 1.10, 1.50 1.00, 1.55 1.10, 1.50 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) 1.16 (0.23) 1.16 (0.23) 1.33 (0.36) 1.22 (0.29) 

Median (Min, Max) 1.10 (0.8, 1.9) 1.20 (0.8, 1.8) 1.20 (0.6, 2.3) 1.20 (0.6, 2.3) 

Q1, Q3 1.00, 1.30 0.97, 1.30 1.10, 1.60 1.00, 1.40 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) 1.17 (0.23) 1.14 (0.20) 1.29 (0.33) 1.20 (0.27) 

Median (Min, Max) 1.20 (0.8, 2.0) 1.10 (0.7, 1.7) 1.20 (0.7, 2.0) 1.20 (0.7, 2.0) 

Q1, Q3 1.00, 1.30 1.00, 1.30 1.00, 1.60 1.00, 1.30 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 1.20 (0.27) 1.18 (0.23) 1.29 (0.32) 1.23 (0.28) 

Median (Min, Max) 1.20 (0.7, 2.0) 1.10 (0.7, 1.7) 1.20 (0.8, 1.9) 1.20 (0.7, 2.0) 

Q1, Q3 1.00, 1.35 1.00, 1.30 1.10, 1.50 1.00, 1.40 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) -0.15 (0.14) -0.16 (0.16) 0.03 (0.19) -0.09 (0.18) 

Median (Min, Max) -0.15 (-0.4, 0.2) -0.16 (-0.5, 0.2) 0.00 (-0.3, 1.0) -0.10 (-0.5, 1.0) 

Q1, Q3 -0.20, -0.10 -0.30, -0.08 -0.10, 0.10 -0.20, 0.00 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Ancova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -0.14 (0.15) -0.20 (0.19) -0.02 (0.19) -0.12 (0.19) 

Median (Min, Max) -0.10 (-0.4, 0.2) -0.20 (-0.7, 0.2) 0.00 (-0.6, 0.5) -0.10 (-0.7, 0.5) 

Q1, Q3 -0.25, -0.08 -0.30, -0.10 -0.10, 0.10 -0.20, 0.00 

Ancova p-value vs Placebo 0.0015 <.0001 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -0.11 (0.16) -0.16 (0.19) -0.02 (0.18) -0.09 (0.18) 

Median (Min, Max) -0.10 (-0.4, 0.4) -0.11 (-0.7, 0.2) 0.00 (-0.6, 0.3) -0.10 (-0.7, 0.4) 

Q1, Q3 -0.20, 0.00 -0.26, 0.00 -0.10, 0.10 -0.20, 0.00 

Ancova p-value vs Placebo 0.0253 0.0001 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -10.4 (10.4) -11.2 (10.8) 2.5 (14.4) -6.3 (13.5) 

Median (Min, Max) -12.2 (-33, 17) -13.1 (-31, 18) 0.0 (-16, 77) -7.7 (-33, 77) 

Q1, Q3 -15.4, -6.5 -18.8, -6.7 -7.7, 8.3 -15.4, 0.0 

Anova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 47 49 141 

Mean (SD) -9.8 (11.3) -13.5 (11.4) -0.8 (13.1) -7.9 (13.1) 

Median (Min, Max) -9.1 (-27, 18) -13.6 (-44, 18) 0.0 (-30, 38) -8.3 (-44, 38) 

Q1, Q3 -15.4, -5.6 -20.0, -7.7 -7.7, 6.3 -15.4, 0.0 

Anova p-value vs Placebo 0.0005 <.0001 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 44 45 46 135 

Mean (SD) -7.6 (12.0) -10.9 (12.3) -0.3 (12.8) -6.2 (13.0) 

Median (Min, Max) -8.7 (-29, 31) -10.0 (-37, 18) 0.0 (-30, 25) -7.1 (-37, 31) 

Q1, Q3 -14.8, 0.0 -19.0, 0.0 -9.1, 9.1 -15.4, 0.0 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Anova p-value vs Placebo 0.0038 <.0001 NA NA 

Cholesterol 

(mmol/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 52 52 156 

Mean (SD) 5.56 (1.15) 5.26 (1.20) 5.35 (0.86) 5.39 (1.08) 

Median (Min, Max) 5.40 (3.5, 10.2) 4.95 (3.2, 8.5) 5.40 (3.4, 7.0) 5.30 (3.2, 10.2) 

Q1, Q3 4.80, 6.00 4.40, 6.00 4.70, 6.10 4.60, 6.00 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 4.99 (0.86) 4.78 (1.12) 5.33 (0.86) 5.03 (0.98) 

Median (Min, Max) 5.00 (3.4, 6.8) 4.65 (2.5, 8.0) 5.30 (3.1, 7.5) 5.00 (2.5, 8.0) 

Q1, Q3 4.25, 5.55 4.00, 5.60 4.90, 5.80 4.30, 5.70 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 47 49 141 

Mean (SD) 4.90 (0.96) 4.75 (1.08) 5.16 (0.87) 4.94 (0.98) 

Median (Min, Max) 4.90 (2.9, 7.1) 4.50 (2.3, 7.3) 5.10 (2.9, 7.0) 4.90 (2.3, 7.3) 

Q1, Q3 4.20, 5.50 4.10, 5.40 4.70, 5.80 4.30, 5.50 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 5.13 (0.98) 4.84 (1.22) 5.29 (0.97) 5.09 (1.07) 

Median (Min, Max) 4.95 (2.6, 7.1) 4.70 (2.8, 7.7) 5.30 (3.3, 7.2) 5.00 (2.6, 7.7) 

Q1, Q3 4.60, 5.70 4.10, 5.50 4.90, 5.80 4.40, 5.70 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -0.59 (0.82) -0.48 (0.59) 0.00 (0.53) -0.35 (0.70) 

Median (Min, Max) -0.50 (-4.7, 0.6) -0.45 (-2.2, 0.7) 0.00 (-1.4, 1.1) -0.30 (-4.7, 1.1) 

Q1, Q3 -0.85, -0.10 -0.80, -0.10 -0.40, 0.40 -0.70, 0.10 

Ancova p-value vs Placebo <.0001 0.0005 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -0.72 (0.70) -0.56 (0.76) -0.22 (0.56) -0.49 (0.70) 

Median (Min, Max) -0.70 (-3.7, 0.7) -0.50 (-2.7, 1.2) -0.30 (-1.3, 1.5) -0.40 (-3.7, 1.5) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 -1.10, -0.40 -1.10, -0.20 -0.60, 0.00 -0.90, -0.10 

Ancova p-value vs Placebo 0.0004 0.0142 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -0.53 (0.73) -0.45 (0.76) -0.13 (0.59) -0.37 (0.71) 

Median (Min, Max) -0.35 (-3.1, 1.1) -0.40 (-3.0, 1.2) -0.20 (-1.3, 1.3) -0.30 (-3.1, 1.3) 

Q1, Q3 -0.90, -0.05 -0.80, 0.00 -0.50, 0.20 -0.70, 0.00 

Ancova p-value vs Placebo 0.0069 0.0297 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -9.4 (10.9) -8.8 (10.2) 0.4 (10.1) -5.9 (11.3) 

Median (Min, Max) -8.4 (-46, 13) -9.1 (-32, 13) 0.0 (-21, 24) -6.0 (-46, 24) 

Q1, Q3 -14.8, -2.2 -16.0, -1.8 -7.3, 7.1 -13.2, 1.8 

Anova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -12.2 (10.5) -9.7 (12.7) -3.6 (11.1) -8.4 (11.9) 

Median (Min, Max) -12.5 (-36, 16) -9.8 (-43, 20) -4.5 (-28, 33) -8.6 (-43, 33) 

Q1, Q3 -18.2, -6.0 -18.8, -3.5 -11.5, 0.0 -17.0, -2.1 

Anova p-value vs Placebo 0.0003 0.0047 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -8.6 (11.4) -8.0 (12.5) -2.2 (11.3) -6.2 (12.0) 

Median (Min, Max) -6.3 (-30, 23) -8.3 (-48, 18) -5.0 (-28, 26) -5.9 (-48, 26) 

Q1, Q3 -16.8, -0.7 -17.4, 0.0 -8.6, 2.9 -15.0, 0.0 

Anova p-value vs Placebo 0.0020 0.0021 NA NA 

C Reactive Protein 

(mg/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 52 52 156 

Mean (SD) 4.6 (4.7) 4.7 (6.8) 5.4 (7.5) 4.9 (6.4) 

Median (Min, Max) 3.0 (0, 22) 2.2 (0, 38) 2.4 (0, 44) 2.5 (0, 44) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 1.7, 5.3 1.6, 4.4 1.7, 6.1 1.6, 5.3 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) 3.9 (3.8) 4.9 (8.6) 5.3 (7.3) 4.7 (6.9) 

Median (Min, Max) 2.4 (0, 21) 2.2 (0, 49) 2.9 (1, 33) 2.4 (0, 49) 

Q1, Q3 1.5, 4.9 1.2, 3.5 1.6, 5.1 1.5, 4.8 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) 4.0 (4.4) 4.1 (5.7) 5.3 (7.1) 4.5 (5.8) 

Median (Min, Max) 2.0 (0, 24) 1.9 (0, 26) 2.7 (0, 34) 2.4 (0, 34) 

Q1, Q3 1.3, 5.9 1.0, 3.9 1.4, 6.1 1.2, 5.5 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 5.4 (12.3) 3.3 (5.4) 4.8 (6.4) 4.5 (8.5) 

Median (Min, Max) 2.1 (0, 81) 1.3 (0, 29) 2.4 (0, 30) 1.9 (0, 81) 

Q1, Q3 1.3, 6.0 0.9, 2.9 1.3, 5.5 1.1, 4.8 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -0.7 (3.2) 0.1 (2.6) -0.2 (7.5) -0.2 (5.0) 

Median (Min, Max) -0.2 (-17, 5) 0.0 (-5, 11) 0.0 (-40, 32) -0.1 (-40, 32) 

Q1, Q3 -1.2, 0.7 -0.9, 0.6 -0.7, 0.5 -0.9, 0.6 

Ancova p-value vs Placebo 0.7331 0.6953 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -0.7 (3.1) -0.7 (2.8) -0.3 (7.3) -0.5 (4.9) 

Median (Min, Max) -0.4 (-14, 7) -0.2 (-12, 5) 0.0 (-41, 26) -0.3 (-41, 26) 

Q1, Q3 -1.2, 0.2 -1.6, 0.5 -0.8, 1.0 -1.1, 0.5 

Ancova p-value vs Placebo 0.8853 0.7778 NA NA 

n 44 45 46 135 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26), PRE-

DOSE 

Mean (SD) 0.7 (11.0) -1.1 (2.0) -0.6 (6.6) -0.3 (7.4) 

Median (Min, Max) -0.4 (-16, 69) -0.5 (-9, 2) -0.2 (-41, 7) -0.3 (-41, 69) 

Q1, Q3 -1.4, 0.3 -1.1, 0.0 -0.6, 1.1 -1.2, 0.3 

Ancova p-value vs Placebo 0.3464 0.8254 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 26.5 (200.5) 10.2 (91.7) 42.2 (321.7) 26.3 (224.4) 

Median (Min, Max) -11.8 (-79, 1350) 0.0 (-80, 571) -1.6 (-90, 2257) -5.0 (-90, 2257) 

Q1, Q3 -36.4, 23.4 -33.0, 23.1 -25.0, 18.2 -29.3, 21.8 

Anova p-value vs Placebo 0.7314 0.4793 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -5.6 (60.5) 12.6 (134.3) 38.2 (241.1) 15.7 (165.3) 

Median (Min, Max) -20.0 (-67, 283) -14.3 (-67, 835) 0.0 (-92, 1650) -12.8 (-92, 1650) 

Q1, Q3 -41.2, 11.6 -45.6, 18.2 -30.0, 28.2 -41.2, 25.0 

Anova p-value vs Placebo 0.2511 0.4250 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 7.2 (106.0) -19.5 (37.0) 5.8 (65.8) -2.2 (75.3) 

Median (Min, Max) -16.7 (-78, 575) -25.0 (-84, 109) -8.3 (-93, 278) -16.7 (-93, 575) 

Q1, Q3 -42.1, 18.8 -41.3, 0.0 -29.0, 28.2 -40.4, 15.8 

Anova p-value vs Placebo 0.6908 0.0665 NA NA 

 
Data based on Full analysis set. Data underlying the ANOVA has been imputated in case of missing values using Last Observation Carried Forward, 

LOCF. EP-002 Glucose metabolism, lipid metabolism and inflammation markers, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, 

jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.3-28 Glucose metabolism, lipid metabolism and inflammation markers (Per protocol analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Albumin (g/L) Measured value VISIT 2 (WEEK 1), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) 40.3 (3.4) 39.3 (3.8) 39.5 (3.4) 39.7 (3.5) 

Median (Min, Max) 40.0 (35, 47) 39.0 (31, 47) 39.0 (34, 47) 40.0 (31, 47) 

Q1, Q3 37.0, 43.0 37.0, 41.0 37.0, 42.0 37.0, 42.0 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 40.9 (4.3) 39.9 (3.7) 39.1 (4.3) 40.0 (4.2) 

Median (Min, Max) 40.0 (30, 55) 39.0 (31, 50) 39.0 (32, 53) 40.0 (30, 55) 

Q1, Q3 37.5, 44.0 38.0, 42.0 37.0, 42.0 37.0, 42.0 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 39.7 (3.5) 38.2 (3.4) 38.0 (3.6) 38.6 (3.5) 

Median (Min, Max) 39.0 (33, 46) 38.0 (31, 47) 37.5 (32, 48) 38.0 (31, 48) 

Q1, Q3 37.0, 42.0 36.0, 41.0 36.0, 40.0 36.0, 41.0 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) 40.2 (3.8) 39.1 (3.9) 39.2 (4.5) 39.5 (4.1) 

Median (Min, Max) 40.0 (33, 50) 39.0 (31, 50) 38.5 (32, 49) 39.0 (31, 50) 

Q1, Q3 38.0, 42.0 37.0, 41.0 37.0, 42.0 37.0, 42.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 0.6 (3.0) 0.5 (2.8) -0.5 (2.7) 0.2 (2.9) 

Median (Min, Max) 1.0 (-5, 15) 0.0 (-5, 11) -1.0 (-5, 11) 0.0 (-5, 15) 

Q1, Q3 -1.0, 2.0 -1.0, 2.0 -2.0, 1.0 -1.0, 1.5 

Ancova p-value vs Placebo 0.0887 0.1203 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.6 (1.8) -1.1 (3.0) -1.5 (2.1) -1.1 (2.4) 

Median (Min, Max) 0.0 (-5, 3) -1.0 (-9, 5) -1.0 (-5, 3) -1.0 (-9, 5) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 -2.0, 0.0 -3.0, 1.0 -3.0, 0.0 -2.0, 0.0 

Ancova p-value vs Placebo 0.0860 0.4013 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.1 (2.3) -0.2 (2.8) -0.3 (2.4) -0.2 (2.5) 

Median (Min, Max) 0.0 (-4, 5) 0.0 (-8, 4) 0.0 (-4, 7) 0.0 (-8, 7) 

Q1, Q3 -2.0, 1.0 -2.0, 2.0 -2.0, 1.0 -2.0, 1.0 

Ancova p-value vs Placebo 0.7813 0.9216 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 1.6 (7.6) 1.7 (7.5) -1.2 (6.7) 0.7 (7.3) 

Median (Min, Max) 2.1 (-14, 38) 0.0 (-12, 28) -2.4 (-13, 26) 0.0 (-14, 38) 

Q1, Q3 -2.4, 4.7 -2.4, 5.0 -4.4, 2.4 -2.6, 3.7 

Anova p-value vs Placebo 0.0860 0.0851 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -1.4 (4.4) -2.4 (7.4) -3.7 (5.3) -2.5 (5.9) 

Median (Min, Max) 0.0 (-12, 8) -2.6 (-20, 14) -2.9 (-12, 9) -2.6 (-20, 14) 

Q1, Q3 -4.8, 0.0 -6.8, 2.5 -7.7, 0.0 -5.7, 0.0 

Anova p-value vs Placebo 0.0817 0.3037 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.1 (5.8) -0.3 (6.8) -0.9 (6.0) -0.4 (6.2) 

Median (Min, Max) 0.0 (-11, 12) 0.0 (-17, 13) 0.0 (-11, 17) 0.0 (-17, 17) 

Q1, Q3 -4.8, 2.8 -5.0, 4.7 -5.1, 2.6 -5.0, 2.8 

Anova p-value vs Placebo 0.5824 0.6797 NA NA 

Glucose (mmol/L) Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 5.91 (0.75) 5.87 (0.41) 6.10 (0.80) 5.96 (0.68) 

Median (Min, Max) 5.60 (4.7, 8.3) 5.90 (5.0, 6.7) 5.85 (5.1, 9.1) 5.80 (4.7, 9.1) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 5.40, 6.35 5.60, 6.20 5.50, 6.45 5.50, 6.30 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 5.73 (0.60) 5.70 (0.52) 5.98 (0.78) 5.80 (0.65) 

Median (Min, Max) 5.60 (4.6, 7.1) 5.60 (4.8, 6.8) 5.80 (4.7, 8.7) 5.70 (4.6, 8.7) 

Q1, Q3 5.40, 6.00 5.40, 6.10 5.40, 6.60 5.40, 6.20 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 5.60 (0.60) 5.61 (0.49) 5.95 (0.74) 5.72 (0.63) 

Median (Min, Max) 5.50 (4.7, 7.7) 5.50 (4.8, 7.4) 5.80 (4.7, 7.7) 5.60 (4.7, 7.7) 

Q1, Q3 5.30, 5.80 5.30, 5.90 5.50, 6.20 5.30, 6.00 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) 5.63 (0.75) 5.64 (0.60) 5.91 (0.78) 5.73 (0.72) 

Median (Min, Max) 5.50 (4.5, 8.2) 5.60 (4.8, 7.6) 5.75 (4.8, 7.8) 5.60 (4.5, 8.2) 

Q1, Q3 5.20, 6.05 5.20, 6.00 5.40, 6.40 5.20, 6.10 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -0.18 (0.48) -0.17 (0.55) -0.12 (0.39) -0.16 (0.47) 

Median (Min, Max) -0.10 (-1.4, 1.0) -0.20 (-1.6, 0.9) 0.00 (-1.4, 0.6) -0.10 (-1.6, 1.0) 

Q1, Q3 -0.40, 0.10 -0.40, 0.20 -0.40, 0.20 -0.40, 0.20 

Ancova p-value vs Placebo 0.4790 0.5515 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.30 (0.52) -0.26 (0.54) -0.16 (0.46) -0.24 (0.51) 

Median (Min, Max) -0.30 (-2.0, 0.6) -0.30 (-1.3, 1.5) -0.05 (-1.6, 0.8) -0.20 (-2.0, 1.5) 

Q1, Q3 -0.60, 0.00 -0.60, 0.00 -0.30, 0.10 -0.50, 0.00 

Ancova p-value vs Placebo 0.1748 0.3573 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.28 (0.51) -0.23 (0.60) -0.19 (0.50) -0.23 (0.54) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) -0.20 (-1.8, 0.7) -0.20 (-1.3, 2.1) -0.15 (-1.5, 1.0) -0.20 (-1.8, 2.1) 

Q1, Q3 -0.50, 0.05 -0.70, 0.10 -0.50, 0.20 -0.50, 0.10 

Ancova p-value vs Placebo 0.4138 0.6830 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -2.5 (7.7) -2.6 (9.0) -1.8 (5.8) -2.3 (7.6) 

Median (Min, Max) -1.7 (-22, 19) -3.4 (-25, 15) 0.0 (-18, 9) -1.7 (-25, 19) 

Q1, Q3 -6.9, 1.8 -6.8, 3.6 -6.6, 3.1 -6.8, 3.1 

Anova p-value vs Placebo 0.6826 0.6290 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -4.6 (8.2) -4.1 (9.2) -2.3 (6.7) -3.7 (8.1) 

Median (Min, Max) -4.5 (-27, 12) -5.2 (-21, 25) -0.8 (-18, 12) -3.5 (-27, 25) 

Q1, Q3 -8.6, 0.0 -10.0, 0.0 -5.6, 1.6 -8.7, 0.0 

Anova p-value vs Placebo 0.2009 0.3261 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -4.4 (8.3) -3.7 (10.2) -2.8 (7.8) -3.6 (8.8) 

Median (Min, Max) -4.2 (-24, 13) -3.6 (-21, 38) -2.4 (-16, 16) -3.6 (-24, 38) 

Q1, Q3 -7.6, 0.9 -11.5, 1.7 -9.4, 3.1 -8.9, 1.8 

Anova p-value vs Placebo 0.4328 0.6571 NA NA 

Hemoglobin A1C 

(mmol/mol) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 36.8 (4.0) 36.5 (3.6) 37.4 (5.1) 36.9 (4.2) 

Median (Min, Max) 37.0 (29, 46) 36.0 (28, 45) 36.0 (31, 51) 36.0 (28, 51) 

Q1, Q3 34.0, 39.5 34.0, 39.5 34.0, 39.5 34.0, 39.5 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 35.1 (3.3) 35.5 (3.7) 36.6 (4.7) 35.8 (3.9) 

Median (Min, Max) 36.0 (27, 41) 35.0 (28, 44) 36.0 (30, 49) 36.0 (27, 49) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 32.0, 38.0 33.0, 38.0 33.0, 39.0 33.0, 38.0 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 35.8 (3.1) 36.1 (3.3) 37.2 (4.5) 36.4 (3.7) 

Median (Min, Max) 36.0 (28, 42) 36.0 (29, 44) 36.0 (30, 49) 36.0 (28, 49) 

Q1, Q3 34.0, 38.0 34.0, 39.0 34.0, 39.0 34.0, 38.0 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 35.4 (3.5) 35.4 (3.1) 36.8 (5.0) 35.9 (4.0) 

Median (Min, Max) 35.0 (27, 45) 36.0 (29, 43) 35.0 (30, 51) 35.0 (27, 51) 

Q1, Q3 33.0, 38.0 33.0, 38.0 34.0, 39.0 33.0, 38.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 41 41 39 121 

Mean (SD) -1.6 (2.3) -1.0 (1.7) -0.7 (1.5) -1.1 (1.9) 

Median (Min, Max) -1.0 (-10, 2) -1.0 (-4, 2) -1.0 (-4, 3) -1.0 (-10, 3) 

Q1, Q3 -3.0, 0.0 -2.0, 0.0 -2.0, 0.0 -2.0, 0.0 

Ancova p-value vs Placebo 0.0375 0.4976 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -1.0 (2.3) -0.4 (1.8) -0.2 (2.0) -0.5 (2.1) 

Median (Min, Max) -1.0 (-10, 2) -1.0 (-4, 4) 0.0 (-5, 3) -0.5 (-10, 4) 

Q1, Q3 -2.0, 1.0 -2.0, 1.0 -1.0, 1.0 -2.0, 1.0 

Ancova p-value vs Placebo 0.0844 0.7064 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -1.4 (2.4) -1.1 (2.4) -0.7 (2.3) -1.0 (2.3) 

Median (Min, Max) -1.0 (-8, 4) -1.0 (-8, 3) -1.0 (-6, 5) -1.0 (-8, 5) 

Q1, Q3 -2.5, 0.0 -2.0, 1.0 -2.0, 0.0 -2.0, 0.0 

Ancova p-value vs Placebo 0.2212 0.4489 NA NA 

n 41 41 39 121 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

Mean (SD) -4.1 (5.6) -2.7 (4.7) -1.7 (4.2) -2.9 (4.9) 

Median (Min, Max) -3.1 (-22, 7) -2.7 (-11, 6) -2.9 (-12, 9) -2.9 (-22, 9) 

Q1, Q3 -7.2, 0.0 -5.9, 0.0 -4.3, 0.0 -5.7, 0.0 

Anova p-value vs Placebo 0.0283 0.3518 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) -2.4 (5.6) -0.9 (5.2) -0.2 (5.4) -1.2 (5.4) 

Median (Min, Max) -2.7 (-22, 7) -2.3 (-10, 12) 0.0 (-12, 10) -1.0 (-22, 12) 

Q1, Q3 -5.0, 2.4 -4.8, 2.9 -2.9, 3.1 -4.5, 2.8 

Anova p-value vs Placebo 0.0686 0.5800 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) -3.5 (5.8) -2.7 (6.2) -1.6 (5.8) -2.6 (5.9) 

Median (Min, Max) -2.9 (-17, 10) -2.9 (-20, 9) -2.4 (-13, 11) -2.9 (-20, 11) 

Q1, Q3 -7.1, 0.0 -6.3, 2.7 -5.1, 0.0 -5.9, 0.0 

Anova p-value vs Placebo 0.1563 0.3823 NA NA 

Insulin (mIU/L) Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 18.71 (12.31) 16.52 (9.310) 17.46 (9.616) 17.56 (10.46) 

Median (Min, Max) 15.00 (5.50, 71.0) 14.20 (5.10, 43.0) 15.35 (5.00, 42.0) 15.00 (5.00, 71.0) 

Q1, Q3 10.90, 22.50 9.900, 23.00 11.65, 27.50 10.90, 24.00 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 14.80 (8.869) 13.32 (9.033) 15.88 (8.568) 14.65 (8.819) 

Median (Min, Max) 13.60 (4.30, 44.0) 11.30 (3.40, 51.0) 15.00 (1.20, 38.0) 12.90 (1.20, 51.0) 

Q1, Q3 8.150, 17.80 8.000, 17.00 10.80, 25.00 8.450, 18.80 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 14.22 (7.819) 13.06 (8.113) 18.98 (15.72) 15.39 (11.32) 

Median (Min, Max) 12.00 (4.40, 40.0) 11.00 (1.80, 38.0) 14.50 (3.80, 83.0) 11.95 (1.80, 83.0) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 8.100, 18.00 7.600, 17.00 9.900, 23.00 8.500, 20.00 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 40 40 121 

Mean (SD) 14.56 (8.106) 16.07 (18.38) 16.36 (9.568) 15.65 (12.73) 

Median (Min, Max) 11.20 (5.80, 50.0) 10.70 (4.50, 120) 15.50 (3.50, 52.0) 12.00 (3.50, 120) 

Q1, Q3 9.700, 18.45 8.400, 18.70 10.90, 23.00 9.500, 21.00 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -3.917 (8.499) -3.202 (7.737) -1.818 (5.755) -2.998 (7.435) 

Median (Min, Max) -2.800 (-31.0, 12.8) -2.800 (-30.8, 15.0) -2.000 (-17.6, 15.0) -2.000 (-31.0, 15.0) 

Q1, Q3 -5.850, 0.000 -6.400, 1.700 -4.100, 1.400 -6.000, 1.200 

Ancova p-value vs Placebo 0.1661 0.3536 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -4.498 (7.929) -3.463 (8.181) 1.525 (11.35) -2.175 (9.557) 

Median (Min, Max) -2.000 (-36.0, 7.40) -2.000 (-33.9, 22.0) -4.441E-16 (-10.0, 46.6) -1.950 (-36.0, 46.6) 

Q1, Q3 -5.900, -0.7000 -6.100, 0.8000 -5.000, 2.700 -5.950, 1.000 

Ancova p-value vs Placebo 0.0049 0.0186 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 40 40 121 

Mean (SD) -4.159 (9.835) -0.5650 (18.24) -1.093 (6.924) -1.957 (12.59) 

Median (Min, Max) -2.000 (-43.0, 17.0) -1.500 (-32.6, 104) -1.050 (-18.0, 17.0) -1.600 (-43.0, 104) 

Q1, Q3 -6.750, 1.400 -5.900, 1.100 -5.900, 2.000 -5.900, 1.400 

Ancova p-value vs Placebo 0.2385 0.9090 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -14.8 (31.4) -13.5 (36.5) -7.6 (32.2) -12.0 (33.3) 

Median (Min, Max) -26.9 (-66, 74) -18.8 (-72, 63) -10.0 (-84, 110) -17.1 (-84, 110) 

Q1, Q3 -32.4, 0.0 -47.1, 13.0 -29.2, 11.0 -33.3, 10.3 

Anova p-value vs Placebo 0.3410 0.4316 NA NA 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -16.8 (32.3) -14.4 (39.8) 8.9 (52.2) -7.5 (43.4) 

Median (Min, Max) -16.8 (-62, 118) -16.7 (-79, 138) -0.1 (-50, 240) -15.4 (-79, 240) 

Q1, Q3 -39.0, -4.7 -35.4, 5.6 -28.6, 16.2 -34.0, 8.3 

Anova p-value vs Placebo 0.0070 0.0142 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 40 40 121 

Mean (SD) -11.6 (35.9) 5.6 (110.0) 1.4 (50.5) -1.6 (72.4) 

Median (Min, Max) -11.6 (-67, 89) -7.7 (-76, 650) -10.6 (-58, 220) -10.0 (-76, 650) 

Q1, Q3 -37.2, 15.8 -39.4, 14.3 -31.6, 16.7 -36.7, 14.9 

Anova p-value vs Placebo 0.4230 0.7944 NA NA 

Triglycerides 

(mmol/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 1.636 (0.799) 1.598 (0.854) 1.650 (0.754) 1.628 (0.797) 

Median (Min, Max) 1.420 (0.72, 4.80) 1.380 (0.47, 4.10) 1.550 (0.72, 4.80) 1.430 (0.47, 4.80) 

Q1, Q3 1.170, 1.835 0.980, 2.055 1.200, 1.950 1.100, 1.975 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 1.669 (0.603) 1.521 (0.685) 1.562 (0.731) 1.584 (0.671) 

Median (Min, Max) 1.600 (0.71, 3.10) 1.400 (0.29, 3.50) 1.360 (0.60, 4.20) 1.470 (0.29, 4.20) 

Q1, Q3 1.280, 1.905 1.200, 1.750 1.100, 1.890 1.200, 1.850 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 1.528 (0.681) 1.500 (0.885) 1.479 (0.624) 1.502 (0.734) 

Median (Min, Max) 1.400 (0.76, 4.20) 1.390 (0.26, 5.20) 1.350 (0.63, 3.70) 1.395 (0.26, 5.20) 

Q1, Q3 1.000, 1.710 1.080, 1.870 1.000, 1.900 1.000, 1.850 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 1.554 (0.586) 1.571 (0.883) 1.554 (0.938) 1.560 (0.809) 

Median (Min, Max) 1.400 (0.64, 3.30) 1.350 (0.44, 4.40) 1.235 (0.75, 6.50) 1.330 (0.44, 6.50) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 1.200, 1.690 0.930, 2.000 1.010, 1.860 1.020, 1.820 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 0.033 (0.670) -0.077 (0.593) -0.081 (0.440) -0.041 (0.575) 

Median (Min, Max) 0.100 (-2.68, 1.13) 0.000 (-2.12, 1.04) -0.030 (-1.41, 0.90) -0.020 (-2.68, 1.13) 

Q1, Q3 -0.215, 0.395 -0.400, 0.300 -0.420, 0.110 -0.330, 0.290 

Ancova p-value vs Placebo 0.3765 0.9664 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.108 (0.504) -0.098 (0.640) -0.171 (0.488) -0.125 (0.545) 

Median (Min, Max) -0.080 (-1.30, 0.70) -0.100 (-2.05, 2.10) -0.140 (-1.30, 1.30) -0.110 (-2.05, 2.10) 

Q1, Q3 -0.320, 0.210 -0.290, 0.200 -0.490, 0.000 -0.350, 0.100 

Ancova p-value vs Placebo 0.6380 0.5735 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.082 (0.657) -0.027 (0.651) -0.096 (0.549) -0.068 (0.617) 

Median (Min, Max) -0.080 (-1.58, 1.60) -0.100 (-1.79, 1.47) -0.110 (-1.41, 1.70) -0.100 (-1.79, 1.70) 

Q1, Q3 -0.470, 0.215 -0.320, 0.270 -0.520, 0.100 -0.420, 0.210 

Ancova p-value vs Placebo 0.9466 0.6389 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 41 41 39 121 

Mean (SD) 9.7 (33.8) 3.8 (39.4) -2.8 (22.7) 3.7 (33.0) 

Median (Min, Max) 8.3 (-56, 70) 0.0 (-52, 121) -2.7 (-43, 43) -1.7 (-56, 121) 

Q1, Q3 -17.7, 34.1 -27.7, 27.7 -23.2, 8.1 -22.3, 22.9 

Anova p-value vs Placebo 0.0917 0.3710 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) -1.5 (29.4) -1.6 (38.0) -5.7 (36.5) -2.9 (34.6) 

Median (Min, Max) -6.5 (-58, 67) -7.6 (-59, 121) -9.9 (-47, 173) -8.4 (-59, 173) 

Q1, Q3 -20.6, 16.7 -29.1, 18.7 -30.8, 0.0 -25.9, 10.0 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Anova p-value vs Placebo 0.5909 0.5957 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 3.7 (38.2) 5.3 (47.5) -4.0 (26.6) 1.7 (38.4) 

Median (Min, Max) -5.1 (-49, 130) -5.9 (-66, 210) -7.0 (-47, 54) -6.2 (-66, 210) 

Q1, Q3 -24.8, 20.9 -24.4, 28.7 -29.4, 9.9 -25.3, 19.4 

Anova p-value vs Placebo 0.3693 0.2781 NA NA 

LDL Cholesterol 

(mmol/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 3.68 (0.95) 3.37 (1.05) 3.57 (0.79) 3.54 (0.94) 

Median (Min, Max) 3.40 (2.2, 6.0) 3.30 (1.3, 5.9) 3.60 (1.9, 5.2) 3.40 (1.3, 6.0) 

Q1, Q3 3.00, 4.25 2.60, 4.10 2.75, 4.10 2.75, 4.10 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 3.15 (0.76) 3.01 (1.01) 3.44 (0.75) 3.20 (0.86) 

Median (Min, Max) 3.10 (1.9, 4.9) 2.80 (1.2, 6.0) 3.40 (1.5, 5.0) 3.30 (1.2, 6.0) 

Q1, Q3 2.55, 3.75 2.40, 3.70 2.80, 3.90 2.50, 3.80 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 3.14 (0.90) 3.02 (0.93) 3.35 (0.85) 3.17 (0.90) 

Median (Min, Max) 3.20 (1.6, 5.3) 3.20 (1.0, 5.3) 3.50 (1.3, 5.2) 3.30 (1.0, 5.3) 

Q1, Q3 2.50, 3.90 2.40, 3.60 2.90, 3.80 2.50, 3.80 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 3.32 (0.91) 3.06 (1.00) 3.57 (0.83) 3.31 (0.93) 

Median (Min, Max) 3.30 (1.5, 4.9) 3.00 (1.2, 5.4) 3.70 (1.6, 4.9) 3.30 (1.2, 5.4) 

Q1, Q3 2.65, 4.10 2.40, 4.00 3.00, 4.10 2.60, 4.00 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -0.53 (0.51) -0.35 (0.55) -0.09 (0.51) -0.33 (0.55) 

Median (Min, Max) -0.50 (-1.8, 0.6) -0.20 (-1.8, 0.5) -0.10 (-1.4, 1.3) -0.30 (-1.8, 1.3) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 -0.85, -0.10 -0.70, -0.10 -0.40, 0.40 -0.60, 0.10 

Ancova p-value vs Placebo 0.0002 0.0195 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.54 (0.47) -0.35 (0.66) -0.22 (0.46) -0.37 (0.55) 

Median (Min, Max) -0.60 (-1.3, 0.4) -0.30 (-2.5, 1.4) -0.30 (-1.1, 0.9) -0.40 (-2.5, 1.4) 

Q1, Q3 -0.90, -0.20 -0.80, 0.00 -0.50, 0.20 -0.70, 0.10 

Ancova p-value vs Placebo 0.0062 0.2528 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.37 (0.53) -0.30 (0.60) 0.00 (0.55) -0.23 (0.58) 

Median (Min, Max) -0.30 (-1.6, 0.8) -0.30 (-2.6, 1.3) 0.00 (-1.2, 1.6) -0.20 (-2.6, 1.6) 

Q1, Q3 -0.60, 0.00 -0.60, 0.00 -0.30, 0.10 -0.60, 0.10 

Ancova p-value vs Placebo 0.0029 0.0130 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -13.1 (13.0) -9.9 (14.2) -1.7 (14.5) -8.3 (14.6) 

Median (Min, Max) -11.8 (-42, 23) -11.6 (-39, 25) -3.3 (-27, 42) -8.9 (-42, 42) 

Q1, Q3 -21.7, -3.1 -19.0, -2.6 -12.5, 9.8 -17.6, 2.8 

Anova p-value vs Placebo 0.0004 0.0090 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -14.4 (12.9) -8.6 (19.8) -6.1 (14.6) -9.7 (16.3) 

Median (Min, Max) -16.7 (-43, 10) -10.2 (-54, 70) -8.5 (-37, 38) -12.3 (-54, 70) 

Q1, Q3 -21.9, -5.9 -20.4, 0.0 -15.6, 4.4 -18.4, 2.0 

Anova p-value vs Placebo 0.0205 0.4783 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -9.4 (13.9) -8.3 (14.6) 0.9 (18.1) -5.7 (16.2) 

Median (Min, Max) -6.5 (-39, 25) -8.0 (-57, 32) 0.0 (-41, 67) -5.6 (-57, 67) 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                232 (398) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 -19.2, 0.0 -17.1, 0.0 -7.9, 5.3 -15.0, 2.6 

Anova p-value vs Placebo 0.0034 0.0087 NA NA 

HDL Cholesterol 

(mmol/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 1.30 (0.23) 1.35 (0.30) 1.34 (0.33) 1.33 (0.29) 

Median (Min, Max) 1.30 (0.8, 1.8) 1.30 (0.9, 2.1) 1.30 (0.8, 2.0) 1.30 (0.8, 2.1) 

Q1, Q3 1.10, 1.50 1.10, 1.50 1.00, 1.55 1.10, 1.50 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 1.15 (0.21) 1.17 (0.22) 1.34 (0.32) 1.22 (0.27) 

Median (Min, Max) 1.10 (0.8, 1.6) 1.20 (0.8, 1.8) 1.20 (0.7, 2.0) 1.20 (0.7, 2.0) 

Q1, Q3 1.00, 1.30 0.97, 1.30 1.10, 1.60 1.00, 1.40 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 1.15 (0.20) 1.15 (0.20) 1.30 (0.31) 1.20 (0.25) 

Median (Min, Max) 1.20 (0.8, 1.7) 1.10 (0.7, 1.7) 1.30 (0.7, 1.9) 1.20 (0.7, 1.9) 

Q1, Q3 1.00, 1.30 1.00, 1.30 1.00, 1.60 1.00, 1.30 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 1.18 (0.25) 1.18 (0.24) 1.31 (0.31) 1.22 (0.27) 

Median (Min, Max) 1.10 (0.7, 1.8) 1.10 (0.7, 1.7) 1.25 (0.8, 1.9) 1.20 (0.7, 1.9) 

Q1, Q3 1.00, 1.35 1.00, 1.30 1.10, 1.50 1.00, 1.40 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -0.15 (0.14) -0.17 (0.17) -0.01 (0.13) -0.11 (0.16) 

Median (Min, Max) -0.17 (-0.4, 0.2) -0.17 (-0.5, 0.2) 0.00 (-0.3, 0.3) -0.10 (-0.5, 0.3) 

Q1, Q3 -0.20, -0.10 -0.30, -0.08 -0.10, 0.10 -0.20, 0.00 

Ancova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.14 (0.14) -0.20 (0.20) -0.04 (0.17) -0.13 (0.18) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) -0.10 (-0.4, 0.2) -0.20 (-0.7, 0.2) 0.00 (-0.6, 0.3) -0.10 (-0.7, 0.3) 

Q1, Q3 -0.25, -0.08 -0.30, -0.10 -0.10, 0.10 -0.20, 0.00 

Ancova p-value vs Placebo 0.0087 <.0001 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.11 (0.16) -0.17 (0.19) -0.03 (0.18) -0.10 (0.19) 

Median (Min, Max) -0.10 (-0.4, 0.4) -0.20 (-0.7, 0.2) 0.00 (-0.6, 0.3) -0.10 (-0.7, 0.4) 

Q1, Q3 -0.20, 0.00 -0.26, 0.00 -0.10, 0.10 -0.20, 0.00 

Ancova p-value vs Placebo 0.0498 0.0008 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -11.0 (10.5) -11.6 (11.5) 0.1 (9.8) -7.6 (11.8) 

Median (Min, Max) -12.5 (-33, 17) -14.3 (-31, 18) 0.0 (-16, 30) -7.7 (-33, 30) 

Q1, Q3 -15.4, -6.5 -18.8, -6.7 -7.7, 8.3 -15.4, 0.0 

Anova p-value vs Placebo <.0001 <.0001 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -10.1 (11.3) -13.2 (12.0) -2.0 (10.7) -8.5 (12.2) 

Median (Min, Max) -9.1 (-27, 18) -13.3 (-44, 18) 0.0 (-30, 19) -8.7 (-44, 19) 

Q1, Q3 -15.4, -5.6 -20.0, -7.7 -7.7, 6.3 -15.4, 0.0 

Anova p-value vs Placebo 0.0017 <.0001 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -8.3 (11.8) -11.1 (12.7) -1.1 (13.2) -6.9 (13.2) 

Median (Min, Max) -9.1 (-29, 31) -11.8 (-37, 18) 0.0 (-30, 25) -7.7 (-37, 31) 

Q1, Q3 -14.8, 0.0 -19.0, 0.0 -9.1, 9.1 -15.4, 0.0 

Anova p-value vs Placebo 0.0112 0.0005 NA NA 

Cholesterol (mmol/L) Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 5.61 (1.18) 5.27 (1.20) 5.48 (0.84) 5.45 (1.09) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 5.40 (3.5, 10.2) 5.00 (3.2, 8.5) 5.45 (3.5, 7.0) 5.35 (3.2, 10.2) 

Q1, Q3 4.80, 6.00 4.40, 6.00 4.70, 6.10 4.60, 6.00 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 4.99 (0.86) 4.76 (1.13) 5.38 (0.90) 5.04 (0.99) 

Median (Min, Max) 5.00 (3.4, 6.8) 4.70 (2.5, 8.0) 5.30 (3.1, 7.5) 5.00 (2.5, 8.0) 

Q1, Q3 4.25, 5.55 4.00, 5.60 4.90, 5.80 4.30, 5.70 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 4.87 (0.93) 4.71 (1.02) 5.19 (0.91) 4.92 (0.97) 

Median (Min, Max) 4.80 (2.9, 7.1) 4.50 (2.3, 6.9) 5.25 (2.9, 7.0) 4.90 (2.3, 7.1) 

Q1, Q3 4.20, 5.50 4.10, 5.40 4.70, 5.80 4.30, 5.50 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 5.06 (0.97) 4.76 (1.11) 5.35 (0.99) 5.06 (1.04) 

Median (Min, Max) 4.90 (2.6, 7.1) 4.70 (2.8, 7.7) 5.35 (3.3, 7.2) 5.00 (2.6, 7.7) 

Q1, Q3 4.60, 5.70 4.10, 5.50 4.90, 5.80 4.40, 5.70 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -0.63 (0.85) -0.51 (0.63) -0.07 (0.51) -0.41 (0.71) 

Median (Min, Max) -0.50 (-4.7, 0.6) -0.50 (-2.2, 0.7) -0.10 (-1.4, 1.0) -0.40 (-4.7, 1.0) 

Q1, Q3 -0.85, -0.10 -0.80, -0.10 -0.40, 0.40 -0.70, 0.10 

Ancova p-value vs Placebo 0.0004 0.0046 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.75 (0.71) -0.56 (0.75) -0.30 (0.50) -0.54 (0.68) 

Median (Min, Max) -0.70 (-3.7, 0.7) -0.40 (-2.7, 0.7) -0.30 (-1.3, 0.7) -0.50 (-3.7, 0.7) 

Q1, Q3 -1.10, -0.40 -1.10, -0.20 -0.60, 0.00 -0.90, -0.10 

Ancova p-value vs Placebo 0.0028 0.0715 NA NA 

n 41 41 40 122 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26), PRE-

DOSE 

Mean (SD) -0.55 (0.75) -0.51 (0.75) -0.13 (0.58) -0.40 (0.72) 

Median (Min, Max) -0.40 (-3.1, 1.1) -0.40 (-3.0, 1.2) -0.20 (-1.3, 1.3) -0.30 (-3.1, 1.3) 

Q1, Q3 -0.90, -0.05 -0.80, 0.00 -0.50, 0.20 -0.70, 0.00 

Ancova p-value vs Placebo 0.0070 0.0149 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 41 41 39 121 

Mean (SD) -10.1 (11.1) -9.3 (10.9) -1.1 (9.1) -6.9 (11.1) 

Median (Min, Max) -9.7 (-46, 13) -10.0 (-32, 13) -2.5 (-21, 16) -7.3 (-46, 16) 

Q1, Q3 -14.8, -2.2 -16.0, -1.8 -7.3, 7.1 -13.2, 1.8 

Anova p-value vs Placebo 0.0002 0.0007 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) -12.5 (10.5) -9.8 (12.5) -5.4 (9.3) -9.3 (11.2) 

Median (Min, Max) -13.0 (-36, 16) -9.1 (-43, 17) -5.2 (-28, 14) -9.2 (-43, 17) 

Q1, Q3 -18.2, -6.0 -18.8, -3.5 -11.5, 0.0 -17.0, -2.1 

Anova p-value vs Placebo 0.0037 0.0735 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -9.0 (11.6) -9.0 (12.1) -2.4 (11.0) -6.8 (11.9) 

Median (Min, Max) -6.7 (-30, 23) -8.3 (-48, 18) -5.3 (-28, 26) -6.2 (-48, 26) 

Q1, Q3 -16.8, -0.7 -17.4, 0.0 -8.6, 2.9 -15.0, 0.0 

Anova p-value vs Placebo 0.0111 0.0115 NA NA 

C Reactive Protein 

(mg/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 4.8 (5.2) 4.1 (6.5) 5.4 (7.7) 4.8 (6.5) 

Median (Min, Max) 2.8 (0, 22) 2.0 (0, 38) 2.4 (0, 44) 2.4 (0, 44) 

Q1, Q3 1.7, 5.3 1.6, 4.4 1.7, 6.1 1.6, 5.3 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 3.9 (4.0) 4.1 (8.1) 5.1 (6.9) 4.3 (6.5) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 2.3 (0, 21) 1.9 (0, 49) 2.9 (1, 33) 2.3 (0, 49) 

Q1, Q3 1.5, 4.9 1.2, 3.5 1.6, 5.1 1.5, 4.8 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 4.0 (4.6) 3.4 (4.9) 4.9 (6.2) 4.1 (5.2) 

Median (Min, Max) 2.0 (0, 24) 1.9 (0, 26) 2.7 (0, 28) 2.2 (0, 28) 

Q1, Q3 1.3, 5.9 1.0, 3.9 1.4, 6.1 1.2, 5.5 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 5.6 (12.7) 2.9 (5.2) 4.5 (5.5) 4.3 (8.6) 

Median (Min, Max) 2.0 (0, 81) 1.3 (0, 29) 2.5 (0, 26) 1.8 (0, 81) 

Q1, Q3 1.3, 6.0 0.9, 2.9 1.3, 5.5 1.1, 4.8 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -1.0 (3.4) 0.0 (2.6) -0.4 (8.4) -0.5 (5.4) 

Median (Min, Max) -0.3 (-17, 5) 0.0 (-5, 11) -0.1 (-40, 32) -0.1 (-40, 32) 

Q1, Q3 -1.2, 0.7 -0.9, 0.6 -0.7, 0.5 -0.9, 0.6 

Ancova p-value vs Placebo 0.7267 0.6765 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.8 (3.1) -0.7 (2.6) -0.5 (8.0) -0.7 (5.1) 

Median (Min, Max) -0.7 (-14, 7) -0.2 (-12, 5) 0.0 (-41, 26) -0.3 (-41, 26) 

Q1, Q3 -1.2, 0.2 -1.6, 0.5 -0.8, 1.0 -1.1, 0.5 

Ancova p-value vs Placebo 0.9147 0.9708 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 0.8 (11.4) -1.2 (2.0) -0.9 (7.0) -0.4 (7.8) 

Median (Min, Max) -0.3 (-16, 69) -0.5 (-9, 2) -0.3 (-41, 7) -0.4 (-41, 69) 

Q1, Q3 -1.4, 0.3 -1.1, 0.0 -0.6, 1.1 -1.2, 0.3 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Ancova p-value vs Placebo 0.3062 0.9011 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 41 41 39 121 

Mean (SD) 24.8 (216.1) 12.6 (100.1) 49.9 (364.0) 28.8 (247.2) 

Median (Min, Max) -18.2 (-79, 1350) 0.0 (-80, 571) -6.3 (-90, 2257) -6.3 (-90, 2257) 

Q1, Q3 -36.4, 23.4 -33.0, 23.1 -25.0, 18.2 -29.3, 21.8 

Anova p-value vs Placebo 0.6521 0.5039 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -8.5 (61.5) 16.8 (143.0) 42.8 (265.5) 16.9 (176.5) 

Median (Min, Max) -25.0 (-67, 283) -13.3 (-67, 835) 0.0 (-92, 1650) -12.9 (-92, 1650) 

Q1, Q3 -41.2, 11.6 -45.6, 18.2 -30.0, 28.2 -41.2, 25.0 

Anova p-value vs Placebo 0.1944 0.5097 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 9.1 (109.4) -21.5 (36.8) 3.4 (67.4) -3.1 (77.8) 

Median (Min, Max) -16.7 (-78, 575) -28.3 (-84, 109) -8.3 (-93, 278) -18.2 (-93, 575) 

Q1, Q3 -42.1, 18.8 -41.3, 0.0 -29.0, 28.2 -40.4, 15.8 

Anova p-value vs Placebo 0.7441 0.1494 NA NA 

 
Data based on Per protocol analysis set.  EP-002 Glucose metabolism, lipid metabolism and inflammation markers, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-21T14:34:30. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.3-9 Fasting glucose, mean relative change from baseline at week 7, 14 and 26 (Full 

analysis set) 

 
EP-002__14_02_04_01_07.rtf. Fasting glucose, mean value relative change from baseline at week 

7, 14 and 26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 

2021-06-21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.3-10 Fasting glucose, mean relative change from baseline at week 7, 14 and 

26 (Per protocol analysis set) 

 
EP-002__14_02_04_01_08.rtf. Fasting glucose, mean value relative change from baseline at week 

7, 14 and 26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 

2021-06-21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.3-11 Fasting glucose, mean absolute change from baseline at week 7, 14 

and 26 (Full analysis set) 

)  

EP-002__14_02_04_01_05.rtf. Fasting glucose, mean value absolute change from baseline at week 

7, 14 and 26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 

2021-06-21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.3-12 Fasting glucose, mean absolute change from baseline at week 7, 14 

and 26 (Per protocol analysis set) 

 
EP-002__14_02_04_01_06.rtf. Fasting glucose, mean value absolute change from baseline at week 

7, 14 and 26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 

2021-06-21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.3-13 HbA1c, mean relative change from baseline at week 7, 14 and 26 (Full 

analysis set) 

 
EP-002__14_02_04_02_07.rtf. HbA1c, mean value relative change from baseline at week 7, 14 and 

26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-

21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.3-14 HbA1c, mean relative change from baseline at week 7, 14 and 26 (Per 

protocol analysis set) 

 
EP-002__14_02_04_02_08.rtf. HbA1c, mean value relative change from baseline at week 7, 14 and 

26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-

21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.3-15 HbA1c, mean absolute change from baseline at week 7, 14 and 26 

(Full analysis set) 

 
EP-002__14_02_04_02_05.rtf. HbA1c, mean value absolute change from baseline at week 7, 14 and 

26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-

21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.3-16 HbA1c, mean absolute change from baseline at week 7, 14 and 26 (Per 

protocol analysis set) 

 
EP-002__14_02_04_02_06.rtf. HbA1c, mean value absolute change from baseline at week 7, 14 and 

26, SAS program: figures_mean.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-

21T13:50:43. Data extracted at: 2021-03-25T14:26:12 UTC 
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14.3.5 Diabetic status 

Table 14.3-29 Diabetic status (Full analysis set) 

Parameter Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Diabetes status VISIT 1 SCREENING Diabetic 3(5.8%)/52 1(1.9%)/52 3(5.8%)/52 7(4.5%)/156 

Non-diabetic 37(71%)/52 39(75%)/52 41(79%)/52 117(75%)/156 

Prediabetic 12(23%)/52 12(23%)/52 8(15%)/52 32(21%)/156 

Chi-Square p-value 0.6050 0.3965 - - 

VISIT 2 (WEEK 1), PRE-

DOSE 

Diabetic 5(9.6%)/52 2(3.8%)/52 5(9.6%)/52 12(7.7%)/156 

Non-diabetic 34(65%)/52 36(69%)/52 28(54%)/52 98(63%)/156 

Prediabetic 13(25%)/52 14(27%)/52 19(37%)/52 46(29%)/156 

Chi-Square p-value 0.4262 0.2184 - - 

VISIT 3 (WEEK 7), PRE-

DOSE 

Diabetic 2(4.2%)/48 2(4.0%)/50 5(10%)/50 9(6.1%)/148 

Non-diabetic 37(77%)/48 37(74%)/50 32(64%)/50 106(72%)/148 

Prediabetic 9(19%)/48 11(22%)/50 13(26%)/50 33(22%)/148 

Chi-Square p-value 0.3111 0.4036 - - 

VISIT 4 (WEEK 14), PRE-

DOSE 

Diabetic 1(2.2%)/45 2(4.3%)/47 8(16%)/49 11(7.8%)/141 

Non-diabetic 36(80%)/45 38(81%)/47 33(67%)/49 107(76%)/141 

Prediabetic 8(18%)/45 7(15%)/47 8(16%)/49 23(16%)/141 

Chi-Square p-value 0.0667 0.1368 - - 

VISIT 5 (WEEK 26), PRE-

DOSE 

Diabetic 2(4.5%)/44 1(2.2%)/45 6(13%)/46 9(6.7%)/135 

Non-diabetic 33(75%)/44 34(76%)/45 30(65%)/46 97(72%)/135 

Prediabetic 9(20%)/44 10(22%)/45 10(22%)/46 29(21%)/135 

Chi-Square p-value 0.3409 0.1488 - - 

VISIT 6 (WEEK 28) Diabetic 3(6.8%)/44 4(8.9%)/45 3(6.7%)/45 10(7.5%)/134 

Non-diabetic 29(66%)/44 33(73%)/45 33(73%)/45 95(71%)/134 

Prediabetic 12(27%)/44 8(18%)/45 9(20%)/45 29(22%)/134 

Chi-Square p-value 0.7134 0.9041 - - 

END OF STUDY Diabetic 0 1(17%)/6 0 1(7.7%)/13 

Non-diabetic 2(50%)/4 3(50%)/6 1(33%)/3 6(46%)/13 

Prediabetic 2(50%)/4 2(33%)/6 2(67%)/3 6(46%)/13 

Chi-Square p-value 0.6592 0.5698 - - 

 
Data based on Full analysis set. Results are presented as n(%)/N, where N is the total number 

of observations at that specific timepoint.  EP-002 Diabetic status, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. 

Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.3-30 Diabetic status, shift table (Full analysis set) 

Assessment Treatment Assessment timepoint Result 

Diabetic 

n (%) 

Non-diabetic 

n (%) 

Prediabetic 

n (%) 

TOTAL 

n (%) 

Diabetic status EMP16-02 120mg/40mg (N=52) VISIT 2 (WEEK 1), PRE-DOSE Non-diabetic NA 34 (65.4%) NA 34 (65.4%) 

Prediabetic NA NA 13 (25.0%) 13 (25.0%) 

Diabetic 5 (9.6%) NA NA 5 (9.6%) 

TOTAL 5 (9.6%) 34 (65.4%) 13 (25.0%) 52 (100%) 

VISIT 4 (WEEK 14), PRE-DOSE Non-diabetic 1 (1.9%) 28 (53.8%) 7 (13.5%) 36 (69.2%) 

Prediabetic 2 (3.8%) 1 (1.9%) 5 (9.6%) 8 (15.4%) 

Diabetic 1 (1.9%) NA NA 1 (1.9%) 

TOTAL 4 (7.7%) 29 (55.8%) 12 (23.1%) 45 (86.5%) 

VISIT 5 (WEEK 26), PRE-DOSE Non-diabetic 1 (1.9%) 27 (51.9%) 5 (9.6%) 33 (63.5%) 

Prediabetic 1 (1.9%) 1 (1.9%) 7 (13.5%) 9 (17.3%) 

Diabetic 2 (3.8%) NA NA 2 (3.8%) 

TOTAL 4 (7.7%) 28 (53.8%) 12 (23.1%) 44 (84.6%) 

EMP16-02 150mg/50mg (N=52) VISIT 2 (WEEK 1), PRE-DOSE Non-diabetic NA 36 (69.2%) NA 36 (69.2%) 

Prediabetic NA NA 14 (26.9%) 14 (26.9%) 

Diabetic 2 (3.8%) NA NA 2 (3.8%) 

TOTAL 2 (3.8%) 36 (69.2%) 14 (26.9%) 52 (100%) 

VISIT 4 (WEEK 14), PRE-DOSE Non-diabetic NA 31 (59.6%) 7 (13.5%) 38 (73.1%) 

Prediabetic NA 2 (3.8%) 5 (9.6%) 7 (13.5%) 

Diabetic 1 (1.9%) 1 (1.9%) NA 2 (3.8%) 

TOTAL 1 (1.9%) 34 (65.4%) 12 (23.1%) 47 (90.4%) 

VISIT 5 (WEEK 26), PRE-DOSE Non-diabetic NA 27 (51.9%) 7 (13.5%) 34 (65.4%) 

Prediabetic 1 (1.9%) 4 (7.7%) 5 (9.6%) 10 (19.2%) 

Diabetic NA 1 (1.9%) NA 1 (1.9%) 

TOTAL 1 (1.9%) 32 (61.5%) 12 (23.1%) 45 (86.5%) 
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Assessment Treatment Assessment timepoint Result 

Diabetic 

n (%) 

Non-diabetic 

n (%) 

Prediabetic 

n (%) 

TOTAL 

n (%) 

PLACEBO (N=52) VISIT 2 (WEEK 1), PRE-DOSE Non-diabetic NA 28 (53.8%) NA 28 (53.8%) 

Prediabetic NA NA 19 (36.5%) 19 (36.5%) 

Diabetic 5 (9.6%) NA NA 5 (9.6%) 

TOTAL 5 (9.6%) 28 (53.8%) 19 (36.5%) 52 (100%) 

VISIT 4 (WEEK 14), PRE-DOSE Non-diabetic NA 26 (50.0%) 7 (13.5%) 33 (63.5%) 

Prediabetic NA NA 8 (15.4%) 8 (15.4%) 

Diabetic 5 (9.6%) NA 3 (5.8%) 8 (15.4%) 

TOTAL 5 (9.6%) 26 (50.0%) 18 (34.6%) 49 (94.2%) 

VISIT 5 (WEEK 26), PRE-DOSE Non-diabetic NA 23 (44.2%) 7 (13.5%) 30 (57.7%) 

Prediabetic 1 (1.9%) 1 (1.9%) 8 (15.4%) 10 (19.2%) 

Diabetic 4 (7.7%) NA 2 (3.8%) 6 (11.5%) 

TOTAL 5 (9.6%) 24 (46.2%) 17 (32.7%) 46 (88.5%) 

 
Data based on Full analysis set population. Results are presented as n(%)/N, where N is the total number of observations at that specific 

timepoint. NA: Not available - no observations in subgroup.  EP-002 Diabetic status, shift table, SAS program: descriptive_stat_tables.sas. Run 

by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 UTC 
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14.3.6 Liver markers 

Table 14.3-31 Liver markers (Full analysis set) 

Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Alanine 

Aminotransferase 

(ukat/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 52 52 156 

Mean (SD) 0.544 (0.332) 0.519 (0.282) 0.534 (0.260) 0.532 (0.291) 

Median (Min, Max) 0.485 (0.24, 2.48) 0.460 (0.19, 1.83) 0.500 (0.18, 1.50) 0.480 (0.18, 2.48) 

Q1, Q3 0.355, 0.610 0.360, 0.535 0.355, 0.640 0.360, 0.615 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 0.561 (0.345) 0.541 (0.311) 0.479 (0.272) 0.526 (0.310) 

Median (Min, Max) 0.430 (0.21, 2.20) 0.480 (0.15, 1.62) 0.465 (0.15, 1.97) 0.460 (0.15, 2.20) 

Q1, Q3 0.350, 0.675 0.350, 0.610 0.330, 0.540 0.340, 0.605 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) 0.513 (0.275) 0.547 (0.368) 0.446 (0.186) 0.501 (0.286) 

Median (Min, Max) 0.400 (0.24, 1.89) 0.415 (0.19, 1.86) 0.420 (0.18, 0.90) 0.415 (0.18, 1.89) 

Q1, Q3 0.360, 0.600 0.310, 0.620 0.290, 0.560 0.330, 0.600 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 0.483 (0.308) 0.489 (0.286) 0.447 (0.176) 0.473 (0.261) 

Median (Min, Max) 0.385 (0.15, 1.99) 0.390 (0.17, 1.30) 0.445 (0.20, 0.86) 0.400 (0.15, 1.99) 

Q1, Q3 0.295, 0.590 0.320, 0.620 0.310, 0.530 0.300, 0.570 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 0.024 (0.242) 0.020 (0.234) -0.056 (0.188) -0.004 (0.224) 

Median (Min, Max) 0.005 (-0.38, 1.04) 0.025 (-0.77, 0.50) -0.025 (-0.74, 0.47) 0.000 (-0.77, 1.04) 

Q1, Q3 -0.075, 0.060 -0.110, 0.130 -0.150, 0.020 -0.120, 0.060 

Ancova p-value vs Placebo 0.0735 0.0878 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) -0.026 (0.204) 0.043 (0.366) -0.063 (0.202) -0.016 (0.269) 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Median (Min, Max) -0.010 (-0.59, 0.43) -0.005 (-0.91, 1.54) -0.040 (-0.69, 0.69) -0.020 (-0.91, 1.54) 

Q1, Q3 -0.090, 0.080 -0.120, 0.100 -0.140, 0.030 -0.130, 0.070 

Ancova p-value vs Placebo 0.4925 0.0555 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -0.057 (0.217) -0.015 (0.313) -0.069 (0.151) -0.047 (0.236) 

Median (Min, Max) -0.035 (-0.57, 0.43) -0.030 (-1.20, 0.63) -0.035 (-0.71, 0.18) -0.030 (-1.20, 0.63) 

Q1, Q3 -0.170, 0.060 -0.120, 0.080 -0.140, 0.040 -0.130, 0.050 

Ancova p-value vs Placebo 0.8744 0.3057 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 10.8 (51.5) 8.0 (38.5) -6.7 (27.6) 3.9 (40.7) 

Median (Min, Max) 1.3 (-45, 226) 5.5 (-59, 109) -4.7 (-67, 59) 0.0 (-67, 226) 

Q1, Q3 -14.8, 15.7 -25.5, 38.3 -27.8, 8.3 -23.3, 17.8 

Anova p-value vs Placebo 0.0333 0.0707 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) 3.0 (35.3) 17.6 (85.5) -3.2 (55.6) 5.6 (62.5) 

Median (Min, Max) -3.3 (-55, 103) -1.4 (-66, 481) -12.7 (-69, 329) -5.9 (-69, 481) 

Q1, Q3 -17.5, 22.6 -20.5, 23.3 -26.8, 7.8 -24.0, 18.7 

Anova p-value vs Placebo 0.6289 0.1126 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -4.5 (36.9) 3.6 (49.6) -7.7 (27.9) -2.9 (39.1) 

Median (Min, Max) -6.3 (-73, 92) -10.4 (-72, 154) -8.3 (-71, 100) -8.3 (-73, 154) 

Q1, Q3 -27.5, 16.6 -25.6, 23.5 -25.0, 6.9 -25.6, 11.1 

Anova p-value vs Placebo 0.9673 0.6607 NA NA 

Aspartate 

Aminotransferase 

(ukat/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 51 52 52 155 

Mean (SD) 0.446 (0.138) 0.445 (0.134) 0.483 (0.156) 0.458 (0.143) 

Median (Min, Max) 0.430 (0.23, 1.08) 0.415 (0.28, 1.04) 0.455 (0.26, 1.01) 0.430 (0.23, 1.08) 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Q1, Q3 0.360, 0.500 0.370, 0.490 0.370, 0.535 0.370, 0.500 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 48 146 

Mean (SD) 0.452 (0.154) 0.458 (0.162) 0.446 (0.120) 0.452 (0.146) 

Median (Min, Max) 0.405 (0.30, 1.04) 0.420 (0.27, 1.23) 0.430 (0.27, 0.83) 0.420 (0.27, 1.23) 

Q1, Q3 0.360, 0.480 0.360, 0.500 0.355, 0.485 0.360, 0.490 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 46 49 140 

Mean (SD) 0.410 (0.107) 0.518 (0.720) 0.408 (0.121) 0.445 (0.423) 

Median (Min, Max) 0.380 (0.28, 0.89) 0.380 (0.27, 5.20) 0.410 (0.10, 0.71) 0.390 (0.10, 5.20) 

Q1, Q3 0.340, 0.440 0.340, 0.450 0.330, 0.470 0.340, 0.450 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 0.397 (0.113) 0.431 (0.141) 0.437 (0.134) 0.422 (0.130) 

Median (Min, Max) 0.375 (0.25, 0.87) 0.380 (0.23, 0.82) 0.400 (0.25, 0.84) 0.380 (0.23, 0.87) 

Q1, Q3 0.325, 0.440 0.350, 0.530 0.360, 0.500 0.330, 0.480 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 47 50 48 145 

Mean (SD) 0.010 (0.127) 0.011 (0.128) -0.040 (0.150) -0.006 (0.136) 

Median (Min, Max) 0.010 (-0.17, 0.56) 0.010 (-0.39, 0.37) -0.010 (-0.45, 0.51) 0.000 (-0.45, 0.56) 

Q1, Q3 -0.060, 0.040 -0.040, 0.090 -0.135, 0.045 -0.070, 0.050 

Ancova p-value vs Placebo 0.0915 0.0674 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 44 46 49 139 

Mean (SD) -0.034 (0.105) 0.076 (0.721) -0.072 (0.143) -0.011 (0.429) 

Median (Min, Max) -0.005 (-0.29, 0.13) -0.005 (-0.37, 4.81) -0.040 (-0.62, 0.15) -0.030 (-0.62, 4.81) 

Q1, Q3 -0.110, 0.040 -0.080, 0.040 -0.120, 0.010 -0.110, 0.030 

Ancova p-value vs Placebo 0.6081 0.0863 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 43 45 46 134 

Mean (SD) -0.046 (0.112) -0.012 (0.138) -0.037 (0.137) -0.031 (0.130) 

Median (Min, Max) -0.030 (-0.32, 0.16) -0.020 (-0.40, 0.41) -0.020 (-0.50, 0.47) -0.030 (-0.50, 0.47) 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Q1, Q3 -0.130, 0.040 -0.060, 0.040 -0.090, 0.030 -0.100, 0.040 

Ancova p-value vs Placebo 0.6796 0.3852 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 47 50 48 145 

Mean (SD) 4.2 (28.7) 4.9 (26.1) -2.7 (31.8) 2.1 (28.9) 

Median (Min, Max) 2.4 (-35, 130) 2.8 (-48, 72) -2.2 (-55, 159) 0.0 (-55, 159) 

Q1, Q3 -14.8, 12.1 -10.3, 16.7 -23.4, 10.3 -14.5, 12.8 

Anova p-value vs Placebo 0.2479 0.1949 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 44 46 49 139 

Mean (SD) -4.5 (21.2) 22.5 (183.8) -11.2 (22.2) 2.1 (107.4) 

Median (Min, Max) -1.4 (-44, 33) -1.2 (-49, 1233) -11.8 (-86, 28) -7.0 (-86, 1233) 

Q1, Q3 -19.7, 13.2 -16.0, 9.1 -22.4, 3.1 -20.5, 9.1 

Anova p-value vs Placebo 0.7191 0.1281 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 43 45 46 134 

Mean (SD) -7.3 (22.2) 0.9 (34.4) -4.5 (27.6) -3.6 (28.5) 

Median (Min, Max) -8.3 (-47, 43) -5.1 (-49, 141) -4.1 (-61, 127) -6.3 (-61, 141) 

Q1, Q3 -25.6, 9.8 -16.2, 10.0 -22.4, 9.1 -19.4, 9.4 

Anova p-value vs Placebo 0.8387 0.3571 NA NA 

Alkaline 

Phosphatase 

(ukat/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 
n 52 52 52 156 

Mean (SD) 1.187 (0.317) 1.220 (0.380) 1.191 (0.313) 1.199 (0.336) 

Median (Min, Max) 1.150 (0.57, 1.80) 1.200 (0.70, 2.70) 1.150 (0.71, 2.00) 1.200 (0.57, 2.70) 

Q1, Q3 0.945, 1.400 0.950, 1.400 0.905, 1.500 0.940, 1.450 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 1.206 (0.316) 1.209 (0.369) 1.161 (0.313) 1.192 (0.332) 

Median (Min, Max) 1.200 (0.59, 2.00) 1.100 (0.73, 2.60) 1.100 (0.71, 2.20) 1.150 (0.59, 2.60) 

Q1, Q3 0.980, 1.400 0.990, 1.400 0.910, 1.300 0.940, 1.400 

n 45 46 49 140 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

VISIT 4 (WEEK 14), PRE-

DOSE 
Mean (SD) 1.216 (0.314) 1.189 (0.319) 1.147 (0.307) 1.183 (0.312) 

Median (Min, Max) 1.200 (0.57, 2.00) 1.150 (0.73, 2.20) 1.100 (0.70, 2.20) 1.100 (0.57, 2.20) 

Q1, Q3 0.980, 1.400 0.950, 1.400 0.930, 1.300 0.945, 1.400 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 1.276 (0.347) 1.220 (0.359) 1.188 (0.287) 1.227 (0.332) 

Median (Min, Max) 1.200 (0.60, 2.20) 1.100 (0.73, 2.20) 1.200 (0.70, 2.20) 1.200 (0.60, 2.20) 

Q1, Q3 0.965, 1.500 0.970, 1.400 0.960, 1.400 0.960, 1.400 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 0.031 (0.136) -0.003 (0.128) -0.016 (0.121) 0.004 (0.129) 

Median (Min, Max) 0.020 (-0.30, 0.40) 0.000 (-0.33, 0.25) 0.000 (-0.30, 0.37) 0.000 (-0.33, 0.40) 

Q1, Q3 -0.020, 0.100 -0.100, 0.100 -0.100, 0.000 -0.095, 0.100 

Ancova p-value vs Placebo 0.0675 0.5983 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 46 49 140 

Mean (SD) 0.035 (0.135) -0.001 (0.163) -0.021 (0.141) 0.003 (0.147) 

Median (Min, Max) 0.010 (-0.30, 0.30) 0.000 (-0.40, 0.50) 0.000 (-0.40, 0.37) 0.000 (-0.40, 0.50) 

Q1, Q3 0.000, 0.100 -0.100, 0.100 -0.100, 0.040 -0.100, 0.100 

Ancova p-value vs Placebo 0.0823 0.5335 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 44 45 46 135 

Mean (SD) 0.090 (0.178) 0.036 (0.178) 0.013 (0.134) 0.046 (0.166) 

Median (Min, Max) 0.100 (-0.27, 0.60) 0.020 (-0.31, 0.55) 0.000 (-0.30, 0.34) 0.050 (-0.31, 0.60) 

Q1, Q3 0.000, 0.180 -0.100, 0.100 -0.050, 0.100 -0.040, 0.100 

Ancova p-value vs Placebo 0.0367 0.5585 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 3.3 (10.4) 0.6 (10.7) -0.8 (10.9) 1.0 (10.7) 

Median (Min, Max) 2.2 (-19, 25) 0.0 (-25, 26) 0.0 (-23, 45) 0.0 (-25, 45) 

Q1, Q3 -2.1, 8.7 -6.7, 7.7 -7.7, 0.0 -6.7, 7.7 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Anova p-value vs Placebo 0.0608 0.5028 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) 3.8 (10.7) 1.0 (13.8) -0.9 (12.3) 1.2 (12.4) 

Median (Min, Max) 1.1 (-19, 26) 0.0 (-31, 45) 0.0 (-27, 45) 0.0 (-31, 45) 

Q1, Q3 0.0, 11.1 -8.3, 7.7 -6.7, 5.3 -6.7, 7.8 

Anova p-value vs Placebo 0.0717 0.3449 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 8.5 (14.9) 3.7 (15.1) 2.4 (11.4) 4.8 (14.0) 

Median (Min, Max) 7.7 (-23, 60) 2.1 (-24, 58) 0.0 (-20, 40) 5.9 (-24, 60) 

Q1, Q3 0.0, 17.7 -6.7, 10.0 -5.5, 9.2 -4.3, 11.8 

Anova p-value vs Placebo 0.0618 0.9160 NA NA 

Gamma Glutamyl 

Transferase (ukat/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 52 52 156 

Mean (SD) 0.5225 (0.2874) 0.4817 (0.3173) 0.5990 (0.5442) 0.5344 (0.4002) 

Median (Min, Max) 0.4450 (0.140, 1.40) 0.4200 (0.170, 2.20) 0.4350 (0.140, 3.20) 0.4300 (0.140, 3.20) 

Q1, Q3 0.3250, 0.6550 0.3100, 0.5450 0.3050, 0.6050 0.3100, 0.6000 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 0.4810 (0.3158) 0.4362 (0.2292) 0.5136 (0.3404) 0.4769 (0.2984) 

Median (Min, Max) 0.3800 (0.140, 1.60) 0.3550 (0.100, 1.30) 0.4350 (0.140, 1.91) 0.3700 (0.100, 1.91) 

Q1, Q3 0.3000, 0.5600 0.2800, 0.5800 0.3100, 0.5800 0.2950, 0.5750 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) 0.4402 (0.2719) 0.4478 (0.3244) 0.5102 (0.4070) 0.4672 (0.3401) 

Median (Min, Max) 0.3300 (0.130, 1.24) 0.3350 (0.100, 1.60) 0.3800 (0.170, 2.20) 0.3450 (0.100, 2.20) 

Q1, Q3 0.2600, 0.5100 0.2500, 0.5400 0.2700, 0.5800 0.2500, 0.5650 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 0.4439 (0.2545) 0.4131 (0.2632) 0.4957 (0.3190) 0.4513 (0.2809) 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Median (Min, Max) 0.3550 (0.120, 1.18) 0.3400 (0.100, 1.40) 0.4250 (0.150, 1.73) 0.3600 (0.100, 1.73) 

Q1, Q3 0.2700, 0.5200 0.2500, 0.4400 0.2700, 0.5600 0.2600, 0.5200 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -0.02958 (0.1519) -0.04700 (0.1923) -0.09420 (0.4697) -0.05730 (0.3066) 

Median (Min, Max) -0.01500 (-0.440, 0.640) -0.02000 (-1.23, 0.140) -0.005000 (-2.84, 0.790) -0.01000 (-2.84, 0.790) 

Q1, Q3 -0.08000, 0.01500 -0.07000, 0.01000 -0.06000, 0.03000 -0.07000, 0.02000 

Ancova p-value vs Placebo 0.2200 0.3775 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) -0.06933 (0.1948) -0.01826 (0.2228) -0.09367 (0.4742) -0.06107 (0.3267) 

Median (Min, Max) -0.06000 (-0.460, 0.870) -0.04000 (-0.600, 0.970) -0.02000 (-2.97, 0.830) -0.04000 (-2.97, 0.970) 

Q1, Q3 -0.1200, -0.01000 -0.1000, 0.02000 -0.08000, 0.03000 -0.1100, 0.01000 

Ancova p-value vs Placebo 0.6703 0.2478 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 44 45 46 135 

Mean (SD) -0.07318 (0.2006) -0.07111 (0.1611) -0.1226 (0.5147) -0.08933 (0.3331) 

Median (Min, Max) -0.06000 (-0.560, 0.640) -0.07000 (-0.800, 0.250) -0.01000 (-2.98, 0.610) -0.05000 (-2.98, 0.640) 

Q1, Q3 -0.1400, 0.005000 -0.1200, 0.02000 -0.1000, 0.04000 -0.1200, 0.03000 

Ancova p-value vs Placebo 0.4007 0.4100 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -5.3 (21.1) -6.1 (20.2) -1.5 (28.3) -4.3 (23.5) 

Median (Min, Max) -4.3 (-47, 79) -4.8 (-56, 41) -0.9 (-89, 85) -3.7 (-89, 85) 

Q1, Q3 -16.8, 3.1 -14.7, 5.0 -14.8, 9.1 -15.8, 5.8 

Anova p-value vs Placebo 0.4247 0.3328 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 46 49 140 

Mean (SD) -10.5 (41.6) -2.0 (46.1) -1.6 (44.0) -4.6 (43.8) 

Median (Min, Max) -18.5 (-51, 235) -10.6 (-64, 176) -5.2 (-93, 250) -10.6 (-93, 250) 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Q1, Q3 -26.1, -5.1 -27.3, 4.5 -20.2, 9.1 -24.8, 4.1 

Anova p-value vs Placebo 0.3522 0.8695 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -9.6 (38.2) -12.2 (23.5) -2.0 (31.7) -7.9 (31.7) 

Median (Min, Max) -17.0 (-60, 173) -16.0 (-71, 33) -3.0 (-93, 75) -11.8 (-93, 173) 

Q1, Q3 -29.7, 1.7 -26.3, 6.9 -18.6, 20.0 -26.5, 7.7 

Anova p-value vs Placebo 0.1313 0.0334 NA NA 

 
Data based on Full analysis set. Data underlying the ANOVA has been imputated in case of missing values using Last Observation Carried Forward, 

LOCF. EP-002 Liver markers, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data 

extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.3-32 Liver markers (Per protocol analysis set) 

Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Alanine 

Aminotransferase 

(ukat/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 0.543 (0.365) 0.511 (0.292) 0.514 (0.229) 0.523 (0.299) 

Median (Min, Max) 0.460 (0.24, 2.48) 0.460 (0.19, 1.83) 0.490 (0.18, 1.20) 0.475 (0.18, 2.48) 

Q1, Q3 0.355, 0.610 0.360, 0.535 0.355, 0.640 0.360, 0.615 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 0.568 (0.363) 0.529 (0.287) 0.440 (0.168) 0.513 (0.289) 

Median (Min, Max) 0.430 (0.21, 2.20) 0.500 (0.15, 1.59) 0.470 (0.15, 0.84) 0.460 (0.15, 2.20) 

Q1, Q3 0.350, 0.675 0.350, 0.610 0.330, 0.540 0.340, 0.605 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 41 40 40 121 

Mean (SD) 0.508 (0.277) 0.573 (0.386) 0.438 (0.183) 0.506 (0.297) 

Median (Min, Max) 0.400 (0.24, 1.89) 0.450 (0.19, 1.86) 0.410 (0.18, 0.80) 0.420 (0.18, 1.89) 

Q1, Q3 0.360, 0.600 0.310, 0.620 0.290, 0.560 0.330, 0.600 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 0.476 (0.318) 0.501 (0.297) 0.441 (0.176) 0.473 (0.270) 

Median (Min, Max) 0.380 (0.15, 1.99) 0.400 (0.17, 1.30) 0.435 (0.20, 0.86) 0.390 (0.15, 1.99) 

Q1, Q3 0.295, 0.590 0.320, 0.620 0.310, 0.530 0.300, 0.570 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 0.025 (0.254) 0.018 (0.246) -0.079 (0.181) -0.011 (0.233) 

Median (Min, Max) 0.010 (-0.38, 1.04) 0.030 (-0.77, 0.50) -0.040 (-0.74, 0.19) 0.000 (-0.77, 1.04) 

Q1, Q3 -0.075, 0.060 -0.110, 0.130 -0.150, 0.020 -0.120, 0.060 

Ancova p-value vs Placebo 0.0513 0.0671 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 40 40 121 

Mean (SD) -0.035 (0.201) 0.059 (0.390) -0.076 (0.173) -0.018 (0.275) 

Median (Min, Max) -0.010 (-0.59, 0.38) 0.015 (-0.91, 1.54) -0.045 (-0.69, 0.18) -0.020 (-0.91, 1.54) 

Q1, Q3 -0.090, 0.080 -0.120, 0.100 -0.140, 0.030 -0.130, 0.070 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Ancova p-value vs Placebo 0.4835 0.0275 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -0.067 (0.216) -0.009 (0.325) -0.073 (0.161) -0.050 (0.244) 

Median (Min, Max) -0.050 (-0.57, 0.43) -0.030 (-1.20, 0.63) -0.055 (-0.71, 0.18) -0.040 (-1.20, 0.63) 

Q1, Q3 -0.170, 0.060 -0.120, 0.080 -0.140, 0.040 -0.130, 0.050 

Ancova p-value vs Placebo 0.9664 0.2640 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 11.9 (54.8) 9.5 (41.1) -9.6 (27.6) 4.1 (43.6) 

Median (Min, Max) 2.6 (-45, 226) 6.0 (-59, 109) -7.1 (-67, 59) 0.0 (-67, 226) 

Q1, Q3 -14.8, 15.7 -25.5, 38.3 -27.8, 8.3 -23.3, 17.8 

Anova p-value vs Placebo 0.0262 0.0485 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 40 40 121 

Mean (SD) 1.8 (34.3) 22.1 (90.9) -9.7 (28.1) 4.7 (59.2) 

Median (Min, Max) -2.2 (-55, 103) 3.9 (-66, 481) -13.2 (-69, 77) -4.8 (-69, 481) 

Q1, Q3 -17.5, 22.6 -20.5, 23.3 -26.8, 7.8 -24.0, 18.7 

Anova p-value vs Placebo 0.3740 0.0160 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -7.2 (34.8) 5.2 (51.4) -7.8 (29.8) -3.2 (39.9) 

Median (Min, Max) -7.2 (-73, 92) -10.4 (-72, 154) -9.6 (-71, 100) -8.3 (-73, 154) 

Q1, Q3 -27.5, 16.6 -25.6, 23.5 -25.0, 6.9 -25.6, 11.1 

Anova p-value vs Placebo 0.9498 0.1458 NA NA 

Aspartate 

Aminotransferase 

(ukat/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 40 41 40 121 

Mean (SD) 0.444 (0.138) 0.445 (0.144) 0.470 (0.134) 0.453 (0.138) 

Median (Min, Max) 0.430 (0.29, 1.08) 0.410 (0.28, 1.04) 0.455 (0.28, 0.82) 0.430 (0.28, 1.08) 

Q1, Q3 0.360, 0.500 0.370, 0.490 0.370, 0.535 0.370, 0.500 

n 41 41 38 120 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

VISIT 3 (WEEK 7), PRE-

DOSE 
Mean (SD) 0.451 (0.152) 0.460 (0.171) 0.431 (0.100) 0.448 (0.144) 

Median (Min, Max) 0.410 (0.31, 1.04) 0.410 (0.29, 1.23) 0.430 (0.29, 0.83) 0.420 (0.29, 1.23) 

Q1, Q3 0.360, 0.480 0.360, 0.500 0.355, 0.485 0.360, 0.490 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 40 40 121 

Mean (SD) 0.410 (0.107) 0.540 (0.770) 0.396 (0.113) 0.448 (0.453) 

Median (Min, Max) 0.380 (0.28, 0.89) 0.385 (0.27, 5.20) 0.395 (0.10, 0.69) 0.390 (0.10, 5.20) 

Q1, Q3 0.340, 0.440 0.340, 0.450 0.330, 0.470 0.340, 0.450 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 0.396 (0.117) 0.440 (0.143) 0.432 (0.125) 0.423 (0.129) 

Median (Min, Max) 0.370 (0.25, 0.87) 0.380 (0.25, 0.82) 0.400 (0.25, 0.84) 0.380 (0.25, 0.87) 

Q1, Q3 0.325, 0.440 0.350, 0.530 0.360, 0.500 0.330, 0.480 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 40 41 38 119 

Mean (SD) 0.008 (0.126) 0.016 (0.136) -0.042 (0.157) -0.005 (0.141) 

Median (Min, Max) 0.015 (-0.17, 0.56) 0.010 (-0.39, 0.37) -0.015 (-0.45, 0.51) 0.000 (-0.45, 0.56) 

Q1, Q3 -0.060, 0.040 -0.040, 0.090 -0.135, 0.045 -0.070, 0.050 

Ancova p-value vs Placebo 0.1269 0.0742 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 40 40 40 120 

Mean (SD) -0.035 (0.108) 0.094 (0.772) -0.074 (0.142) -0.005 (0.460) 

Median (Min, Max) 0.000 (-0.29, 0.13) -0.005 (-0.37, 4.81) -0.045 (-0.62, 0.15) -0.030 (-0.62, 4.81) 

Q1, Q3 -0.110, 0.040 -0.080, 0.040 -0.120, 0.010 -0.110, 0.030 

Ancova p-value vs Placebo 0.6416 0.0920 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 40 41 40 121 

Mean (SD) -0.047 (0.113) -0.005 (0.140) -0.038 (0.147) -0.030 (0.134) 

Median (Min, Max) -0.035 (-0.32, 0.16) -0.020 (-0.40, 0.41) -0.020 (-0.50, 0.47) -0.030 (-0.50, 0.47) 

Q1, Q3 -0.130, 0.040 -0.060, 0.040 -0.090, 0.030 -0.100, 0.040 

Ancova p-value vs Placebo 0.7316 0.2832 NA NA 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 40 41 38 119 

Mean (SD) 4.4 (29.0) 6.3 (27.5) -3.1 (34.4) 2.7 (30.3) 

Median (Min, Max) 3.5 (-35, 130) 2.6 (-48, 72) -4.0 (-55, 159) 0.0 (-55, 159) 

Q1, Q3 -14.8, 12.1 -10.3, 16.7 -23.4, 10.3 -14.5, 12.8 

Anova p-value vs Placebo 0.2782 0.1728 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 40 40 40 120 

Mean (SD) -4.4 (21.6) 27.5 (196.8) -12.4 (22.5) 3.6 (115.4) 

Median (Min, Max) 0.0 (-44, 33) -1.2 (-49, 1233) -13.0 (-86, 28) -6.8 (-86, 1233) 

Q1, Q3 -19.7, 13.2 -16.0, 9.1 -22.4, 3.1 -20.5, 9.1 

Anova p-value vs Placebo 0.7567 0.1235 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 40 41 40 121 

Mean (SD) -7.6 (22.5) 2.8 (34.9) -4.2 (29.5) -3.0 (29.5) 

Median (Min, Max) -8.6 (-47, 43) -4.6 (-49, 141) -4.1 (-61, 127) -6.1 (-61, 141) 

Q1, Q3 -25.6, 9.8 -16.2, 10.0 -22.4, 9.1 -19.4, 9.4 

Anova p-value vs Placebo 0.6048 0.2886 NA NA 

Alkaline 

Phosphatase 

(ukat/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 1.162 (0.308) 1.176 (0.341) 1.181 (0.323) 1.173 (0.321) 

Median (Min, Max) 1.100 (0.57, 1.80) 1.100 (0.70, 2.20) 1.150 (0.71, 2.00) 1.100 (0.57, 2.20) 

Q1, Q3 0.945, 1.400 0.950, 1.400 0.905, 1.500 0.940, 1.450 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 1.199 (0.325) 1.170 (0.333) 1.156 (0.324) 1.175 (0.325) 

Median (Min, Max) 1.200 (0.59, 2.00) 1.100 (0.73, 2.20) 1.100 (0.71, 2.20) 1.100 (0.59, 2.20) 

Q1, Q3 0.980, 1.400 0.990, 1.400 0.910, 1.300 0.940, 1.400 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 40 40 121 

Mean (SD) 1.190 (0.306) 1.172 (0.329) 1.161 (0.333) 1.175 (0.320) 

Median (Min, Max) 1.100 (0.57, 2.00) 1.100 (0.73, 2.20) 1.100 (0.70, 2.20) 1.100 (0.57, 2.20) 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Q1, Q3 0.980, 1.400 0.950, 1.400 0.930, 1.300 0.945, 1.400 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 1.259 (0.348) 1.197 (0.346) 1.203 (0.300) 1.220 (0.331) 

Median (Min, Max) 1.200 (0.60, 2.20) 1.100 (0.73, 2.20) 1.200 (0.70, 2.20) 1.200 (0.60, 2.20) 

Q1, Q3 0.965, 1.500 0.970, 1.400 0.960, 1.400 0.960, 1.400 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 41 41 39 121 

Mean (SD) 0.037 (0.138) -0.006 (0.134) -0.016 (0.108) 0.005 (0.129) 

Median (Min, Max) 0.020 (-0.30, 0.40) 0.000 (-0.33, 0.25) 0.000 (-0.30, 0.20) 0.000 (-0.33, 0.40) 

Q1, Q3 -0.020, 0.100 -0.100, 0.100 -0.100, 0.000 -0.095, 0.100 

Ancova p-value vs Placebo 0.0625 0.7081 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 40 40 121 

Mean (SD) 0.028 (0.138) -0.010 (0.170) -0.020 (0.123) 0.000 (0.145) 

Median (Min, Max) 0.010 (-0.30, 0.30) 0.000 (-0.40, 0.50) 0.000 (-0.40, 0.21) 0.000 (-0.40, 0.50) 

Q1, Q3 0.000, 0.100 -0.100, 0.100 -0.100, 0.040 -0.100, 0.100 

Ancova p-value vs Placebo 0.1478 0.7744 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 0.097 (0.182) 0.021 (0.164) 0.023 (0.129) 0.047 (0.163) 

Median (Min, Max) 0.100 (-0.27, 0.60) 0.010 (-0.31, 0.55) 0.000 (-0.30, 0.34) 0.060 (-0.31, 0.60) 

Q1, Q3 0.000, 0.180 -0.100, 0.100 -0.050, 0.100 -0.040, 0.100 

Ancova p-value vs Placebo 0.0451 0.9325 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 3.7 (10.6) 0.2 (11.0) -1.0 (8.9) 1.0 (10.4) 

Median (Min, Max) 3.5 (-19, 25) 0.0 (-25, 26) 0.0 (-23, 17) 0.0 (-25, 26) 

Q1, Q3 -2.1, 8.7 -6.7, 7.7 -7.7, 0.0 -6.7, 7.7 

Anova p-value vs Placebo 0.0416 0.5885 NA NA 

n 41 40 40 121 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

VISIT 4 (WEEK 14), PRE-

DOSE 
Mean (SD) 3.3 (10.9) 0.4 (14.4) -1.2 (10.0) 0.9 (12.0) 

Median (Min, Max) 1.0 (-19, 26) 0.0 (-31, 45) 0.0 (-27, 27) 0.0 (-31, 45) 

Q1, Q3 0.0, 11.1 -8.3, 7.7 -6.7, 5.3 -6.7, 7.8 

Anova p-value vs Placebo 0.0905 0.5449 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 9.2 (15.2) 2.8 (14.7) 3.1 (11.0) 5.1 (14.0) 

Median (Min, Max) 8.3 (-23, 60) 1.4 (-24, 58) 0.0 (-20, 40) 6.5 (-24, 60) 

Q1, Q3 0.0, 17.7 -6.7, 10.0 -5.5, 9.2 -4.3, 11.8 

Anova p-value vs Placebo 0.0514 0.9208 NA NA 

Gamma Glutamyl 

Transferase (ukat/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 0.4980 (0.2722) 0.4905 (0.3495) 0.6425 (0.6113) 0.5429 (0.4361) 

Median (Min, Max) 0.4100 (0.140, 1.40) 0.4100 (0.170, 2.20) 0.3950 (0.140, 3.20) 0.4100 (0.140, 3.20) 

Q1, Q3 0.3250, 0.6550 0.3100, 0.5450 0.3050, 0.6050 0.3100, 0.6000 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 0.4476 (0.2598) 0.4378 (0.2438) 0.5267 (0.3752) 0.4698 (0.2974) 

Median (Min, Max) 0.3700 (0.140, 1.60) 0.3500 (0.100, 1.30) 0.3700 (0.140, 1.91) 0.3700 (0.100, 1.91) 

Q1, Q3 0.3000, 0.5600 0.2800, 0.5800 0.3100, 0.5800 0.2950, 0.5750 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 40 40 121 

Mean (SD) 0.4210 (0.2492) 0.4638 (0.3411) 0.5203 (0.4465) 0.4679 (0.3535) 

Median (Min, Max) 0.3300 (0.130, 1.24) 0.3400 (0.100, 1.60) 0.3700 (0.170, 2.20) 0.3400 (0.100, 2.20) 

Q1, Q3 0.2600, 0.5100 0.2500, 0.5400 0.2700, 0.5800 0.2500, 0.5650 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 0.4229 (0.2347) 0.4122 (0.2746) 0.4965 (0.3387) 0.4434 (0.2855) 

Median (Min, Max) 0.3400 (0.120, 1.01) 0.3400 (0.100, 1.40) 0.4150 (0.150, 1.73) 0.3500 (0.100, 1.73) 

Q1, Q3 0.2700, 0.5200 0.2500, 0.4400 0.2700, 0.5600 0.2600, 0.5200 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                263 (398) 

Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -0.05049 (0.1212) -0.05268 (0.2100) -0.1269 (0.5240) -0.07587 (0.3283) 

Median (Min, Max) -0.02000 (-0.440, 0.200) -0.02000 (-1.23, 0.140) -0.01000 (-2.84, 0.790) -0.02000 (-2.84, 0.790) 

Q1, Q3 -0.08000, 0.01500 -0.07000, 0.01000 -0.06000, 0.03000 -0.07000, 0.02000 

Ancova p-value vs Placebo 0.2593 0.2826 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 40 40 121 

Mean (SD) -0.07707 (0.2008) -0.01400 (0.2374) -0.1223 (0.5142) -0.07116 (0.3459) 

Median (Min, Max) -0.07000 (-0.460, 0.870) -0.04000 (-0.600, 0.970) -0.02000 (-2.97, 0.830) -0.04000 (-2.97, 0.970) 

Q1, Q3 -0.1200, -0.01000 -0.1000, 0.02000 -0.08000, 0.03000 -0.1100, 0.01000 

Ancova p-value vs Placebo 0.5279 0.1551 NA NA 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) -0.07512 (0.2071) -0.07829 (0.1657) -0.1460 (0.5467) -0.09943 (0.3473) 

Median (Min, Max) -0.07000 (-0.560, 0.640) -0.07000 (-0.800, 0.250) -0.01000 (-2.98, 0.610) -0.06000 (-2.98, 0.640) 

Q1, Q3 -0.1400, 0.005000 -0.1200, 0.02000 -0.1000, 0.04000 -0.1200, 0.03000 

Ancova p-value vs Placebo 0.3136 0.3476 NA NA 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -7.9 (18.0) -6.7 (20.7) -4.6 (26.1) -6.4 (21.7) 

Median (Min, Max) -4.9 (-47, 32) -4.3 (-56, 41) -3.0 (-89, 71) -3.9 (-89, 71) 

Q1, Q3 -16.8, 3.1 -14.7, 5.0 -14.8, 9.1 -15.8, 5.8 

Anova p-value vs Placebo 0.4958 0.6626 NA NA 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 41 40 40 121 

Mean (SD) -11.6 (43.4) -0.2 (48.5) -7.7 (25.5) -6.5 (40.3) 

Median (Min, Max) -19.5 (-51, 235) -10.6 (-64, 176) -6.8 (-93, 74) -12.8 (-93, 235) 

Q1, Q3 -26.1, -5.1 -27.3, 4.5 -20.2, 9.1 -24.8, 4.1 

Anova p-value vs Placebo 0.6639 0.4103 NA NA 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -10.0 (39.4) -13.7 (23.7) -4.1 (31.6) -9.3 (32.2) 

Median (Min, Max) -20.4 (-60, 173) -17.2 (-71, 33) -3.2 (-93, 75) -14.0 (-93, 173) 

Q1, Q3 -29.7, 1.7 -26.3, 6.9 -18.6, 20.0 -26.5, 7.7 

Anova p-value vs Placebo 0.4124 0.1837 NA NA 

 
Data based on Per protocol analysis set.  EP-002 Liver markers, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-

ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 UTC 
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14.3.7 Blood pressure 

Table 14.3-33 Blood pressure (Full analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Systolic Blood Pressure 

(mmHg) 

Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 132.8 (13.4) 136.0 (13.8) 133.4 (13.4) 134.1 (13.5) 

Median (Min, Max) 134.0 (105, 160) 138.0 (101, 160) 135.0 (108, 161) 135.0 (101, 161) 

Q1, Q3 122.5, 142.0 128.0, 146.0 122.0, 144.0 125.0, 145.5 

VISIT 2 (WEEK 1), PRE-DOSE n 52 52 52 156 

Mean (SD) 130.0 (14.2) 135.0 (15.6) 133.9 (12.7) 133.0 (14.3) 

Median (Min, Max) 129.0 (103, 167) 132.0 (108, 172) 133.5 (109, 156) 132.0 (103, 172) 

Q1, Q3 119.5, 139.5 123.5, 145.0 127.0, 144.0 122.0, 143.0 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) 127.7 (16.2) 131.8 (15.3) 132.0 (14.9) 130.6 (15.5) 

Median (Min, Max) 128.0 (93, 156) 130.5 (103, 167) 131.5 (101, 168) 130.0 (93, 168) 

Q1, Q3 117.0, 139.0 123.0, 140.0 118.0, 141.0 119.0, 140.0 

VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) 127.2 (15.9) 127.7 (16.2) 131.9 (12.2) 129.0 (14.9) 

Median (Min, Max) 127.0 (97, 157) 125.0 (98, 159) 130.0 (109, 157) 128.0 (97, 159) 

Q1, Q3 116.0, 140.0 115.0, 139.0 122.0, 140.0 119.0, 140.0 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) 127.3 (14.5) 130.2 (16.1) 133.4 (13.8) 130.3 (14.9) 

Median (Min, Max) 129.0 (95, 163) 129.0 (100, 174) 132.5 (105, 156) 129.0 (95, 174) 

Q1, Q3 119.0, 137.5 121.0, 138.0 123.0, 142.0 120.0, 140.0 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 126.9 (17.3) 130.2 (15.3) 130.5 (12.6) 129.2 (15.1) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 128.5 (92, 172) 131.0 (95, 162) 130.0 (108, 153) 131.0 (92, 172) 

Q1, Q3 113.5, 138.5 121.0, 139.0 122.0, 140.0 117.0, 139.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 135.5 (12.8) 135.0 (12.1) 131.0 (9.5) 134.2 (11.0) 

Median (Min, Max) 134.0 (122, 152) 138.5 (119, 150) 126.0 (125, 142) 137.0 (119, 152) 

Q1, Q3 126.0, 145.0 122.0, 142.0 125.0, 142.0 125.0, 142.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) -2.2 (9.5) -3.2 (11.3) -1.8 (10.7) -2.4 (10.5) 

Median (Min, Max) 0.0 (-24, 18) -2.0 (-25, 28) -3.0 (-31, 19) -2.0 (-31, 28) 

Q1, Q3 -9.5, 4.5 -10.0, 3.0 -8.0, 7.0 -9.0, 5.0 

Ancova p-value vs Placebo 0.8379 0.5147 NA NA 

VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) -2.6 (9.9) -6.9 (13.4) -2.2 (8.9) -3.9 (11.0) 

Median (Min, Max) -3.0 (-27, 16) -7.0 (-40, 25) -3.0 (-22, 22) -3.0 (-40, 25) 

Q1, Q3 -12.0, 3.0 -15.0, 0.0 -9.0, 3.0 -11.0, 3.0 

Ancova p-value vs Placebo 0.7327 0.0300 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) -2.7 (12.0) -4.9 (13.6) -1.8 (11.2) -3.1 (12.3) 

Median (Min, Max) -4.0 (-47, 17) -4.0 (-45, 23) -1.5 (-23, 23) -3.0 (-47, 23) 

Q1, Q3 -8.0, 7.0 -12.0, 6.0 -10.0, 8.0 -10.0, 7.0 

Ancova p-value vs Placebo 0.5771 0.1822 NA NA 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) -3.1 (9.4) -4.9 (13.8) -4.7 (11.2) -4.2 (11.6) 

Median (Min, Max) -6.0 (-19, 20) -4.0 (-46, 25) -7.5 (-28, 22) -6.0 (-46, 25) 

Q1, Q3 -10.0, 4.0 -10.0, 5.0 -10.0, 4.0 -10.0, 4.0 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Ancova p-value vs Placebo 0.5117 0.9436 NA NA 

END OF STUDY n 4 6 3 13 

Mean (SD) 5.3 (18.2) -2.3 (9.0) 12.7 (1.5) 3.5 (12.5) 

Median (Min, Max) 10.5 (-21, 21) -2.5 (-15, 7) 13.0 (11, 14) 7.0 (-21, 21) 

Q1, Q3 -5.5, 16.0 -8.0, 7.0 11.0, 14.0 -7.0, 11.0 

Ancova p-value vs Placebo 0.9783 0.1529 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) -1.7 (7.2) -2.0 (8.2) -1.2 (8.1) -1.6 (7.8) 

Median (Min, Max) 0.0 (-17, 14) -1.6 (-16, 21) -2.3 (-23, 17) -1.6 (-23, 21) 

Q1, Q3 -7.5, 3.2 -7.9, 2.2 -5.4, 5.5 -7.4, 3.4 

Anova p-value vs Placebo 0.7565 0.5905 NA NA 

VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) -1.9 (7.5) -4.7 (9.5) -1.4 (6.9) -2.7 (8.1) 

Median (Min, Max) -2.2 (-16, 12) -5.0 (-23, 20) -2.1 (-15, 20) -2.8 (-23, 20) 

Q1, Q3 -8.6, 2.3 -11.5, 0.0 -6.2, 2.0 -8.2, 2.0 

Anova p-value vs Placebo 0.4224 0.0273 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) -1.7 (8.8) -3.2 (9.2) -1.1 (8.4) -2.0 (8.7) 

Median (Min, Max) -2.9 (-31, 13) -3.0 (-29, 16) -1.1 (-17, 18) -2.4 (-31, 18) 

Q1, Q3 -6.3, 6.1 -9.2, 4.1 -7.4, 6.4 -7.4, 6.0 

Anova p-value vs Placebo 0.2631 0.0505 NA NA 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) -2.4 (7.3) -3.2 (9.6) -3.2 (8.3) -2.9 (8.4) 

Median (Min, Max) -4.5 (-14, 15) -2.6 (-29, 18) -5.3 (-18, 17) -4.3 (-29, 18) 

Q1, Q3 -7.7, 3.0 -7.2, 3.9 -8.2, 2.8 -7.8, 3.5 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Anova p-value vs Placebo 0.6739 0.3862 NA NA 

END OF STUDY n 4 6 3 13 

Mean (SD) 4.6 (13.3) -1.6 (6.7) 10.8 (2.2) 3.2 (9.5) 

Median (Min, Max) 8.5 (-15, 16) -1.5 (-11, 5) 11.5 (8, 13) 5.4 (-15, 16) 

Q1, Q3 -3.2, 12.3 -6.2, 5.2 8.4, 12.6 -4.5, 8.7 

Anova p-value vs Placebo 0.9702 0.5391 NA NA 

Diastolic Blood 

Pressure (mmHg) 

Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 86.7 (8.7) 86.2 (8.4) 85.5 (7.8) 86.1 (8.3) 

Median (Min, Max) 87.5 (65, 107) 87.0 (64, 104) 85.0 (69, 100) 86.5 (64, 107) 

Q1, Q3 80.0, 93.5 80.5, 92.0 80.0, 91.0 80.0, 93.0 

VISIT 2 (WEEK 1), PRE-DOSE n 52 52 52 156 

Mean (SD) 85.7 (9.0) 85.1 (9.9) 84.8 (8.4) 85.2 (9.1) 

Median (Min, Max) 84.5 (66, 105) 84.0 (61, 114) 84.0 (64, 101) 84.0 (61, 114) 

Q1, Q3 79.5, 92.5 78.0, 91.0 79.5, 91.0 79.0, 91.0 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) 83.3 (9.5) 84.1 (9.0) 85.3 (8.0) 84.2 (8.8) 

Median (Min, Max) 81.5 (67, 105) 84.0 (67, 104) 85.0 (71, 105) 83.0 (67, 105) 

Q1, Q3 75.0, 90.5 77.0, 91.0 79.0, 92.0 77.0, 91.0 

VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) 82.7 (10.4) 81.8 (9.1) 85.2 (8.3) 83.3 (9.3) 

Median (Min, Max) 86.0 (65, 103) 81.0 (64, 103) 85.0 (70, 102) 83.0 (64, 103) 

Q1, Q3 73.0, 91.0 75.0, 89.0 80.0, 92.0 76.0, 91.0 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) 82.7 (9.6) 82.2 (8.4) 84.2 (8.2) 83.0 (8.7) 

Median (Min, Max) 82.5 (57, 104) 82.0 (65, 100) 84.5 (66, 98) 83.0 (57, 104) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 76.5, 90.5 78.0, 87.0 79.0, 90.0 77.0, 89.0 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 80.9 (10.2) 82.5 (9.2) 84.1 (7.4) 82.5 (9.0) 

Median (Min, Max) 81.5 (57, 101) 84.0 (61, 98) 85.5 (67, 99) 85.0 (57, 101) 

Q1, Q3 74.0, 88.0 75.0, 89.0 80.0, 90.0 76.0, 89.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 87.0 (10.2) 83.0 (7.3) 82.3 (7.4) 84.1 (7.9) 

Median (Min, Max) 88.5 (75, 96) 84.5 (72, 92) 85.0 (74, 88) 85.0 (72, 96) 

Q1, Q3 78.5, 95.5 77.0, 88.0 74.0, 88.0 77.0, 88.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) -2.4 (6.6) -1.1 (9.0) 0.7 (6.3) -0.9 (7.5) 

Median (Min, Max) -3.0 (-17, 12) -1.5 (-26, 19) 0.0 (-9, 16) -1.0 (-26, 19) 

Q1, Q3 -7.0, 2.0 -6.0, 4.0 -4.0, 5.0 -6.0, 4.0 

Ancova p-value vs Placebo 0.0454 0.2375 NA NA 

VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) -2.8 (7.0) -3.3 (8.7) 0.2 (5.9) -1.9 (7.4) 

Median (Min, Max) -3.0 (-19, 13) -4.0 (-23, 16) 0.0 (-16, 17) -2.0 (-23, 17) 

Q1, Q3 -8.0, 3.0 -8.0, 2.0 -3.0, 4.0 -6.0, 3.0 

Ancova p-value vs Placebo 0.0542 0.0221 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) -3.0 (7.0) -3.0 (8.1) -1.5 (7.3) -2.5 (7.5) 

Median (Min, Max) -4.5 (-19, 19) -3.0 (-26, 11) -1.0 (-16, 15) -3.0 (-26, 19) 

Q1, Q3 -8.0, 1.5 -7.0, 2.0 -7.0, 1.0 -7.0, 2.0 

Ancova p-value vs Placebo 0.3769 0.3840 NA NA 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) -4.8 (7.0) -2.6 (8.3) -1.7 (6.0) -3.0 (7.2) 

Median (Min, Max) -5.0 (-20, 7) -2.0 (-23, 13) -1.0 (-13, 11) -2.0 (-23, 13) 

Q1, Q3 -9.5, 1.5 -7.0, 3.0 -7.0, 2.0 -7.0, 3.0 

Ancova p-value vs Placebo 0.0489 0.5697 NA NA 

END OF STUDY n 4 6 3 13 

Mean (SD) 2.5 (10.5) -3.0 (11.7) 8.0 (2.6) 1.2 (10.3) 

Median (Min, Max) 5.0 (-12, 12) -0.5 (-17, 11) 9.0 (5, 10) 5.0 (-17, 12) 

Q1, Q3 -5.0, 10.0 -17.0, 6.0 5.0, 10.0 -2.0, 9.0 

Ancova p-value vs Placebo 0.6632 0.2006 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) -2.5 (7.5) -0.6 (10.4) 1.2 (7.9) -0.6 (8.8) 

Median (Min, Max) -3.6 (-17, 15) -1.7 (-23, 24) 0.0 (-10, 25) -1.3 (-23, 25) 

Q1, Q3 -7.9, 2.2 -8.2, 4.9 -4.0, 5.7 -7.1, 4.2 

Anova p-value vs Placebo 0.0342 0.2991 NA NA 

VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) -3.2 (8.2) -3.3 (10.1) 0.6 (7.1) -1.9 (8.7) 

Median (Min, Max) -4.0 (-19, 17) -4.5 (-23, 25) 0.0 (-18, 20) -2.4 (-23, 25) 

Q1, Q3 -8.8, 3.2 -9.5, 2.6 -3.6, 4.1 -7.8, 3.4 

Anova p-value vs Placebo 0.0215 0.0284 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) -3.3 (8.1) -2.8 (9.3) -1.4 (8.7) -2.5 (8.7) 

Median (Min, Max) -5.1 (-22, 23) -3.2 (-23, 18) -1.2 (-18, 21) -3.2 (-23, 23) 

Q1, Q3 -8.8, 1.9 -8.1, 2.6 -7.2, 1.5 -8.4, 2.4 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Anova p-value vs Placebo 0.1509 0.1480 NA NA 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) -5.4 (8.2) -2.5 (9.6) -1.6 (6.9) -3.2 (8.4) 

Median (Min, Max) -6.0 (-22, 11) -2.6 (-20, 21) -1.3 (-14, 14) -2.6 (-22, 21) 

Q1, Q3 -10.8, 1.6 -7.6, 3.8 -7.1, 2.4 -7.7, 3.4 

Anova p-value vs Placebo 0.0106 0.2207 NA NA 

END OF STUDY n 4 6 3 13 

Mean (SD) 3.1 (12.3) -2.8 (13.5) 11.2 (4.8) 2.2 (12.3) 

Median (Min, Max) 5.8 (-14, 14) -0.6 (-19, 14) 11.8 (6, 16) 6.0 (-19, 16) 

Q1, Q3 -5.6, 11.8 -18.1, 7.6 6.0, 15.6 -2.3, 11.8 

Anova p-value vs Placebo 0.0254 0.2737 NA NA 

 
Data based on Full analysis set. Treatment have been used as independent variable and weight at baseline as covariate in the ANCOVA model. Data 

underlying the ANOVA and ANCOVA has been imputated in case of missing values using Last Observation Carried Forward, LOCF. EP-002 Blood pressure, 

SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-

25T14:26:12 UTC 
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Table 14.3-34 Blood pressure (Per protocol analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Systolic Blood Pressure 

(mmHg) 
Measured value VISIT 1 SCREENING n 41 41 40 122 

Mean (SD) 134.1 (13.4) 134.5 (14.8) 133.4 (14.1) 134.0 (14.0) 

Median (Min, Max) 134.0 (105, 160) 135.0 (101, 160) 136.0 (108, 161) 135.0 (101, 161) 

Q1, Q3 122.5, 142.0 128.0, 146.0 122.0, 144.0 125.0, 145.5 

VISIT 2 (WEEK 1), PRE-DOSE n 41 41 40 122 

Mean (SD) 129.8 (15.3) 134.8 (16.2) 136.2 (11.4) 133.6 (14.6) 

Median (Min, Max) 129.0 (103, 167) 132.0 (108, 172) 135.0 (111, 156) 132.0 (103, 172) 

Q1, Q3 119.5, 139.5 123.5, 145.0 127.0, 144.0 122.0, 143.0 

VISIT 3 (WEEK 7), PRE-DOSE n 41 41 39 121 

Mean (SD) 128.2 (16.9) 131.4 (15.5) 132.7 (15.5) 130.7 (16.0) 

Median (Min, Max) 130.0 (93, 156) 130.0 (103, 167) 135.0 (101, 168) 130.0 (93, 168) 

Q1, Q3 117.0, 139.0 123.0, 140.0 118.0, 141.0 119.0, 140.0 

VISIT 4 (WEEK 14), PRE-DOSE n 41 41 40 122 

Mean (SD) 127.1 (16.5) 128.4 (16.0) 133.2 (12.6) 129.5 (15.2) 

Median (Min, Max) 129.0 (97, 157) 127.0 (98, 159) 134.0 (110, 157) 129.5 (97, 159) 

Q1, Q3 116.0, 140.0 115.0, 139.0 122.0, 140.0 119.0, 140.0 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) 127.3 (14.7) 129.7 (16.7) 134.0 (14.4) 130.3 (15.4) 

Median (Min, Max) 129.0 (95, 163) 128.0 (100, 174) 133.5 (105, 156) 129.0 (95, 174) 

Q1, Q3 119.0, 137.5 121.0, 138.0 123.0, 142.0 120.0, 140.0 

VISIT 6 (WEEK 28) n 41 41 40 122 

Mean (SD) 126.7 (17.7) 129.5 (15.3) 130.5 (13.1) 128.9 (15.5) 

Median (Min, Max) 129.0 (92, 172) 131.0 (95, 162) 130.0 (108, 153) 131.0 (92, 172) 

Q1, Q3 113.5, 138.5 121.0, 139.0 122.0, 140.0 117.0, 139.0 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-DOSE n 41 41 39 121 

Mean (SD) -1.6 (9.2) -3.4 (12.1) -3.4 (10.5) -2.8 (10.6) 

Median (Min, Max) 0.0 (-24, 18) -3.0 (-25, 28) -4.0 (-31, 12) -3.0 (-31, 28) 

Q1, Q3 -9.5, 4.5 -10.0, 3.0 -8.0, 7.0 -9.0, 5.0 

Ancova p-value vs Placebo 0.4799 0.9740 NA NA 

VISIT 4 (WEEK 14), PRE-DOSE n 41 41 40 122 

Mean (SD) -2.7 (10.3) -6.4 (14.1) -3.0 (7.3) -4.0 (11.0) 

Median (Min, Max) -3.0 (-27, 16) -6.0 (-40, 25) -3.0 (-15, 17) -3.0 (-40, 25) 

Q1, Q3 -12.0, 3.0 -15.0, 0.0 -9.0, 3.0 -11.0, 3.0 

Ancova p-value vs Placebo 0.9659 0.1467 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) -2.5 (12.4) -5.1 (13.9) -2.2 (11.0) -3.3 (12.5) 

Median (Min, Max) -4.0 (-47, 17) -4.0 (-45, 23) -2.0 (-23, 23) -3.5 (-47, 23) 

Q1, Q3 -8.0, 7.0 -12.0, 6.0 -10.0, 8.0 -10.0, 7.0 

Ancova p-value vs Placebo 0.8222 0.2574 NA NA 

VISIT 6 (WEEK 28) n 41 41 40 122 

Mean (SD) -3.1 (9.6) -5.3 (14.4) -5.8 (11.3) -4.7 (11.9) 

Median (Min, Max) -6.0 (-19, 20) -4.0 (-46, 25) -8.0 (-28, 22) -6.0 (-46, 25) 

Q1, Q3 -10.0, 4.0 -10.0, 5.0 -10.0, 4.0 -10.0, 4.0 

Ancova p-value vs Placebo 0.3148 0.8475 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-DOSE n 41 41 39 121 

Mean (SD) -1.2 (7.1) -2.1 (8.9) -2.5 (7.6) -1.9 (7.9) 

Median (Min, Max) 0.0 (-16, 14) -2.4 (-16, 21) -2.6 (-23, 8) -2.1 (-23, 21) 

Q1, Q3 -7.5, 3.2 -7.9, 2.2 -5.4, 5.5 -7.4, 3.4 

Anova p-value vs Placebo 0.4664 0.8446 NA NA 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 4 (WEEK 14), PRE-DOSE n 41 41 40 122 

Mean (SD) -1.9 (7.8) -4.3 (9.9) -2.1 (5.5) -2.8 (8.0) 

Median (Min, Max) -2.2 (-16, 12) -4.3 (-23, 20) -2.3 (-12, 13) -2.8 (-23, 20) 

Q1, Q3 -8.6, 2.3 -11.5, 0.0 -6.2, 2.0 -8.2, 2.0 

Anova p-value vs Placebo 0.9061 0.2206 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) -1.5 (9.0) -3.4 (9.3) -1.5 (8.2) -2.2 (8.8) 

Median (Min, Max) -2.8 (-31, 13) -3.1 (-29, 16) -1.4 (-17, 18) -2.6 (-31, 18) 

Q1, Q3 -6.3, 6.1 -9.2, 4.1 -7.4, 6.4 -7.4, 6.0 

Anova p-value vs Placebo 0.9932 0.3277 NA NA 

VISIT 6 (WEEK 28) n 41 41 40 122 

Mean (SD) -2.4 (7.4) -3.4 (10.0) -4.0 (8.3) -3.3 (8.6) 

Median (Min, Max) -4.6 (-14, 15) -2.9 (-29, 18) -5.6 (-18, 17) -4.7 (-29, 18) 

Q1, Q3 -7.7, 3.0 -7.2, 3.9 -8.2, 2.8 -7.8, 3.5 

Anova p-value vs Placebo 0.3996 0.7489 NA NA 

Diastolic Blood 

Pressure (mmHg) 

Measured value VISIT 1 SCREENING n 41 41 40 122 

Mean (SD) 87.3 (9.0) 85.7 (8.5) 85.8 (8.1) 86.3 (8.5) 

Median (Min, Max) 88.0 (65, 107) 85.0 (64, 104) 86.5 (69, 100) 87.0 (64, 107) 

Q1, Q3 80.0, 93.5 80.5, 92.0 80.0, 91.0 80.0, 93.0 

VISIT 2 (WEEK 1), PRE-DOSE n 41 41 40 122 

Mean (SD) 85.1 (9.5) 85.2 (10.6) 85.6 (8.2) 85.3 (9.4) 

Median (Min, Max) 84.0 (66, 105) 84.0 (61, 114) 84.0 (66, 101) 84.0 (61, 114) 

Q1, Q3 79.5, 92.5 78.0, 91.0 79.5, 91.0 79.0, 91.0 

VISIT 3 (WEEK 7), PRE-DOSE n 41 41 39 121 

Mean (SD) 83.2 (10.2) 84.4 (8.9) 85.8 (7.9) 84.4 (9.0) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 81.0 (67, 105) 84.0 (67, 104) 85.0 (72, 105) 83.0 (67, 105) 

Q1, Q3 75.0, 90.5 77.0, 91.0 79.0, 92.0 77.0, 91.0 

VISIT 4 (WEEK 14), PRE-DOSE n 41 41 40 122 

Mean (SD) 82.0 (10.6) 82.4 (9.1) 85.6 (7.9) 83.3 (9.3) 

Median (Min, Max) 84.0 (65, 103) 81.0 (64, 103) 85.5 (70, 101) 83.5 (64, 103) 

Q1, Q3 73.0, 91.0 75.0, 89.0 80.0, 92.0 76.0, 91.0 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) 82.1 (9.6) 82.3 (8.5) 84.0 (8.5) 82.8 (8.9) 

Median (Min, Max) 82.0 (57, 104) 82.0 (65, 100) 84.5 (66, 98) 82.0 (57, 104) 

Q1, Q3 76.5, 90.5 78.0, 87.0 79.0, 90.0 77.0, 89.0 

VISIT 6 (WEEK 28) n 41 41 40 122 

Mean (SD) 80.2 (10.2) 82.7 (8.9) 83.7 (7.6) 82.2 (9.0) 

Median (Min, Max) 81.0 (57, 101) 84.0 (62, 98) 85.5 (67, 99) 84.0 (57, 101) 

Q1, Q3 74.0, 88.0 75.0, 89.0 80.0, 90.0 76.0, 89.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-DOSE n 41 41 39 121 

Mean (SD) -1.9 (6.4) -0.9 (9.6) 0.6 (5.8) -0.8 (7.5) 

Median (Min, Max) -3.0 (-14, 12) -2.0 (-26, 19) 1.0 (-9, 12) -1.0 (-26, 19) 

Q1, Q3 -7.0, 2.0 -6.0, 4.0 -4.0, 5.0 -6.0, 4.0 

Ancova p-value vs Placebo 0.1462 0.4043 NA NA 

VISIT 4 (WEEK 14), PRE-DOSE n 41 41 40 122 

Mean (SD) -3.0 (7.2) -2.9 (8.8) 0.0 (5.8) -2.0 (7.5) 

Median (Min, Max) -3.0 (-19, 13) -3.0 (-23, 16) 0.0 (-16, 17) -2.0 (-23, 17) 

Q1, Q3 -8.0, 3.0 -8.0, 2.0 -3.0, 4.0 -6.0, 3.0 

Ancova p-value vs Placebo 0.0790 0.0956 NA NA 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) -3.0 (7.2) -2.9 (8.5) -1.6 (7.6) -2.5 (7.7) 

Median (Min, Max) -4.0 (-19, 19) -2.0 (-26, 11) -1.0 (-16, 15) -2.5 (-26, 19) 

Q1, Q3 -8.0, 1.5 -7.0, 2.0 -7.0, 1.0 -7.0, 2.0 

Ancova p-value vs Placebo 0.4572 0.4884 NA NA 

VISIT 6 (WEEK 28) n 41 41 40 122 

Mean (SD) -4.9 (7.0) -2.5 (8.4) -1.9 (6.2) -3.1 (7.3) 

Median (Min, Max) -5.0 (-20, 7) -2.0 (-23, 13) -1.0 (-13, 11) -2.0 (-23, 13) 

Q1, Q3 -9.5, 1.5 -7.0, 3.0 -7.0, 2.0 -7.0, 3.0 

Ancova p-value vs Placebo 0.0820 0.7469 NA NA 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-DOSE n 41 41 39 121 

Mean (SD) -2.1 (7.5) -0.2 (11.1) 0.9 (6.8) -0.5 (8.7) 

Median (Min, Max) -3.0 (-13, 15) -2.2 (-23, 24) 1.3 (-10, 14) -1.1 (-23, 24) 

Q1, Q3 -7.9, 2.2 -8.2, 4.9 -4.0, 5.7 -7.1, 4.2 

Anova p-value vs Placebo 0.1226 0.5635 NA NA 

VISIT 4 (WEEK 14), PRE-DOSE n 41 41 40 122 

Mean (SD) -3.4 (8.5) -2.7 (10.1) 0.3 (6.9) -2.0 (8.7) 

Median (Min, Max) -4.3 (-19, 17) -4.5 (-20, 25) 0.0 (-18, 20) -2.5 (-20, 25) 

Q1, Q3 -8.8, 3.2 -9.5, 2.6 -3.6, 4.1 -7.8, 3.4 

Anova p-value vs Placebo 0.0554 0.1254 NA NA 

VISIT 5 (WEEK 26), PRE-DOSE n 41 41 40 122 

Mean (SD) -3.3 (8.4) -2.7 (9.7) -1.6 (9.1) -2.5 (9.0) 

Median (Min, Max) -5.1 (-22, 23) -3.0 (-23, 18) -1.2 (-18, 21) -3.0 (-23, 23) 

Q1, Q3 -8.8, 1.9 -8.1, 2.6 -7.2, 1.5 -8.4, 2.4 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Anova p-value vs Placebo 0.3916 0.5688 NA NA 

VISIT 6 (WEEK 28) n 41 41 40 122 

Mean (SD) -5.6 (8.3) -2.3 (9.6) -1.9 (7.1) -3.3 (8.5) 

Median (Min, Max) -6.1 (-22, 11) -2.6 (-20, 21) -1.4 (-14, 14) -2.6 (-22, 21) 

Q1, Q3 -10.8, 1.6 -7.6, 3.8 -7.1, 2.4 -7.7, 3.4 

Anova p-value vs Placebo 0.0524 0.8277 NA NA 

 
Data based on Per protocol analysis set. Treatment have been used as independent variable and weight at baseline as covariate in the ANCOVA 

model. Data underlying the ANOVA and ANCOVA has been imputated in case of missing values using Last Observation Carried Forward, LOCF. EP-002 

Blood pressure, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-21T14:34:30. Data extracted at: 

2021-03-25T14:26:12 UTC 
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14.3.8 Quality of life 

Table 14.3-35 RAND-36 (Full analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

1. Physical functioning 

Mean 

Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 80.8 (17.2) 79.4 (19.1) 81.0 (16.5) 80.4 (17.5) 

Median (Min, Max) 85.0 (10, 100) 85.0 (30, 100) 85.0 (40, 100) 85.0 (10, 100) 

Q1, Q3 80.0, 90.0 67.5, 95.0 75.0, 95.0 75.0, 95.0 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 88.9 (12.8) 88.9 (11.8) 83.8 (16.1) 87.1 (13.9) 

Median (Min, Max) 95.0 (55, 100) 90.0 (55, 100) 90.0 (40, 100) 90.0 (40, 100) 

Q1, Q3 90.0, 95.0 85.0, 95.0 80.0, 95.0 80.0, 95.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 9.0 (14.9) 11.5 (15.3) 2.0 (11.3) 7.3 (14.3) 

Median (Min, Max) 5.0 (-25, 70) 5.0 (-10, 55) 0.0 (-20, 30) 5.0 (-25, 70) 

Q1, Q3 0.0, 15.0 0.0, 15.0 -5.0, 5.0 0.0, 15.0 

Between groups p-value (Wilcoxon) 0.0076 0.0019 NA NA 

Relative change from 

baseline (%) 
VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 30.1 (110.8) 22.5 (38.2) 3.8 (17.7) 18.2 (67.8) 

Median (Min, Max) 5.9 (-31, 700) 6.3 (-11, 183) 0.0 (-25, 63) 5.6 (-31, 700) 

Q1, Q3 0.0, 18.8 0.0, 23.1 -5.9, 9.1 0.0, 17.6 

Between groups p-value (Wilcoxon) 0.0131 0.0024 NA NA 

2. Role 

functioning/Physical 

Mean 

Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 80.3 (33.7) 78.4 (31.3) 87.0 (24.0) 81.9 (30.0) 

Median (Min, Max) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 

Q1, Q3 75.0, 100.0 50.0, 100.0 75.0, 100.0 75.0, 100.0 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 88.7 (24.8) 89.0 (25.6) 86.2 (24.9) 87.9 (24.9) 

Median (Min, Max) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 

Q1, Q3 100.0, 100.0 100.0, 100.0 75.0, 100.0 75.0, 100.0 

Absolute change from 

baseline 
VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 7.7 (36.0) 12.2 (35.8) 0.0 (29.0) 6.3 (33.7) 

Median (Min, Max) 0.0 (-100, 100) 0.0 (-100, 100) 0.0 (-75, 75) 0.0 (-100, 100) 

Q1, Q3 0.0, 25.0 0.0, 25.0 0.0, 0.0 0.0, 25.0 

Between groups p-value (Wilcoxon) 0.1806 0.0754 NA NA 

Relative change from 

baseline (%) 
VISIT 5 (WEEK 26) n 39 40 46 125 

Mean (SD) 19.4 (75.7) 35.4 (93.4) 6.9 (59.5) 19.9 (77.0) 

Median (Min, Max) 0.0 (-100, 300) 0.0 (-100, 300) 0.0 (-100, 300) 0.0 (-100, 300) 

Q1, Q3 0.0, 0.0 0.0, 41.7 0.0, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 0.2972 0.0923 NA NA 

3. Pain (Bodily Pain) 

Mean 

Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 82.6 (19.7) 71.8 (20.0) 80.6 (19.9) 78.3 (20.3) 

Median (Min, Max) 90.0 (33, 100) 77.5 (35, 100) 90.0 (23, 100) 80.0 (23, 100) 

Q1, Q3 67.5, 100.0 55.0, 90.0 67.5, 100.0 67.5, 100.0 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 86.3 (16.7) 84.6 (19.0) 79.3 (22.6) 83.2 (19.8) 

Median (Min, Max) 90.0 (45, 100) 90.0 (33, 100) 90.0 (23, 100) 90.0 (23, 100) 

Q1, Q3 67.5, 100.0 77.5, 100.0 67.5, 100.0 77.5, 100.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 1.3 (17.4) 11.8 (21.0) -0.2 (17.0) 4.1 (19.1) 

Median (Min, Max) 0.0 (-33, 45) 0.0 (-13, 55) 0.0 (-43, 35) 0.0 (-43, 55) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 -10.0, 10.0 0.0, 22.5 -12.5, 10.0 -10.0, 10.0 

Between groups p-value (Wilcoxon) 0.8770 0.0134 NA NA 

Relative change from 

baseline (%) 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 5.6 (30.1) 23.4 (44.1) 2.8 (34.1) 10.2 (37.3) 

Median (Min, Max) 0.0 (-33, 100) 0.0 (-28, 157) 0.0 (-61, 156) 0.0 (-61, 157) 

Q1, Q3 -10.0, 11.1 0.0, 40.9 -13.9, 14.8 -10.0, 14.8 

Between groups p-value (Wilcoxon) 0.8938 0.0278 NA NA 

4. General health Mean Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 69.8 (16.9) 71.5 (17.6) 73.1 (15.6) 71.5 (16.7) 

Median (Min, Max) 75.0 (15, 100) 75.0 (30, 100) 75.0 (25, 100) 75.0 (15, 100) 

Q1, Q3 57.5, 80.0 60.0, 85.0 65.0, 85.0 60.0, 85.0 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 72.7 (15.8) 77.8 (16.0) 69.1 (18.2) 73.0 (17.0) 

Median (Min, Max) 75.0 (20, 100) 80.0 (25, 100) 70.0 (25, 95) 75.0 (20, 100) 

Q1, Q3 60.0, 85.0 70.0, 90.0 60.0, 85.0 60.0, 85.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 3.3 (17.1) 6.0 (12.6) -4.7 (12.9) 1.3 (14.9) 

Median (Min, Max) 0.0 (-45, 40) 5.0 (-30, 35) -5.0 (-35, 20) 0.0 (-45, 40) 

Q1, Q3 -5.0, 15.0 0.0, 15.0 -10.0, 5.0 -5.0, 10.0 

Between groups p-value (Wilcoxon) 0.0171 0.0003 NA NA 

Relative change from 

baseline (%) 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 12.6 (48.5) 10.8 (21.4) -5.2 (19.8) 5.6 (33.1) 

Median (Min, Max) 0.0 (-69, 267) 5.9 (-30, 78) -5.6 (-43, 50) 0.0 (-69, 267) 

Q1, Q3 -6.7, 21.4 0.0, 25.0 -16.7, 7.1 -8.3, 15.4 

Between groups p-value (Wilcoxon) 0.0180 0.0006 NA NA 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

5. Energy/fatigue 

(Vitality) Mean 

Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 63.7 (17.8) 57.5 (18.7) 64.8 (17.5) 62.0 (18.2) 

Median (Min, Max) 65.0 (5, 95) 55.0 (10, 90) 70.0 (0, 95) 65.0 (0, 95) 

Q1, Q3 55.0, 75.0 45.0, 70.0 55.0, 75.0 50.0, 75.0 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 62.1 (20.1) 64.9 (17.3) 62.4 (17.8) 63.1 (18.3) 

Median (Min, Max) 65.0 (0, 95) 65.0 (30, 90) 65.0 (20, 90) 65.0 (0, 95) 

Q1, Q3 50.0, 80.0 55.0, 80.0 55.0, 75.0 55.0, 80.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) -1.4 (19.9) 7.2 (20.0) -3.1 (16.9) 0.7 (19.3) 

Median (Min, Max) 0.0 (-70, 35) 0.0 (-30, 60) -5.0 (-55, 30) 0.0 (-70, 60) 

Q1, Q3 -10.0, 10.0 -10.0, 20.0 -15.0, 10.0 -10.0, 10.0 

Between groups p-value (Wilcoxon) 0.4371 0.0224 NA NA 

Relative change from 

baseline (%) 

VISIT 5 (WEEK 26) n 42 41 46 129 

Mean (SD) 21.8 (114.2) 33.0 (102.3) -3.0 (28.0) 16.5 (89.2) 

Median (Min, Max) 0.0 (-100, 600) 0.0 (-46, 600) -7.7 (-73, 83) 0.0 (-100, 600) 

Q1, Q3 -16.7, 14.3 -12.5, 45.5 -16.7, 13.3 -16.7, 16.7 

Between groups p-value (Wilcoxon) 0.4296 0.0287 NA NA 

6. Social Functioning 

Mean 

Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 87.3 (14.7) 82.9 (22.3) 87.5 (18.4) 85.9 (18.7) 

Median (Min, Max) 87.5 (38, 100) 93.8 (13, 100) 100.0 (38, 100) 100.0 (13, 100) 

Q1, Q3 75.0, 100.0 68.8, 100.0 75.0, 100.0 75.0, 100.0 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 87.8 (16.7) 89.0 (16.3) 84.3 (18.7) 86.9 (17.3) 

Median (Min, Max) 100.0 (25, 100) 100.0 (13, 100) 87.5 (25, 100) 100.0 (13, 100) 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                282 (398) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 75.0, 100.0 87.5, 100.0 75.0, 100.0 75.0, 100.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 1.2 (20.3) 6.4 (26.8) -2.7 (19.3) 1.4 (22.4) 

Median (Min, Max) 0.0 (-63, 50) 0.0 (-88, 63) 0.0 (-75, 38) 0.0 (-88, 63) 

Q1, Q3 -12.5, 12.5 0.0, 25.0 -12.5, 0.0 -12.5, 12.5 

Between groups p-value (Wilcoxon) 0.4683 0.0889 NA NA 

Relative change from 

baseline (%) 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 5.0 (31.6) 28.2 (90.3) 0.7 (25.9) 10.8 (56.8) 

Median (Min, Max) 0.0 (-71, 133) 0.0 (-88, 500) 0.0 (-75, 67) 0.0 (-88, 500) 

Q1, Q3 -12.5, 14.3 0.0, 33.3 -14.3, 0.0 -12.5, 14.3 

Between groups p-value (Wilcoxon) 0.5647 0.0933 NA NA 

7. Role 

functioning/Emotional 

Mean 

Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 80.8 (33.2) 77.6 (34.8) 91.0 (23.9) 83.1 (31.3) 

Median (Min, Max) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 

Q1, Q3 66.7, 100.0 66.7, 100.0 100.0, 100.0 66.7, 100.0 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 79.4 (31.2) 80.5 (31.6) 79.4 (29.9) 79.7 (30.6) 

Median (Min, Max) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 

Q1, Q3 66.7, 100.0 66.7, 100.0 66.7, 100.0 66.7, 100.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) -2.4 (38.5) 3.3 (43.3) -11.3 (31.3) -3.8 (38.0) 

Median (Min, Max) 0.0 (-100, 100) 0.0 (-67, 100) 0.0 (-100, 67) 0.0 (-100, 100) 

Q1, Q3 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 0.2855 0.1450 NA NA 

VISIT 5 (WEEK 26) n 39 38 45 122 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Relative change from 

baseline (%) 

Mean (SD) -4.7 (47.0) 10.1 (76.6) -13.7 (35.8) -3.4 (55.2) 

Median (Min, Max) 0.0 (-100, 200) 0.0 (-100, 200) 0.0 (-100, 100) 0.0 (-100, 200) 

Q1, Q3 0.0, 0.0 0.0, 0.0 -33.3, 0.0 -33.3, 0.0 

Between groups p-value (Wilcoxon) 0.3628 0.2153 NA NA 

8. Emotional well-

being (Mental) Mean 
Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 78.7 (16.2) 77.3 (14.9) 81.1 (12.2) 79.0 (14.5) 

Median (Min, Max) 80.0 (20, 100) 80.0 (32, 100) 84.0 (48, 100) 80.0 (20, 100) 

Q1, Q3 70.0, 92.0 72.0, 88.0 76.0, 92.0 72.0, 92.0 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 75.0 (15.4) 79.1 (18.2) 77.4 (14.7) 77.1 (16.1) 

Median (Min, Max) 76.0 (32, 100) 84.0 (16, 100) 80.0 (48, 100) 82.0 (16, 100) 

Q1, Q3 68.0, 88.0 68.0, 92.0 64.0, 88.0 68.0, 88.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) -3.8 (16.6) 1.7 (17.8) -4.3 (11.2) -2.3 (15.5) 

Median (Min, Max) 0.0 (-56, 28) 0.0 (-60, 48) -4.0 (-44, 24) 0.0 (-60, 48) 

Q1, Q3 -8.0, 4.0 -8.0, 8.0 -12.0, 4.0 -8.0, 8.0 

Between groups p-value (Wilcoxon) 0.3024 0.0363 NA NA 

Relative change from 

baseline (%) 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) -0.8 (29.0) 5.9 (34.4) -4.9 (15.1) -0.2 (27.1) 

Median (Min, Max) 0.0 (-62, 140) 0.0 (-79, 150) -4.5 (-46, 50) 0.0 (-79, 150) 

Q1, Q3 -8.7, 5.6 -8.7, 10.5 -15.8, 4.3 -10.0, 8.7 

Between groups p-value (Wilcoxon) 0.2484 0.0390 NA NA 

9. Health Transition 

score Mean 

Measured value VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 49.0 (17.8) 48.6 (16.7) 50.5 (14.4) 49.4 (16.3) 

Median (Min, Max) 50.0 (0, 75) 50.0 (25, 100) 50.0 (0, 75) 50.0 (0, 100) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 50.0, 50.0 50.0, 50.0 50.0, 50.0 50.0, 50.0 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 67.3 (22.4) 63.4 (19.4) 56.4 (16.9) 62.1 (20.0) 

Median (Min, Max) 75.0 (0, 100) 50.0 (25, 100) 50.0 (25, 100) 50.0 (0, 100) 

Q1, Q3 50.0, 75.0 50.0, 75.0 50.0, 75.0 50.0, 75.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 42 41 47 130 

Mean (SD) 18.5 (29.8) 16.5 (20.6) 5.9 (19.7) 13.3 (24.1) 

Median (Min, Max) 25.0 (-75, 100) 25.0 (-25, 50) 0.0 (-50, 75) 0.0 (-75, 100) 

Q1, Q3 0.0, 25.0 0.0, 25.0 0.0, 25.0 0.0, 25.0 

Between groups p-value (Wilcoxon) 0.0058 0.0111 NA NA 

Relative change from 

baseline (%) 

VISIT 5 (WEEK 26) n 40 41 46 127 

Mean (SD) 41.3 (63.3) 48.4 (65.2) 13.0 (36.5) 33.3 (57.5) 

Median (Min, Max) 41.7 (-100, 200) 33.3 (-50, 200) 0.0 (-67, 100) 0.0 (-100, 200) 

Q1, Q3 0.0, 50.0 0.0, 100.0 0.0, 33.3 0.0, 50.0 

Between groups p-value (Wilcoxon) 0.0138 0.0057 NA NA 

 
Data based on Full analysis set. Between groups p-value (Wilcoxon) have been compared between EMP16-02 and placebo. EP-002 RAND-36, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-21T14:34:30. Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.3-36 RAND-36 (Per protocol analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

1. Physical functioning 

Mean 

Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 79.6 (18.8) 80.9 (18.2) 82.0 (16.1) 80.8 (17.7) 

Median (Min, Max) 85.0 (10, 100) 85.0 (30, 100) 85.0 (40, 100) 85.0 (10, 100) 

Q1, Q3 80.0, 90.0 67.5, 95.0 75.0, 95.0 75.0, 95.0 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 89.5 (12.0) 90.9 (8.9) 82.9 (16.9) 87.7 (13.5) 

Median (Min, Max) 95.0 (55, 100) 95.0 (60, 100) 90.0 (40, 100) 90.0 (40, 100) 

Q1, Q3 90.0, 95.0 85.0, 95.0 80.0, 95.0 80.0, 95.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 10.4 (14.3) 11.2 (15.7) 0.9 (10.7) 7.4 (14.3) 

Median (Min, Max) 5.0 (-10, 70) 5.0 (-10, 55) 0.0 (-20, 30) 5.0 (-20, 70) 

Q1, Q3 0.0, 15.0 0.0, 15.0 -5.0, 5.0 0.0, 15.0 

Between groups p-value (Wilcoxon) 0.0008 0.0018 NA NA 

Relative change from 

baseline (%) 
VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 33.2 (114.4) 22.1 (39.4) 1.9 (16.2) 18.9 (71.2) 

Median (Min, Max) 5.9 (-12, 700) 6.3 (-11, 183) 0.0 (-25, 63) 5.6 (-25, 700) 

Q1, Q3 0.0, 18.8 0.0, 23.1 -5.9, 9.1 0.0, 17.6 

Between groups p-value (Wilcoxon) 0.0017 0.0026 NA NA 

2. Role 

functioning/Physical 

Mean 

Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 78.0 (34.5) 79.3 (30.1) 88.1 (23.3) 81.8 (29.8) 

Median (Min, Max) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 

Q1, Q3 75.0, 100.0 50.0, 100.0 75.0, 100.0 75.0, 100.0 

VISIT 5 (WEEK 26) n 39 37 40 116 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Mean (SD) 88.5 (25.6) 90.5 (22.3) 84.4 (26.4) 87.7 (24.8) 

Median (Min, Max) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 

Q1, Q3 100.0, 100.0 100.0, 100.0 75.0, 100.0 75.0, 100.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 9.0 (36.9) 13.5 (31.5) -3.8 (26.3) 6.0 (32.4) 

Median (Min, Max) 0.0 (-100, 100) 0.0 (-25, 100) 0.0 (-75, 75) 0.0 (-100, 100) 

Q1, Q3 0.0, 25.0 0.0, 25.0 0.0, 0.0 0.0, 25.0 

Between groups p-value (Wilcoxon) 0.0496 0.0304 NA NA 

Relative change from 

baseline (%) 

VISIT 5 (WEEK 26) n 36 36 39 111 

Mean (SD) 21.8 (78.4) 36.6 (94.5) -4.1 (36.3) 17.5 (74.4) 

Median (Min, Max) 0.0 (-100, 300) 0.0 (-100, 300) 0.0 (-100, 100) 0.0 (-100, 300) 

Q1, Q3 0.0, 0.0 0.0, 41.7 0.0, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 0.0867 0.0365 NA NA 

3. Pain (Bodily Pain) 

Mean 

Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 83.5 (20.0) 74.1 (19.0) 78.9 (18.8) 78.8 (19.5) 

Median (Min, Max) 90.0 (33, 100) 77.5 (35, 100) 85.0 (45, 100) 83.8 (33, 100) 

Q1, Q3 67.5, 100.0 55.0, 90.0 67.5, 100.0 67.5, 100.0 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 86.5 (16.5) 84.9 (18.7) 77.4 (23.3) 82.9 (20.0) 

Median (Min, Max) 90.0 (45, 100) 90.0 (33, 100) 83.8 (23, 100) 90.0 (23, 100) 

Q1, Q3 67.5, 100.0 77.5, 100.0 67.5, 100.0 77.5, 100.0 

Absolute change from 

baseline 
VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 1.9 (17.6) 10.6 (19.7) -1.4 (16.9) 3.5 (18.6) 

Median (Min, Max) 0.0 (-33, 45) 0.0 (-13, 55) 0.0 (-43, 33) 0.0 (-43, 55) 

Q1, Q3 -10.0, 10.0 0.0, 22.5 -12.5, 10.0 -10.0, 10.0 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Between groups p-value (Wilcoxon) 0.5520 0.0120 NA NA 

Relative change from 

baseline (%) 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 6.7 (30.8) 20.2 (40.8) -1.3 (26.9) 8.2 (34.0) 

Median (Min, Max) 0.0 (-33, 100) 0.0 (-28, 157) 0.0 (-61, 72) 0.0 (-61, 157) 

Q1, Q3 -10.0, 11.1 0.0, 40.9 -13.9, 14.8 -10.0, 14.8 

Between groups p-value (Wilcoxon) 0.5365 0.0229 NA NA 

4. General health Mean Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 69.5 (16.8) 71.1 (17.0) 76.1 (14.1) 72.2 (16.1) 

Median (Min, Max) 75.0 (15, 100) 75.0 (30, 100) 80.0 (35, 100) 75.0 (15, 100) 

Q1, Q3 57.5, 80.0 60.0, 85.0 65.0, 85.0 60.0, 85.0 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 72.3 (15.2) 78.1 (16.4) 70.1 (18.6) 73.4 (17.0) 

Median (Min, Max) 75.0 (20, 95) 80.0 (25, 100) 75.0 (25, 95) 75.0 (20, 100) 

Q1, Q3 60.0, 85.0 70.0, 90.0 60.0, 85.0 60.0, 85.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 3.8 (16.4) 6.2 (11.3) -6.0 (13.0) 1.2 (14.6) 

Median (Min, Max) 0.0 (-45, 40) 5.0 (-15, 35) -5.0 (-35, 15) 0.0 (-45, 40) 

Q1, Q3 -5.0, 15.0 0.0, 15.0 -10.0, 5.0 -5.0, 10.0 

Between groups p-value (Wilcoxon) 0.0050 0.0001 NA NA 

Relative change from 

baseline (%) 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 13.8 (49.5) 10.5 (20.3) -8.0 (17.8) 5.2 (33.8) 

Median (Min, Max) 0.0 (-69, 267) 5.3 (-23, 78) -6.1 (-43, 23) 0.0 (-69, 267) 

Q1, Q3 -6.7, 21.4 0.0, 25.0 -16.7, 7.1 -8.3, 15.4 

Between groups p-value (Wilcoxon) 0.0049 0.0002 NA NA 

Measured value VISIT 2 (WEEK 1) n 41 41 40 122 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

5. Energy/fatigue 

(Vitality) Mean 

Mean (SD) 63.3 (19.4) 56.8 (18.5) 68.0 (15.2) 62.7 (18.2) 

Median (Min, Max) 65.0 (5, 95) 55.0 (10, 90) 70.0 (30, 95) 65.0 (5, 95) 

Q1, Q3 55.0, 75.0 45.0, 70.0 55.0, 75.0 50.0, 75.0 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 62.8 (20.6) 64.5 (17.9) 63.9 (18.2) 63.7 (18.8) 

Median (Min, Max) 65.0 (0, 95) 65.0 (30, 90) 65.0 (20, 90) 65.0 (0, 95) 

Q1, Q3 50.0, 80.0 55.0, 80.0 55.0, 75.0 55.0, 80.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) -0.4 (19.8) 6.9 (20.6) -4.1 (16.4) 0.6 (19.3) 

Median (Min, Max) 0.0 (-70, 35) 0.0 (-30, 60) -5.0 (-55, 25) 0.0 (-70, 60) 

Q1, Q3 -10.0, 10.0 -10.0, 20.0 -15.0, 10.0 -10.0, 10.0 

Between groups p-value (Wilcoxon) 0.2461 0.0312 NA NA 

Relative change from 

baseline (%) 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 25.1 (117.9) 33.6 (107.2) -4.0 (27.2) 17.8 (93.3) 

Median (Min, Max) 0.0 (-100, 600) 0.0 (-46, 600) -7.1 (-73, 83) 0.0 (-100, 600) 

Q1, Q3 -16.7, 14.3 -12.5, 45.5 -16.7, 13.3 -16.7, 16.7 

Between groups p-value (Wilcoxon) 0.3265 0.0655 NA NA 

6. Social Functioning 

Mean 

Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 86.0 (15.4) 84.5 (23.3) 89.1 (17.3) 86.5 (18.9) 

Median (Min, Max) 87.5 (38, 100) 100.0 (13, 100) 100.0 (38, 100) 100.0 (13, 100) 

Q1, Q3 75.0, 100.0 68.8, 100.0 75.0, 100.0 75.0, 100.0 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 88.5 (16.6) 88.5 (17.0) 84.7 (19.5) 87.2 (17.7) 

Median (Min, Max) 100.0 (25, 100) 100.0 (13, 100) 100.0 (25, 100) 100.0 (13, 100) 

Q1, Q3 75.0, 100.0 87.5, 100.0 75.0, 100.0 75.0, 100.0 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 2.2 (20.0) 5.4 (27.9) -4.4 (18.0) 1.0 (22.4) 

Median (Min, Max) 0.0 (-63, 50) 0.0 (-88, 63) 0.0 (-75, 25) 0.0 (-88, 63) 

Q1, Q3 -12.5, 12.5 0.0, 25.0 -12.5, 0.0 -12.5, 12.5 

Between groups p-value (Wilcoxon) 0.2060 0.1166 NA NA 

Relative change from 

baseline (%) 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 6.4 (32.0) 28.8 (95.0) -2.6 (22.3) 10.4 (59.2) 

Median (Min, Max) 0.0 (-71, 133) 0.0 (-88, 500) 0.0 (-75, 50) 0.0 (-88, 500) 

Q1, Q3 -12.5, 14.3 0.0, 33.3 -14.3, 0.0 -12.5, 14.3 

Between groups p-value (Wilcoxon) 0.2435 0.1036 NA NA 

7. Role 

functioning/Emotional 

Mean 

Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 76.4 (35.9) 76.4 (35.9) 93.3 (20.3) 82.0 (32.4) 

Median (Min, Max) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 

Q1, Q3 66.7, 100.0 66.7, 100.0 100.0, 100.0 66.7, 100.0 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 79.5 (32.1) 81.1 (32.0) 80.8 (31.0) 80.5 (31.4) 

Median (Min, Max) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 100.0 (0, 100) 

Q1, Q3 66.7, 100.0 66.7, 100.0 66.7, 100.0 66.7, 100.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) -0.9 (39.4) 4.5 (43.9) -12.5 (28.9) -3.2 (38.1) 

Median (Min, Max) 0.0 (-100, 100) 0.0 (-67, 100) 0.0 (-100, 33) 0.0 (-100, 100) 

Q1, Q3 0.0, 0.0 0.0, 0.0 -33.3, 0.0 0.0, 0.0 

Between groups p-value (Wilcoxon) 0.1437 0.1161 NA NA 

Relative change from 

baseline (%) 

VISIT 5 (WEEK 26) n 36 34 39 109 

Mean (SD) -3.2 (48.4) 11.8 (79.6) -15.0 (32.2) -2.8 (56.4) 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 0.0 (-100, 200) 0.0 (-100, 200) 0.0 (-100, 50) 0.0 (-100, 200) 

Q1, Q3 0.0, 0.0 0.0, 0.0 -33.3, 0.0 -33.3, 0.0 

Between groups p-value (Wilcoxon) 0.2592 0.2630 NA NA 

8. Emotional well-

being (Mental) Mean 

Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 76.7 (17.1) 78.0 (15.4) 83.7 (10.3) 79.4 (14.8) 

Median (Min, Max) 80.0 (20, 100) 80.0 (32, 100) 88.0 (60, 100) 84.0 (20, 100) 

Q1, Q3 70.0, 92.0 72.0, 88.0 76.0, 92.0 72.0, 92.0 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 75.0 (15.4) 77.8 (18.7) 79.4 (14.4) 77.4 (16.2) 

Median (Min, Max) 76.0 (32, 100) 84.0 (16, 100) 84.0 (48, 100) 84.0 (16, 100) 

Q1, Q3 68.0, 88.0 68.0, 92.0 64.0, 88.0 68.0, 88.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) -3.2 (16.0) -0.3 (16.8) -4.3 (10.6) -2.7 (14.6) 

Median (Min, Max) 0.0 (-56, 28) 0.0 (-60, 48) -4.0 (-44, 16) 0.0 (-60, 48) 

Q1, Q3 -8.0, 4.0 -8.0, 8.0 -12.0, 4.0 -8.0, 8.0 

Between groups p-value (Wilcoxon) 0.2551 0.1671 NA NA 

Relative change from 

baseline (%) 
VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 0.1 (29.1) 2.7 (32.4) -5.2 (12.8) -0.9 (26.0) 

Median (Min, Max) 0.0 (-62, 140) 0.0 (-79, 150) -4.5 (-46, 24) 0.0 (-79, 150) 

Q1, Q3 -8.7, 5.6 -8.7, 10.5 -15.8, 4.3 -10.0, 8.7 

Between groups p-value (Wilcoxon) 0.2315 0.1712 NA NA 

9. Health Transition 

score Mean 
Measured value VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 48.2 (18.0) 47.6 (15.6) 51.9 (11.9) 49.2 (15.4) 

Median (Min, Max) 50.0 (0, 75) 50.0 (25, 75) 50.0 (25, 75) 50.0 (0, 75) 

Q1, Q3 50.0, 50.0 50.0, 50.0 50.0, 50.0 50.0, 50.0 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                291 (398) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 67.9 (22.9) 63.5 (20.1) 56.3 (17.7) 62.5 (20.7) 

Median (Min, Max) 75.0 (0, 100) 50.0 (25, 100) 50.0 (25, 100) 50.0 (0, 100) 

Q1, Q3 50.0, 75.0 50.0, 75.0 50.0, 75.0 50.0, 75.0 

Absolute change from 

baseline 

VISIT 5 (WEEK 26) n 39 37 40 116 

Mean (SD) 19.9 (29.9) 15.5 (20.7) 4.4 (16.9) 13.1 (23.9) 

Median (Min, Max) 25.0 (-75, 100) 25.0 (-25, 50) 0.0 (-50, 50) 0.0 (-75, 100) 

Q1, Q3 0.0, 25.0 0.0, 25.0 0.0, 25.0 0.0, 25.0 

Between groups p-value (Wilcoxon) 0.0017 0.0153 NA NA 

Relative change from 

baseline (%) 

VISIT 5 (WEEK 26) n 37 37 40 114 

Mean (SD) 44.1 (64.2) 44.1 (62.6) 10.8 (32.8) 32.5 (56.5) 

Median (Min, Max) 50.0 (-100, 200) 33.3 (-50, 200) 0.0 (-67, 100) 0.0 (-100, 200) 

Q1, Q3 0.0, 50.0 0.0, 100.0 0.0, 33.3 0.0, 50.0 

Between groups p-value (Wilcoxon) 0.0054 0.0120 NA NA 

 
Data based on Per protocol analysis set. Between groups p-value (Wilcoxon) have been compared between EMP16-02 and placebo. EP-002 RAND-36, SAS 

program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-21T14:34:30. Data extracted at: 2021-03-25T14:26:12 

UTC 
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Table 14.3-37 Activity and sleep (Full analysis set) 

Parameter Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

AS01-Did you have a 

normal night's sleep 
VISIT 2 (WEEK 1) N 11(21%)/52 12(23%)/52 11(21%)/52 34(22%)/156 

Y 41(79%)/52 40(77%)/52 41(79%)/52 122(78%)/156 

Chi-Square p-

value 

1.0000 0.8132 - - 

VISIT 3 (WEEK 7) N 5(11%)/44 3(7.5%)/40 6(14%)/44 14(11%)/128 

Y 39(89%)/44 37(93%)/40 38(86%)/44 114(89%)/128 

Chi-Square p-

value 

0.7472 0.3638 - - 

VISIT 4 (WEEK 14) N 12(28%)/43 5(11%)/45 8(17%)/48 25(18%)/136 

Y 31(72%)/43 40(89%)/45 40(83%)/48 111(82%)/136 

Chi-Square p-

value 
0.1961 0.4400 - - 

VISIT 5 (WEEK 26) N 8(19%)/42 6(14%)/42 7(15%)/47 21(16%)/131 

Y 34(81%)/42 36(86%)/42 40(85%)/47 110(84%)/131 

Chi-Square p-

value 

0.6012 0.9354 - - 

AS02-Have you done any 

heavy physical work 

VISIT 2 (WEEK 1) N 37(71%)/52 42(81%)/52 43(83%)/52 122(78%)/156 

Y 15(29%)/52 10(19%)/52 9(17%)/52 34(22%)/156 

Chi-Square p-

value 

0.1626 0.7997 - - 

VISIT 3 (WEEK 7) N 36(82%)/44 34(85%)/40 35(80%)/44 105(82%)/128 

Y 8(18%)/44 6(15%)/40 9(20%)/44 23(18%)/128 

Chi-Square p-

value 

0.7871 0.5145 - - 

VISIT 4 (WEEK 14) N 33(77%)/43 37(82%)/45 41(85%)/48 111(82%)/136 

Y 10(23%)/43 8(18%)/45 7(15%)/48 25(18%)/136 

Chi-Square p-

value 
0.2893 0.6755 - - 

VISIT 5 (WEEK 26) N 32(76%)/42 36(86%)/42 41(87%)/47 109(83%)/131 

Y 10(24%)/42 6(14%)/42 6(13%)/47 22(17%)/131 

Chi-Square p-

value 

0.1756 0.8340 - - 

 
Data based on Full analysis set. Results are presented as n(%)/N, where N is the total number 

of observations at that specific timepoint. Between groups p-value (Chi-Square) have been 

compared between EMP16-02 and placebo. EP-002 Activity and sleep, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. 

Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.3-38 Activity and sleep (Per protocol analysis set) 

Parameter Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

AS01-Did you have a 

normal night's sleep 
VISIT 2 (WEEK 1) N 8(20%)/41 11(27%)/41 6(15%)/40 25(20%)/122 

Y 33(80%)/41 30(73%)/41 34(85%)/40 97(80%)/122 

Chi-Square p-

value 

0.5913 0.1912 - - 

VISIT 3 (WEEK 7) N 4(11%)/37 3(8.8%)/34 5(14%)/36 12(11%)/107 

Y 33(89%)/37 31(91%)/34 31(86%)/36 95(89%)/107 

Chi-Square p-

value 

0.6892 0.5056 - - 

VISIT 4 (WEEK 14) N 9(23%)/39 2(5.1%)/39 3(7.5%)/40 14(12%)/118 

Y 30(77%)/39 37(95%)/39 37(93%)/40 104(88%)/118 

Chi-Square p-

value 
0.0538 0.6651 - - 

VISIT 5 (WEEK 26) N 6(15%)/39 5(13%)/38 7(18%)/40 18(15%)/117 

Y 33(85%)/39 33(87%)/38 33(83%)/40 99(85%)/117 

Chi-Square p-

value 

0.7999 0.5952 - - 

AS02-Have you done any 

heavy physical work 

VISIT 2 (WEEK 1) N 27(66%)/41 33(80%)/41 34(85%)/40 94(77%)/122 

Y 14(34%)/41 8(20%)/41 6(15%)/40 28(23%)/122 

Chi-Square p-

value 

0.0457 0.5913 - - 

VISIT 3 (WEEK 7) N 29(78%)/37 30(88%)/34 30(83%)/36 89(83%)/107 

Y 8(22%)/37 4(12%)/34 6(17%)/36 18(17%)/107 

Chi-Square p-

value 

0.5908 0.5580 - - 

VISIT 4 (WEEK 14) N 29(74%)/39 32(82%)/39 34(85%)/40 95(81%)/118 

Y 10(26%)/39 7(18%)/39 6(15%)/40 23(19%)/118 

Chi-Square p-

value 
0.2394 0.7238 - - 

VISIT 5 (WEEK 26) N 29(74%)/39 32(84%)/38 36(90%)/40 97(83%)/117 

Y 10(26%)/39 6(16%)/38 4(10%)/40 20(17%)/117 

Chi-Square p-

value 

0.0687 0.4446 - - 

 
Data based on Per protocol analysis set. Results are presented as n(%)/N, where N is the total 

number of observations at that specific timepoint. Between groups p-value (Chi-Square) have 

been compared between EMP16-02 and placebo. EP-002 Activity and sleep, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. 

Data extracted at: 2021-03-25T14:26:12 UTC 
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14.3.9 Drop-out rate 

Table 14.3-39 Cumulative drop-out rate (Full analysis set) 

Assessment Visit Name Result 

EMP16-02 

120mg 

40mg 

EMP16-02 

150mg 

50mg Placebo Total 

GI related withdrawal VISIT 1 SCREENING n(%)/N 0(0.0%)/52 0(0.0%)/52 0(0.0%)/52 0(0.0%)/156 

  Chi-Square p-value vs placebo NE NE   

 VISIT 2 (WEEK 1) n(%)/N 0(0.0%)/52 0(0.0%)/52 0(0.0%)/52 0(0.0%)/156 

  Chi-Square p-value vs placebo NE NE   

 END OF WEEK 2 n(%)/N 0(0.0%)/52 1(1.9%)/52 0(0.0%)/52 1(0.6%)/156 

  Chi-Square p-value vs placebo NE 0.3150   

 END OF WEEK 4 n(%)/N 1(1.9%)/52 1(1.9%)/52 0(0.0%)/52 2(1.3%)/156 

  Chi-Square p-value vs placebo 0.3150 0.3150   

 VISIT 3 (WEEK 7) n(%)/N 2(3.8%)/52 1(1.9%)/52 0(0.0%)/52 3(1.9%)/156 

  Chi-Square p-value vs placebo 0.1533 0.3150   

 END OF WEEK 8 n(%)/N 3(5.8%)/52 2(3.8%)/52 0(0.0%)/52 5(3.2%)/156 

  Chi-Square p-value vs placebo 0.0788 0.1533   

 VISIT 4 (WEEK 14) n(%)/N 4(7.7%)/52 4(7.7%)/52 0(0.0%)/52 8(5.1%)/156 

  Chi-Square p-value vs placebo 0.0414 0.0414   

 VISIT 5 (WEEK 26) n(%)/N 4(7.7%)/52 5(9.6%)/52 0(0.0%)/52 9(5.8%)/156 

  Chi-Square p-value vs placebo 0.0414 0.0219   

 VISIT 6 (WEEK 28) n(%)/N 4(7.7%)/52 5(9.6%)/52 0(0.0%)/52 9(5.8%)/156 

  Chi-Square p-value vs placebo 0.0414 0.0219   

Withdrawal overall VISIT 1 SCREENING n(%)/N 0(0.0%)/52 0(0.0%)/52 0(0.0%)/52 0(0.0%)/156 

  Chi-Square p-value vs placebo NE NE   

 VISIT 2 (WEEK 1) n(%)/N 0(0.0%)/52 0(0.0%)/52 0(0.0%)/52 0(0.0%)/156 

  Chi-Square p-value vs placebo NE NE   

 END OF WEEK 2 n(%)/N 0(0.0%)/52 1(1.9%)/52 0(0.0%)/52 1(0.6%)/156 

  Chi-Square p-value vs placebo NE 0.3150   

 END OF WEEK 4 n(%)/N 1(1.9%)/52 1(1.9%)/52 0(0.0%)/52 2(1.3%)/156 

  Chi-Square p-value vs placebo 0.3150 0.3150   

 VISIT 3 (WEEK 7) n(%)/N 3(5.8%)/52 1(1.9%)/52 1(1.9%)/52 5(3.2%)/156 

  Chi-Square p-value vs placebo 0.3078 1.0000   

 END OF WEEK 8 n(%)/N 4(7.7%)/52 2(3.8%)/52 2(3.8%)/52 8(5.1%)/156 

  Chi-Square p-value vs placebo 0.4003 1.0000   

 VISIT 4 (WEEK 14) n(%)/N 7(13.5%)/52 5(9.6%)/52 3(5.8%)/52 15(9.6%)/156 

  Chi-Square p-value vs placebo 0.1834 0.4617   

 VISIT 5 (WEEK 26) n(%)/N 8(15.4%)/52 7(13.5%)/52 5(9.6%)/52 20(12.8%)/156 

  Chi-Square p-value vs placebo 0.3737 0.5393   

 VISIT 6 (WEEK 28) n(%)/N 8(15.4%)/52 7(13.5%)/52 6(11.5%)/52 21(13.5%)/156 

  Chi-Square p-value vs placebo 0.5656 0.7668   

 

NE = Not evaluable. In cases of NE a warning occurred due to non-Chi^2 distribution 

Subjects who miss one or several visits and who later re-enter the study are not considered 

drop-outs until they miss all remaining visits. 
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Data based on full analysis set. EP-002_14_03_10_01_FULLSET.rtf Cumulative drop-out rate, SAS 

program: LSMeans. Run by: Joakim Englund, joakim.englund@ctc-ab.se 2021-06-22T17:56:49. Data 

extracted at: 2021-03-25T14:26:12 UTC 
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14.4 Exploratory data 

Table 14.4-1 Plasma levels of ApoA1 and ApoB (Full analysis set) 

Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Apolipoprotein A1 

(g/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 52 52 156 

Mean (SD) 1.547 (0.2349) 1.544 (0.2226) 1.535 (0.2784) 1.542 (0.2449) 

Median (Min, Max) 1.515 (1.06, 2.40) 1.515 (1.19, 2.00) 1.500 (1.00, 2.15) 1.500 (1.00, 2.40) 

Q1, Q3 1.400, 1.650 1.390, 1.700 1.325, 1.720 1.400, 1.700 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 1.364 (0.1817) 1.345 (0.1934) 1.510 (0.2912) 1.407 (0.2384) 

Median (Min, Max) 1.385 (1.03, 1.90) 1.325 (0.900, 1.80) 1.410 (1.09, 2.13) 1.400 (0.900, 2.13) 

Q1, Q3 1.300, 1.420 1.200, 1.490 1.300, 1.800 1.240, 1.500 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 47 49 141 

Mean (SD) 1.370 (0.1819) 1.333 (0.1395) 1.475 (0.2522) 1.394 (0.2057) 

Median (Min, Max) 1.400 (0.980, 2.00) 1.300 (1.10, 1.60) 1.400 (1.10, 2.01) 1.400 (0.980, 2.01) 

Q1, Q3 1.270, 1.470 1.200, 1.400 1.300, 1.600 1.270, 1.500 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 1.442 (0.2402) 1.392 (0.1712) 1.483 (0.2420) 1.440 (0.2218) 

Median (Min, Max) 1.400 (0.900, 2.30) 1.400 (1.07, 1.80) 1.470 (1.03, 2.09) 1.400 (0.900, 2.30) 

Q1, Q3 1.300, 1.600 1.260, 1.500 1.300, 1.610 1.300, 1.600 

END OF STUDY n 0 0 0 0 

Mean (SD) ND (ND) ND (ND) ND (ND) ND (ND) 

Median (Min, Max) ND (ND, ND) ND (ND, ND) ND (ND, ND) ND (ND, ND) 

Q1, Q3 NC, NC NC, NC , , 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) -0.1804 (0.1463) -0.2032 (0.1597) -0.03620 (0.1485) -0.1394 (0.1681) 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Median (Min, Max) -0.1600 (-0.500, 0.260) -0.2000 (-0.600, 0.110) -0.08500 (-0.300, 0.530) -0.1000 (-0.600, 0.530) 

Q1, Q3 -0.3000, -0.1000 -0.3000, -0.1000 -0.1000, 0.000 -0.2350, -0.04000 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -0.1860 (0.1417) -0.2221 (0.1849) -0.06898 (0.1708) -0.1574 (0.1787) 

Median (Min, Max) -0.2000 (-0.420, 0.170) -0.2000 (-0.800, 0.200) -0.1000 (-0.500, 0.430) -0.1700 (-0.800, 0.430) 

Q1, Q3 -0.3000, -0.1000 -0.3000, -0.1000 -0.1800, 0.000 -0.2400, -0.04000 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -0.1139 (0.1591) -0.1720 (0.1784) -0.06348 (0.1319) -0.1161 (0.1625) 

Median (Min, Max) -0.1000 (-0.400, 0.400) -0.2000 (-0.600, 0.200) -0.09500 (-0.450, 0.300) -0.1000 (-0.600, 0.400) 

Q1, Q3 -0.2250, 0.000 -0.3000, 0.000 -0.1300, 0.000 -0.2100, 0.000 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -11.0 (8.7) -12.7 (9.7) -2.1 (9.8) -8.5 (10.5) 

Median (Min, Max) -11.0 (-31, 21) -14.0 (-33, 8) -5.5 (-14, 34) -7.7 (-33, 34) 

Q1, Q3 -16.2, -6.7 -18.8, -7.7 -7.1, 0.0 -14.4, -2.7 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -11.3 (8.5) -13.3 (10.4) -4.0 (10.2) -9.4 (10.5) 

Median (Min, Max) -12.5 (-27, 14) -14.3 (-42, 17) -5.5 (-27, 27) -10.3 (-42, 27) 

Q1, Q3 -17.4, -6.7 -18.8, -7.1 -10.3, 0.0 -15.4, -3.2 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -6.9 (10.2) -10.2 (10.8) -3.6 (8.4) -6.8 (10.2) 

Median (Min, Max) -7.4 (-25, 27) -14.0 (-32, 17) -5.7 (-23, 27) -7.1 (-32, 27) 

Q1, Q3 -14.4, 0.0 -16.7, 0.0 -8.3, 0.0 -14.3, 0.0 

Apolipoprotein B 

(g/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 52 52 156 

Mean (SD) 1.093 (0.2174) 1.043 (0.2783) 1.066 (0.1997) 1.067 (0.2336) 

Median (Min, Max) 1.100 (0.670, 1.77) 0.9950 (0.380, 1.85) 1.100 (0.660, 1.48) 1.055 (0.380, 1.85) 

Q1, Q3 0.9500, 1.200 0.8550, 1.270 0.8850, 1.200 0.8950, 1.200 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 1.002 (0.2127) 0.9664 (0.2747) 1.046 (0.1980) 1.005 (0.2319) 

Median (Min, Max) 1.000 (0.630, 1.56) 0.9200 (0.350, 1.77) 1.055 (0.670, 1.50) 1.000 (0.350, 1.77) 

Q1, Q3 0.8600, 1.100 0.8000, 1.170 0.9000, 1.200 0.8500, 1.140 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) 0.9702 (0.2260) 0.9545 (0.2713) 1.008 (0.2194) 0.9779 (0.2393) 

Median (Min, Max) 0.9800 (0.530, 1.56) 0.9500 (0.310, 1.76) 1.000 (0.580, 1.50) 0.9800 (0.310, 1.76) 

Q1, Q3 0.8100, 1.100 0.7600, 1.100 0.8600, 1.120 0.8000, 1.100 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 44 45 46 135 

Mean (SD) 1.039 (0.2494) 0.9878 (0.3061) 1.057 (0.2198) 1.028 (0.2604) 

Median (Min, Max) 1.000 (0.570, 1.76) 0.9500 (0.360, 1.81) 1.100 (0.540, 1.54) 1.000 (0.360, 1.81) 

Q1, Q3 0.8750, 1.200 0.7800, 1.200 0.9300, 1.200 0.8500, 1.200 

END OF STUDY n 0 0 0 0 

Mean (SD) ND (ND) ND (ND) ND (ND) ND (ND) 

Median (Min, Max) ND (ND, ND) ND (ND, ND) ND (ND, ND) ND (ND, ND) 

Q1, Q3 NC, NC NC, NC , , 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) -0.09458 (0.1318) -0.07780 (0.1312) -0.01200 (0.1109) -0.06101 (0.1291) 

Median (Min, Max) -0.07500 (-0.400, 0.100) -0.07500 (-0.490, 0.190) 0.000 (-0.300, 0.230) -0.06000 (-0.490, 0.230) 

Q1, Q3 -0.2000, 0.000 -0.1600, 0.000 -0.1000, 0.05000 -0.1350, 0.000 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 47 49 141 

Mean (SD) -0.1307 (0.1400) -0.1011 (0.1727) -0.06490 (0.1164) -0.09794 (0.1461) 

Median (Min, Max) -0.1600 (-0.420, 0.140) -0.09000 (-0.720, 0.310) -0.09000 (-0.340, 0.270) -0.1000 (-0.720, 0.310) 

Q1, Q3 -0.2000, 0.000 -0.1700, 0.000 -0.1300, -0.01000 -0.1700, 0.000 

n 44 45 46 135 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                299 (398) 

Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26), PRE-

DOSE 

Mean (SD) -0.06818 (0.1434) -0.06378 (0.1670) -0.02239 (0.1296) -0.05111 (0.1477) 

Median (Min, Max) -0.01000 (-0.450, 0.200) -0.06000 (-0.740, 0.300) -0.02000 (-0.420, 0.330) -0.03000 (-0.740, 0.330) 

Q1, Q3 -0.1600, 0.005000 -0.1400, 0.01000 -0.1000, 0.06000 -0.1300, 0.01000 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -8.3 (11.5) -7.1 (11.4) -0.6 (11.1) -5.3 (11.8) 

Median (Min, Max) -8.0 (-35, 10) -7.0 (-35, 18) 0.0 (-23, 25) -5.8 (-35, 25) 

Q1, Q3 -17.1, 0.0 -15.0, 0.0 -8.3, 4.7 -12.2, 0.0 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -11.7 (12.7) -8.8 (14.0) -5.8 (12.1) -8.7 (13.1) 

Median (Min, Max) -13.3 (-38, 14) -10.0 (-51, 26) -8.3 (-35, 37) -9.9 (-51, 37) 

Q1, Q3 -17.4, 0.0 -15.4, 0.0 -13.0, -0.7 -15.7, 0.0 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -6.2 (13.0) -6.0 (13.6) -1.6 (13.4) -4.6 (13.4) 

Median (Min, Max) -1.0 (-38, 21) -6.1 (-53, 21) -2.0 (-44, 38) -2.4 (-53, 38) 

Q1, Q3 -16.3, 0.6 -14.1, 1.1 -8.0, 4.1 -13.6, 1.1 

 
Data based on Full analysis set. ND: Not defined - no evaluable observations. NC: Not calculated - number of non-missing observations less than 

3.  EP-002 Plasma levels of ApoA1 and ApoB, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-

05T17:16:23. Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.4-2 Plasma levels of ApoA1 and ApoB (Per protocol analysis set) 

Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Apolipoprotein A1 

(g/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 1.545 (0.2130) 1.570 (0.2229) 1.568 (0.2776) 1.561 (0.2375) 

Median (Min, Max) 1.530 (1.06, 1.97) 1.540 (1.20, 2.00) 1.515 (1.10, 2.15) 1.530 (1.06, 2.15) 

Q1, Q3 1.400, 1.650 1.390, 1.700 1.325, 1.720 1.400, 1.700 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 1.362 (0.1700) 1.355 (0.1890) 1.519 (0.2676) 1.410 (0.2233) 

Median (Min, Max) 1.400 (1.03, 1.84) 1.340 (0.900, 1.80) 1.460 (1.09, 2.00) 1.400 (0.900, 2.00) 

Q1, Q3 1.300, 1.420 1.200, 1.490 1.300, 1.800 1.240, 1.500 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) 1.364 (0.1568) 1.344 (0.1315) 1.483 (0.2318) 1.396 (0.1868) 

Median (Min, Max) 1.400 (0.980, 1.76) 1.330 (1.10, 1.60) 1.455 (1.10, 2.00) 1.400 (0.980, 2.00) 

Q1, Q3 1.270, 1.470 1.200, 1.400 1.300, 1.600 1.270, 1.500 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 1.428 (0.2047) 1.390 (0.1685) 1.504 (0.2412) 1.440 (0.2103) 

Median (Min, Max) 1.400 (0.900, 1.90) 1.400 (1.07, 1.80) 1.490 (1.03, 2.09) 1.400 (0.900, 2.09) 

Q1, Q3 1.300, 1.600 1.260, 1.500 1.300, 1.610 1.300, 1.600 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -0.1829 (0.1475) -0.2151 (0.1651) -0.05615 (0.1227) -0.1530 (0.1605) 

Median (Min, Max) -0.2000 (-0.500, 0.260) -0.2000 (-0.600, 0.110) -0.09000 (-0.300, 0.300) -0.1400 (-0.600, 0.300) 

Q1, Q3 -0.3000, -0.1000 -0.3000, -0.1000 -0.1000, 0.000 -0.2350, -0.04000 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) -0.1817 (0.1322) -0.2261 (0.1977) -0.08525 (0.1430) -0.1650 (0.1696) 

Median (Min, Max) -0.2000 (-0.400, 0.170) -0.2000 (-0.800, 0.200) -0.08000 (-0.500, 0.150) -0.1750 (-0.800, 0.200) 

Q1, Q3 -0.3000, -0.1000 -0.3000, -0.1000 -0.1800, 0.000 -0.2400, -0.04000 

n 41 41 40 122 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26), PRE-

DOSE 
Mean (SD) -0.1173 (0.1608) -0.1802 (0.1811) -0.06425 (0.1368) -0.1211 (0.1664) 

Median (Min, Max) -0.1000 (-0.400, 0.400) -0.2000 (-0.600, 0.200) -0.09500 (-0.450, 0.300) -0.1000 (-0.600, 0.400) 

Q1, Q3 -0.2250, 0.000 -0.3000, 0.000 -0.1300, 0.000 -0.2100, 0.000 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) -11.2 (9.2) -13.1 (9.8) -3.2 (8.3) -9.3 (10.0) 

Median (Min, Max) -12.5 (-31, 21) -13.7 (-33, 8) -6.3 (-14, 27) -9.8 (-33, 27) 

Q1, Q3 -16.2, -6.7 -18.8, -7.7 -7.1, 0.0 -14.4, -2.7 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -11.1 (8.0) -13.3 (11.1) -4.8 (8.1) -9.8 (9.8) 

Median (Min, Max) -12.2 (-25, 14) -14.3 (-42, 17) -4.9 (-24, 10) -10.4 (-42, 17) 

Q1, Q3 -17.4, -6.7 -18.8, -7.1 -10.3, 0.0 -15.4, -3.2 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -7.1 (10.3) -10.6 (11.0) -3.5 (8.7) -7.1 (10.4) 

Median (Min, Max) -7.7 (-25, 27) -14.3 (-32, 17) -5.7 (-23, 27) -7.6 (-32, 27) 

Q1, Q3 -14.4, 0.0 -16.7, 0.0 -8.3, 0.0 -14.3, 0.0 

Apolipoprotein B 

(g/L) 

Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 1.106 (0.2205) 1.044 (0.2784) 1.094 (0.1978) 1.081 (0.2346) 

Median (Min, Max) 1.100 (0.700, 1.77) 0.9900 (0.380, 1.85) 1.100 (0.710, 1.48) 1.085 (0.380, 1.85) 

Q1, Q3 0.9500, 1.200 0.8550, 1.270 0.8850, 1.200 0.8950, 1.200 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 41 41 39 121 

Mean (SD) 1.005 (0.2234) 0.9641 (0.2751) 1.063 (0.2038) 1.010 (0.2381) 

Median (Min, Max) 0.9900 (0.630, 1.56) 0.9300 (0.350, 1.77) 1.100 (0.670, 1.50) 1.000 (0.350, 1.77) 

Q1, Q3 0.8600, 1.100 0.8000, 1.170 0.9000, 1.200 0.8500, 1.140 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 0.9671 (0.2306) 0.9461 (0.2585) 1.015 (0.2295) 0.9757 (0.2398) 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Median (Min, Max) 0.9600 (0.530, 1.56) 0.9500 (0.310, 1.76) 1.000 (0.580, 1.50) 0.9800 (0.310, 1.76) 

Q1, Q3 0.8100, 1.100 0.7600, 1.100 0.8600, 1.120 0.8000, 1.100 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) 1.030 (0.2557) 0.9705 (0.2870) 1.068 (0.2271) 1.022 (0.2590) 

Median (Min, Max) 1.000 (0.570, 1.76) 0.9500 (0.360, 1.81) 1.100 (0.540, 1.54) 1.000 (0.360, 1.81) 

Q1, Q3 0.8750, 1.200 0.7800, 1.200 0.9300, 1.200 0.8500, 1.200 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 41 41 39 121 

Mean (SD) -0.1010 (0.1390) -0.08000 (0.1387) -0.02256 (0.1065) -0.06860 (0.1324) 

Median (Min, Max) -0.09000 (-0.400, 0.100) -0.09000 (-0.490, 0.190) 0.000 (-0.300, 0.230) -0.07000 (-0.490, 0.230) 

Q1, Q3 -0.2000, 0.000 -0.1600, 0.000 -0.1000, 0.05000 -0.1350, 0.000 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) -0.1385 (0.1417) -0.09805 (0.1635) -0.07875 (0.1052) -0.1053 (0.1402) 

Median (Min, Max) -0.1700 (-0.420, 0.140) -0.08000 (-0.720, 0.230) -0.09500 (-0.340, 0.130) -0.1000 (-0.720, 0.230) 

Q1, Q3 -0.2000, 0.000 -0.1700, 0.000 -0.1300, -0.01000 -0.1700, 0.000 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) -0.07561 (0.1453) -0.07366 (0.1654) -0.02575 (0.1293) -0.05861 (0.1481) 

Median (Min, Max) -0.02000 (-0.450, 0.200) -0.06000 (-0.740, 0.300) -0.02500 (-0.420, 0.330) -0.03000 (-0.740, 0.330) 

Q1, Q3 -0.1600, 0.005000 -0.1400, 0.01000 -0.1000, 0.06000 -0.1300, 0.01000 

Relative change from 

baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 41 41 39 121 

Mean (SD) -8.8 (12.1) -7.3 (12.2) -1.9 (9.8) -6.1 (11.7) 

Median (Min, Max) -8.8 (-35, 10) -7.7 (-35, 18) 0.0 (-23, 20) -6.9 (-35, 20) 

Q1, Q3 -17.1, 0.0 -15.0, 0.0 -8.3, 4.7 -12.2, 0.0 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 41 41 40 122 

Mean (SD) -12.4 (12.8) -8.6 (13.5) -7.5 (9.8) -9.5 (12.3) 

Median (Min, Max) -14.3 (-38, 14) -9.9 (-51, 26) -8.3 (-35, 15) -10.9 (-51, 26) 
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Assessment Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Q1, Q3 -17.4, 0.0 -15.4, 0.0 -13.0, -0.7 -15.7, 0.0 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 41 41 40 122 

Mean (SD) -6.9 (13.2) -6.6 (13.5) -2.2 (13.0) -5.3 (13.3) 

Median (Min, Max) -2.2 (-38, 21) -6.1 (-53, 21) -2.3 (-44, 38) -3.2 (-53, 38) 

Q1, Q3 -16.3, 0.6 -14.1, 1.1 -8.0, 4.1 -13.6, 1.1 

 
Data based on Per protocol analysis set.  EP-002 Plasma levels of ApoA1 and ApoB, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, 

jerker.linne@ctc-ab.se 2021-06-21T14:34:30. Data extracted at: 2021-03-25T14:26:12 UTC 
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14.5 Safety data 

14.5.1 Adverse events 

Table 14.5-1 Adverse events by system organ class and preferred term (Full analysis set) 

 

EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

Total 

N=156 

System organ class 

      Preferred term n(%) m n(%) m n(%) m n(%) m 

Infections and infestations 6(12%) 8 17(33%) 18 20(38%) 22 43(28%) 48 

      COVID-19 0 0 6(12%) 6 2(4%) 2 8(5%) 8 

      Ear infection 1(2%) 1 0 0 0 0 1(1%) 1 

      Fungal skin infection 1(2%) 1 0 0 0 0 1(1%) 1 

      Gastroenteritis 1(2%) 1 0 0 0 0 1(1%) 1 

      Gastrointestinal infection 0 0 0 0 1(2%) 1 1(1%) 1 

      Herpes zoster 0 0 0 0 1(2%) 1 1(1%) 1 

      Influenza 0 0 0 0 1(2%) 1 1(1%) 1 

      Nasopharyngitis 4(8%) 4 10(19%) 10 13(25%) 15 27(17%) 29 

      Otitis media 0 0 1(2%) 1 0 0 1(1%) 1 

      Rhinitis 1(2%) 1 0 0 0 0 1(1%) 1 

      Upper respiratory tract infection 0 0 0 0 2(4%) 2 2(1%) 2 

      Urinary tract infection 0 0 1(2%) 1 0 0 1(1%) 1 

Gastrointestinal disorders 14(27%) 27 16(31%) 21 5(10%) 8 35(22%) 56 

      Abdominal discomfort 1(2%) 1 1(2%) 1 0 0 2(1%) 2 

      Abdominal distension 4(8%) 4 1(2%) 1 0 0 5(3%) 5 

      Abdominal pain 2(4%) 2 0 0 0 0 2(1%) 2 

      Abdominal pain upper 1(2%) 1 1(2%) 1 0 0 2(1%) 2 

      Anal incontinence 0 0 1(2%) 1 0 0 1(1%) 1 

      Constipation 0 0 0 0 1(2%) 1 1(1%) 1 

      Defecation urgency 1(2%) 1 2(4%) 2 1(2%) 1 4(3%) 4 

      Diarrhea 8(15%) 9 8(15%) 9 0 0 16(10%) 18 

      Dyspepsia 1(2%) 1 0 0 1(2%) 1 2(1%) 2 

      Encopresis 1(2%) 2 0 0 0 0 1(1%) 2 

      Flatulence 4(8%) 4 3(6%) 4 1(2%) 1 8(5%) 9 

      Food poisoning 0 0 0 0 1(2%) 1 1(1%) 1 

      Gastrointestinal motility disorder 1(2%) 1 0 0 0 0 1(1%) 1 

      Gastroesophageal reflux disease 1(2%) 1 0 0 1(2%) 1 2(1%) 2 

      Lip swelling 0 0 0 0 1(2%) 1 1(1%) 1 

      Mucous stools 0 0 1(2%) 1 0 0 1(1%) 1 

      Nausea 0 0 1(2%) 1 0 0 1(1%) 1 

      Toothache 0 0 0 0 1(2%) 1 1(1%) 1 

Musculoskeletal and connective tissue disorders 5(10%) 5 4(8%) 7 4(8%) 4 13(8%) 16 

      Arthralgia 0 0 2(4%) 3 1(2%) 1 3(2%) 4 

      Back pain 1(2%) 1 0 0 1(2%) 1 2(1%) 2 

      Joint swelling 0 0 0 0 1(2%) 1 1(1%) 1 
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EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

Total 

N=156 

System organ class 

      Preferred term n(%) m n(%) m n(%) m n(%) m 

      Musculoskeletal pain 1(2%) 1 0 0 0 0 1(1%) 1 

      Myalgia 0 0 0 0 1(2%) 1 1(1%) 1 

      Myositis 0 0 1(2%) 1 0 0 1(1%) 1 

      Neck pain 1(2%) 1 0 0 0 0 1(1%) 1 

      Pain in extremity 0 0 1(2%) 1 0 0 1(1%) 1 

      Plantar fasciitis 1(2%) 1 1(2%) 1 0 0 2(1%) 2 

      Synovial cyst 1(2%) 1 0 0 0 0 1(1%) 1 

      Tendonitis 0 0 1(2%) 1 0 0 1(1%) 1 

Nervous system disorders 5(10%) 7 2(4%) 2 5(10%) 6 12(8%) 15 

      Amnesia 0 0 0 0 1(2%) 1 1(1%) 1 

      Dizziness 1(2%) 1 0 0 0 0 1(1%) 1 

      Headache 4(8%) 5 2(4%) 2 3(6%) 4 9(6%) 11 

      Paresthesia 1(2%) 1 0 0 0 0 1(1%) 1 

      Sciatica 0 0 0 0 1(2%) 1 1(1%) 1 

General disorders and administration site conditions 2(4%) 2 6(12%) 6 1(2%) 1 9(6%) 9 

      Chest pain 0 0 1(2%) 1 0 0 1(1%) 1 

      Condition aggravated 0 0 1(2%) 1 0 0 1(1%) 1 

      Fatigue 1(2%) 1 3(6%) 3 0 0 4(3%) 4 

      Inflammation 1(2%) 1 0 0 0 0 1(1%) 1 

      Pyrexia 0 0 1(2%) 1 0 0 1(1%) 1 

      Sensation of foreign body 0 0 0 0 1(2%) 1 1(1%) 1 

Skin and subcutaneous tissue disorders 4(8%) 4 2(4%) 3 2(4%) 2 8(5%) 9 

      Alopecia 1(2%) 1 0 0 0 0 1(1%) 1 

      Eczema 1(2%) 1 1(2%) 1 0 0 2(1%) 2 

      Hyperhidrosis 0 0 1(2%) 1 0 0 1(1%) 1 

      Petechiae 1(2%) 1 0 0 0 0 1(1%) 1 

      Pruritus 0 0 1(2%) 1 1(2%) 1 2(1%) 2 

      Rash 0 0 0 0 1(2%) 1 1(1%) 1 

      Urticaria 1(2%) 1 0 0 0 0 1(1%) 1 

Metabolism and nutrition disorders 3(6%) 3 2(4%) 2 1(2%) 2 6(4%) 7 

      Diabetes mellitus 0 0 1(2%) 1 1(2%) 1 2(1%) 2 

      Food craving 1(2%) 1 0 0 0 0 1(1%) 1 

      Gout 1(2%) 1 0 0 0 0 1(1%) 1 

      Hyperglycemia 0 0 0 0 1(2%) 1 1(1%) 1 

      Increased appetite 1(2%) 1 1(2%) 1 0 0 2(1%) 2 

Respiratory, thoracic and mediastinal disorders 2(4%) 2 3(6%) 3 0 0 5(3%) 5 

      Cough 1(2%) 1 1(2%) 1 0 0 2(1%) 2 

      Oropharyngeal pain 1(2%) 1 2(4%) 2 0 0 3(2%) 3 

Ear and labyrinth disorders 1(2%) 1 0 0 2(4%) 2 3(2%) 3 

      Otolithiasis 1(2%) 1 0 0 0 0 1(1%) 1 
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EMP16-02 

120mg/40mg 

N=52 

EMP16-02 

150mg/50mg 

N=52 

PLACEBO 

N=52 

Total 

N=156 

System organ class 

      Preferred term n(%) m n(%) m n(%) m n(%) m 

      Vertigo 0 0 0 0 1(2%) 1 1(1%) 1 

      Vertigo positional 0 0 0 0 1(2%) 1 1(1%) 1 

Injury, poisoning and procedural complications 1(2%) 1 1(2%) 1 1(2%) 1 3(2%) 3 

      Road traffic accident 1(2%) 1 0 0 1(2%) 1 2(1%) 2 

      Thermal burn 0 0 1(2%) 1 0 0 1(1%) 1 

Psychiatric disorders 0 0 0 0 3(6%) 4 3(2%) 4 

      Depression 0 0 0 0 2(4%) 2 2(1%) 2 

      Hallucination, auditory 0 0 0 0 1(2%) 1 1(1%) 1 

      Major depression 0 0 0 0 1(2%) 1 1(1%) 1 

Reproductive system and breast disorders 0 0 1(2%) 1 2(4%) 2 3(2%) 3 

      Haematospermia 0 0 0 0 1(2%) 1 1(1%) 1 

      Menometrorrhagia 0 0 1(2%) 1 0 0 1(1%) 1 

      Ovarian cyst 0 0 0 0 1(2%) 1 1(1%) 1 

Eye disorders 1(2%) 1 0 0 1(2%) 1 2(1%) 2 

      Blepharitis 0 0 0 0 1(2%) 1 1(1%) 1 

      Retinal detachment 1(2%) 1 0 0 0 0 1(1%) 1 

Investigations 1(2%) 3 1(2%) 2 0 0 2(1%) 5 

      Alanine aminotransferase increased 1(2%) 1 1(2%) 1 0 0 2(1%) 2 

      Aspartate aminotransferase increased 1(2%) 1 1(2%) 1 0 0 2(1%) 2 

      Gamma-glutamyltransferase increased 1(2%) 1 0 0 0 0 1(1%) 1 

Surgical and medical procedures 2(4%) 3 0 0 0 0 2(1%) 3 

      Knee operation 1(2%) 1 0 0 0 0 1(1%) 1 

      Skin neoplasm excision 1(2%) 1 0 0 0 0 1(1%) 1 

      Toe operation 1(2%) 1 0 0 0 0 1(1%) 1 

Cardiac disorders 1(2%) 1 0 0 0 0 1(1%) 1 

      Palpitations 1(2%) 1 0 0 0 0 1(1%) 1 

Renal and urinary disorders 0 0 0 0 1(2%) 1 1(1%) 1 

      Hypertonic bladder 0 0 0 0 1(2%) 1 1(1%) 1 

Vascular disorders 0 0 1(2%) 1 0 0 1(1%) 1 

      Hypertension 0 0 1(2%) 1 0 0 1(1%) 1 

 
The following AEs are coded with multiple MedDRA terms and are represented as separate AEs in 

tables and listings: 'back pain due to traffic accident'. See listings for detailed 

information. n, number of subjects; m, number of events. Percentages are based on the number 

of subjects in the treatment period included in the Full analysis set. Baseline events (events 

that occurred prior to first dose) are omitted from summary. EP-002_14_03_01_02_FULLSET.rtf 

Adverse events by system organ class and preferred term, Full analysis set, SAS program: 

ae_summary_by_soc_and_pt.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-

05T21:02:24. Data extracted at: 2021-03-25T14:26:12 UTC 
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14.5.2 GI tolerance 

Table 14.5-2 GSRS (Full analysis set) 

Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

GSRS 

Subscore 1 - 

Diarrhea 

syndrome 

Measured 

value 

VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 1.4 (0.7) 1.4 (0.7) 1.2 (0.4) 1.4 (0.6) 

Median (Min, Max) 1.0 (1, 5) 1.0 (1, 4) 1.0 (1, 3) 1.0 (1, 5) 

Q1, Q3 1.0, 1.7 1.0, 1.3 1.0, 1.3 1.0, 1.3 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 2.7 (1.4) 2.7 (1.2) 1.6 (0.8) 2.4 (1.2) 

Median (Min, Max) 2.3 (1, 7) 2.7 (1, 7) 1.3 (1, 4) 2.0 (1, 7) 

Q1, Q3 1.7, 3.7 2.0, 3.3 1.0, 1.7 1.3, 3.0 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 3.1 (1.4) 3.0 (1.1) 1.7 (0.9) 2.6 (1.3) 

Median (Min, Max) 3.0 (1, 7) 3.0 (1, 5) 1.3 (1, 5) 2.3 (1, 7) 

Q1, Q3 2.0, 4.0 2.0, 4.0 1.0, 2.0 1.3, 3.3 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 3.3 (1.3) 3.4 (1.3) 1.8 (1.1) 2.8 (1.4) 

Median (Min, Max) 3.3 (1, 7) 3.3 (1, 6) 1.3 (1, 7) 2.7 (1, 7) 

Q1, Q3 2.3, 4.0 2.7, 4.0 1.0, 2.0 1.7, 4.0 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 3.3 (1.3) 3.6 (1.4) 1.9 (1.0) 2.9 (1.4) 

Median (Min, Max) 3.2 (1, 6) 3.7 (1, 6) 1.3 (1, 4) 2.7 (1, 6) 

Q1, Q3 2.2, 4.0 2.3, 5.0 1.0, 2.7 1.7, 4.0 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 3.2 (1.4) 3.5 (1.3) 1.6 (0.8) 2.7 (1.5) 

Median (Min, Max) 3.0 (1, 7) 3.7 (1, 6) 1.3 (1, 4) 2.3 (1, 7) 

Q1, Q3 2.0, 4.0 2.0, 4.7 1.0, 1.7 1.3, 4.0 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 2.7 (1.3) 3.2 (1.3) 1.6 (0.8) 2.5 (1.3) 

Median (Min, Max) 2.7 (1, 6) 3.2 (1, 6) 1.3 (1, 5) 2.3 (1, 6) 

Q1, Q3 1.7, 3.3 2.3, 4.0 1.0, 2.0 1.3, 3.3 

Absolute 

change from 

baseline 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 1.3 (1.3) 1.4 (1.2) 0.4 (0.8) 1.0 (1.2) 

Median (Min, Max) 1.0 (-1, 5) 1.3 (-1, 6) 0.0 (-2, 3) 0.7 (-2, 6) 

Q1, Q3 0.3, 2.3 0.3, 2.0 0.0, 0.7 0.0, 1.7 

Ancova p-value vs 

Placebo 

0.0001 <.0001 NA NA 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 1.6 (1.4) 1.6 (1.1) 0.5 (0.8) 1.2 (1.2) 

Median (Min, Max) 1.3 (-2, 6) 1.3 (0, 4) 0.3 (-1, 3) 1.0 (-2, 6) 

Q1, Q3 0.7, 2.3 0.7, 2.3 0.0, 0.7 0.3, 2.0 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Ancova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 1.9 (1.3) 2.1 (1.4) 0.5 (1.0) 1.5 (1.4) 

Median (Min, Max) 1.7 (-1, 5) 2.0 (0, 5) 0.3 (-1, 4) 1.3 (-1, 5) 

Q1, Q3 1.0, 2.7 1.0, 3.0 0.0, 0.7 0.3, 2.7 

Ancova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 1.8 (1.3) 2.2 (1.5) 0.6 (0.8) 1.6 (1.4) 

Median (Min, Max) 1.7 (-1, 5) 2.0 (0, 5) 0.3 (-1, 3) 1.3 (-1, 5) 

Q1, Q3 1.0, 2.7 1.0, 3.3 0.0, 1.0 0.3, 2.7 

Ancova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 1.8 (1.6) 2.2 (1.4) 0.3 (0.6) 1.4 (1.5) 

Median (Min, Max) 1.8 (-1, 6) 2.3 (0, 5) 0.0 (-1, 2) 1.0 (-1, 6) 

Q1, Q3 0.7, 2.7 1.0, 3.3 0.0, 0.7 0.0, 2.7 

Ancova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 1.3 (1.5) 1.8 (1.4) 0.3 (0.8) 1.1 (1.4) 

Median (Min, Max) 1.0 (-2, 5) 1.5 (0, 5) 0.0 (-1, 3) 1.0 (-2, 5) 

Q1, Q3 0.3, 2.0 0.7, 3.0 0.0, 0.7 0.0, 2.0 

Ancova p-value vs 

Placebo 
0.0002 <.0001 NA NA 

Relative 

change from 

baseline (%) 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 105.1 

(100.9) 

127.5 

(119.2) 

38.8 (69.0) 90.1 (104.6) 

Median (Min, Max) 100.0 (-17, 

375) 

125.0 (-23, 

567) 

0.0 (-63, 

267) 

66.7 (-63, 

567) 

Q1, Q3 20.8, 136.7 33.3, 166.7 0.0, 66.7 0.0, 133.3 

Anova p-value vs 

Placebo 
0.0008 <.0001 NA NA 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 131.8 

(116.2) 

138.8 

(110.1) 

40.5 (62.3) 102.4 

(107.9) 

Median (Min, Max) 100.0 (-36, 

500) 

100.0 (-25, 

367) 

25.0 (-50, 

200) 

66.7 (-50, 

500) 

Q1, Q3 50.0, 200.0 50.0, 200.0 0.0, 66.7 25.0, 166.7 

Anova p-value vs 

Placebo 
<.0001 <.0001 NA NA 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 151.7 

(112.0) 

191.3 

(145.3) 

43.0 (71.7) 126.8 

(128.2) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 133.3 (-29, 

500) 

200.0 (0, 

533) 

14.3 (-50, 

333) 

100.0 (-50, 

533) 

Q1, Q3 71.4, 200.0 66.7, 300.0 0.0, 66.7 22.2, 200.0 

Anova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 155.2 

(118.9) 

196.3 

(151.3) 

52.2 (75.9) 134.4 

(133.4) 

Median (Min, Max) 129.2 (-38, 

500) 

150.0 (0, 

500) 

33.3 (-40, 

300) 

100.0 (-40, 

500) 

Q1, Q3 81.7, 212.5 75.0, 325.0 0.0, 66.7 33.3, 200.0 

Anova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 166.3 

(141.3) 

200.2 

(145.9) 

26.9 (51.2) 128.0 

(141.0) 

Median (Min, Max) 166.7 (-33, 

600) 

166.7 (0, 

467) 

0.0 (-40, 

233) 

66.7 (-40, 

600) 

Q1, Q3 50.0, 250.0 66.7, 333.3 0.0, 50.0 0.0, 225.0 

Anova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 125.1 

(133.5) 

165.0 

(136.6) 

27.4 (58.7) 102.9 

(127.2) 

Median (Min, Max) 75.0 (-50, 

533) 

133.3 (-25, 

467) 

0.0 (-40, 

233) 

66.7 (-50, 

533) 

Q1, Q3 33.3, 200.0 66.7, 250.0 0.0, 50.0 0.0, 175.0 

Anova p-value vs 

Placebo 

0.0001 <.0001 NA NA 

GSRS 

Subscore 2 - 

Indigestion 

syndrome 

Measured 

value 

VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 1.9 (0.8) 1.9 (0.7) 1.8 (0.6) 1.8 (0.7) 

Median (Min, Max) 1.8 (1, 4) 1.8 (1, 4) 1.8 (1, 4) 1.8 (1, 4) 

Q1, Q3 1.3, 2.5 1.3, 2.3 1.3, 2.3 1.3, 2.3 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 2.9 (0.9) 3.0 (0.9) 2.0 (0.7) 2.6 (0.9) 

Median (Min, Max) 2.9 (1, 5) 3.0 (2, 6) 2.0 (1, 4) 2.5 (1, 6) 

Q1, Q3 2.3, 3.5 2.5, 3.5 1.5, 2.5 2.0, 3.3 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 2.8 (1.0) 3.1 (0.9) 2.0 (0.8) 2.6 (1.0) 

Median (Min, Max) 2.8 (1, 6) 3.0 (2, 5) 1.9 (1, 4) 2.5 (1, 6) 

Q1, Q3 2.0, 3.3 2.5, 3.8 1.5, 2.5 1.8, 3.3 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 3.0 (1.2) 3.1 (1.0) 2.0 (0.8) 2.7 (1.1) 

Median (Min, Max) 3.0 (1, 7) 3.0 (1, 6) 2.0 (1, 4) 2.8 (1, 7) 

Q1, Q3 2.0, 3.8 2.8, 4.0 1.3, 2.5 1.8, 3.3 

END OF WEEK 8 n 48 49 49 146 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Mean (SD) 3.0 (1.0) 2.9 (0.9) 2.1 (0.8) 2.7 (1.0) 

Median (Min, Max) 3.0 (1, 6) 3.0 (1, 5) 2.0 (1, 4) 2.5 (1, 6) 

Q1, Q3 2.3, 3.4 2.3, 3.5 1.5, 2.8 2.0, 3.3 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 2.9 (1.1) 3.2 (1.0) 2.0 (0.8) 2.7 (1.1) 

Median (Min, Max) 3.0 (1, 6) 3.3 (1, 5) 1.8 (1, 4) 2.5 (1, 6) 

Q1, Q3 2.0, 3.5 2.5, 4.0 1.5, 2.5 1.8, 3.5 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 2.7 (1.0) 2.8 (0.9) 1.9 (0.7) 2.4 (1.0) 

Median (Min, Max) 2.9 (1, 5) 2.9 (1, 5) 1.8 (1, 4) 2.3 (1, 5) 

Q1, Q3 1.5, 3.5 2.3, 3.5 1.5, 2.3 1.5, 3.3 

Absolute 

change from 

baseline 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 1.0 (0.9) 1.1 (1.0) 0.3 (0.8) 0.8 (1.0) 

Median (Min, Max) 1.0 (-1, 3) 1.3 (-1, 4) 0.3 (-2, 2) 0.8 (-2, 4) 

Q1, Q3 0.3, 1.5 0.5, 1.8 -0.3, 0.8 0.1, 1.5 

Ancova p-value vs 

Placebo 

0.0004 <.0001 NA NA 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 0.9 (1.0) 1.2 (1.0) 0.2 (0.7) 0.8 (1.0) 

Median (Min, Max) 1.0 (-1, 4) 1.3 (-1, 3) 0.1 (-1, 2) 0.8 (-1, 4) 

Q1, Q3 0.0, 1.5 0.5, 2.0 -0.3, 0.8 0.0, 1.5 

Ancova p-value vs 

Placebo 
0.0002 <.0001 NA NA 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 1.2 (1.0) 1.3 (1.1) 0.3 (0.7) 0.9 (1.0) 

Median (Min, Max) 1.3 (-1, 5) 1.0 (-1, 4) 0.3 (-1, 2) 0.8 (-1, 5) 

Q1, Q3 0.5, 1.8 0.3, 2.3 -0.3, 0.8 0.0, 1.5 

Ancova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 1.0 (1.1) 1.1 (0.9) 0.4 (0.8) 0.8 (1.0) 

Median (Min, Max) 1.0 (-1, 4) 1.0 (-1, 3) 0.3 (-1, 2) 0.8 (-1, 4) 

Q1, Q3 0.3, 1.8 0.5, 2.0 0.0, 1.0 0.0, 1.5 

Ancova p-value vs 

Placebo 

0.0017 0.0005 NA NA 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 0.9 (1.1) 1.3 (1.0) 0.3 (0.8) 0.8 (1.0) 

Median (Min, Max) 0.9 (-1, 3) 1.3 (-1, 3) 0.0 (-2, 2) 0.8 (-2, 3) 

Q1, Q3 0.3, 1.8 0.5, 2.0 -0.3, 0.8 0.0, 1.8 

Ancova p-value vs 

Placebo 

0.0010 <.0001 NA NA 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 0.8 (1.0) 1.0 (1.1) 0.1 (0.7) 0.6 (1.0) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 0.5 (-2, 4) 1.0 (-2, 3) 0.0 (-1, 2) 0.5 (-2, 4) 

Q1, Q3 0.3, 1.5 0.3, 1.8 -0.5, 0.5 0.0, 1.3 

Ancova p-value vs 

Placebo 

0.0005 <.0001 NA NA 

Relative 

change from 

baseline (%) 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 66.6 (72.2) 78.4 (73.4) 25.4 (51.6) 56.6 (69.8) 

Median (Min, Max) 46.4 (-25, 

300) 

66.7 (-36, 

340) 

14.3 (-45, 

200) 

40.0 (-45, 

340) 

Q1, Q3 10.1, 100.0 28.6, 100.0 -12.5, 57.1 4.2, 100.0 

Anova p-value vs 

Placebo 

0.0020 0.0001 NA NA 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 65.6 (76.3) 83.8 (65.8) 18.3 (47.2) 55.1 (69.4) 

Median (Min, Max) 57.1 (-25, 

350) 

75.0 (-40, 

200) 

5.0 (-43, 

150) 

42.9 (-43, 

350) 

Q1, Q3 0.0, 100.0 37.5, 133.3 -17.1, 47.2 0.0, 100.0 

Anova p-value vs 

Placebo 

0.0003 <.0001 NA NA 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 78.9 (80.3) 82.0 (74.2) 19.0 (43.1) 59.3 (73.2) 

Median (Min, Max) 60.0 (-13, 

350) 

66.7 (-27, 

260) 

14.3 (-44, 

125) 

50.0 (-44, 

350) 

Q1, Q3 25.0, 100.0 20.0, 120.0 -16.7, 44.4 0.0, 85.7 

Anova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 76.0 (84.4) 72.5 (65.0) 29.3 (56.4) 59.2 (72.2) 

Median (Min, Max) 65.2 (-44, 

400) 

60.0 (-33, 

250) 

11.1 (-56, 

175) 

47.2 (-56, 

400) 

Q1, Q3 16.3, 124.3 25.0, 125.0 0.0, 66.7 0.0, 100.0 

Anova p-value vs 

Placebo 
0.0012 0.0025 NA NA 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 69.0 (76.6) 87.9 (74.6) 20.6 (49.3) 58.1 (72.9) 

Median (Min, Max) 60.0 (-44, 

325) 

62.5 (-29, 

325) 

0.0 (-44, 

175) 

40.0 (-44, 

325) 

Q1, Q3 9.1, 116.7 28.6, 142.9 -17.1, 47.2 0.0, 100.0 

Anova p-value vs 

Placebo 

0.0009 <.0001 NA NA 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 58.6 (79.5) 72.6 (76.5) 9.2 (39.2) 45.4 (71.8) 

Median (Min, Max) 47.7 (-50, 

375) 

61.3 (-69, 

250) 

0.0 (-50, 

117) 

25.0 (-69, 

375) 

Q1, Q3 9.1, 75.0 15.4, 116.7 -22.2, 25.0 0.0, 75.0 

Anova p-value vs 

Placebo 

0.0007 <.0001 NA NA 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

GSRS 

Subscore 3 - 

Constipation 

syndrome 

Measured 

value 

VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 1.5 (0.8) 1.3 (0.5) 1.2 (0.4) 1.3 (0.6) 

Median (Min, Max) 1.0 (1, 5) 1.0 (1, 3) 1.0 (1, 3) 1.0 (1, 5) 

Q1, Q3 1.0, 1.7 1.0, 1.7 1.0, 1.3 1.0, 1.7 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 1.5 (0.6) 1.7 (0.9) 1.8 (1.2) 1.7 (0.9) 

Median (Min, Max) 1.3 (1, 3) 1.3 (1, 4) 1.7 (1, 7) 1.3 (1, 7) 

Q1, Q3 1.0, 2.0 1.0, 2.3 1.0, 2.0 1.0, 2.0 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 1.7 (0.7) 1.6 (0.7) 1.9 (1.0) 1.7 (0.8) 

Median (Min, Max) 1.7 (1, 4) 1.3 (1, 4) 1.7 (1, 4) 1.5 (1, 4) 

Q1, Q3 1.0, 2.3 1.0, 2.0 1.0, 2.3 1.0, 2.3 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 1.9 (1.0) 1.8 (0.9) 1.6 (0.7) 1.8 (0.8) 

Median (Min, Max) 1.7 (1, 5) 1.7 (1, 4) 1.3 (1, 4) 1.7 (1, 5) 

Q1, Q3 1.3, 2.0 1.3, 2.0 1.0, 2.0 1.0, 2.0 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 1.7 (0.8) 1.7 (0.6) 1.8 (0.9) 1.7 (0.8) 

Median (Min, Max) 1.7 (1, 5) 1.7 (1, 4) 1.3 (1, 4) 1.7 (1, 5) 

Q1, Q3 1.0, 2.0 1.3, 2.0 1.0, 2.3 1.0, 2.0 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 1.8 (0.8) 1.7 (0.7) 1.8 (0.9) 1.8 (0.8) 

Median (Min, Max) 1.7 (1, 4) 1.7 (1, 4) 1.5 (1, 5) 1.7 (1, 5) 

Q1, Q3 1.0, 2.3 1.3, 2.3 1.0, 2.2 1.0, 2.3 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 1.7 (0.7) 1.6 (0.6) 1.4 (0.5) 1.6 (0.6) 

Median (Min, Max) 1.3 (1, 4) 1.7 (1, 4) 1.0 (1, 3) 1.3 (1, 4) 

Q1, Q3 1.3, 2.0 1.0, 2.0 1.0, 1.7 1.0, 2.0 

Absolute 

change from 

baseline 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 0.1 (0.8) 0.4 (0.9) 0.6 (1.2) 0.4 (1.0) 

Median (Min, Max) 0.0 (-3, 2) 0.3 (-2, 3) 0.3 (-2, 6) 0.3 (-3, 6) 

Q1, Q3 0.0, 0.5 0.0, 0.7 0.0, 1.0 0.0, 0.7 

Ancova p-value vs 

Placebo 

0.0053 0.3661 NA NA 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 0.3 (0.7) 0.3 (0.8) 0.6 (0.9) 0.4 (0.8) 

Median (Min, Max) 0.3 (-1, 2) 0.0 (-2, 3) 0.3 (-1, 3) 0.3 (-2, 3) 

Q1, Q3 0.0, 0.7 0.0, 0.7 0.0, 1.0 0.0, 1.0 

Ancova p-value vs 

Placebo 
0.1129 0.0659 NA NA 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 0.5 (1.0) 0.4 (1.0) 0.4 (0.6) 0.4 (0.9) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 0.3 (-2, 3) 0.0 (-1, 3) 0.0 (-1, 2) 0.3 (-2, 3) 

Q1, Q3 0.0, 0.7 0.0, 0.7 0.0, 0.7 0.0, 0.7 

Ancova p-value vs 

Placebo 

0.6446 0.7258 NA NA 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 0.2 (1.0) 0.4 (0.7) 0.5 (0.9) 0.4 (0.9) 

Median (Min, Max) 0.3 (-4, 3) 0.3 (-1, 2) 0.0 (-1, 3) 0.3 (-4, 3) 

Q1, Q3 0.0, 0.7 0.0, 1.0 0.0, 1.0 0.0, 0.7 

Ancova p-value vs 

Placebo 

0.0855 0.4721 NA NA 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 0.3 (1.0) 0.4 (0.8) 0.5 (0.8) 0.4 (0.9) 

Median (Min, Max) 0.3 (-4, 3) 0.3 (-1, 3) 0.3 (-1, 3) 0.3 (-4, 3) 

Q1, Q3 0.0, 0.7 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Ancova p-value vs 

Placebo 
0.3443 0.5406 NA NA 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 0.2 (1.0) 0.3 (0.6) 0.1 (0.5) 0.2 (0.7) 

Median (Min, Max) 0.3 (-4, 3) 0.0 (-1, 2) 0.0 (-1, 1) 0.0 (-4, 3) 

Q1, Q3 0.0, 0.7 0.0, 0.7 -0.3, 0.3 0.0, 0.7 

Ancova p-value vs 

Placebo 

0.8314 0.4039 NA NA 

Relative 

change from 

baseline (%) 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 16.8 (49.6) 42.3 (75.2) 55.5 

(109.2) 

38.0 (82.7) 

Median (Min, Max) 0.0 (-67, 

167) 

25.0 (-63, 

300) 

25.0 (-56, 

567) 

18.3 (-67, 

567) 

Q1, Q3 0.0, 36.7 0.0, 66.7 0.0, 75.0 0.0, 66.7 

Anova p-value vs 

Placebo 

0.0174 0.4197 NA NA 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 32.9 (54.0) 32.0 (59.7) 55.9 (81.2) 40.6 (66.9) 

Median (Min, Max) 25.0 (-50, 

150) 

0.0 (-63, 

200) 

33.3 (-40, 

333) 

29.2 (-63, 

333) 

Q1, Q3 0.0, 66.7 0.0, 66.7 0.0, 75.0 0.0, 66.7 

Anova p-value vs 

Placebo 

0.0847 0.0728 NA NA 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 44.7 (79.3) 43.9 (78.4) 32.3 (50.9) 40.2 (70.2) 

Median (Min, Max) 25.0 (-67, 

300) 

0.0 (-50, 

300) 

0.0 (-50, 

167) 

25.0 (-67, 

300) 

Q1, Q3 0.0, 66.7 0.0, 66.7 0.0, 60.0 0.0, 66.7 

Anova p-value vs 

Placebo 

0.4039 0.4465 NA NA 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 28.1 (56.3) 39.4 (53.0) 48.1 (78.3) 38.6 (63.7) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 18.3 (-69, 

200) 

33.3 (-50, 

167) 

0.0 (-44, 

300) 

20.0 (-69, 

300) 

Q1, Q3 0.0, 58.3 0.0, 75.0 0.0, 100.0 0.0, 66.7 

Anova p-value vs 

Placebo 

0.1238 0.5025 NA NA 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 39.7 (74.6) 39.9 (64.7) 44.6 (64.2) 41.5 (67.3) 

Median (Min, Max) 25.0 (-69, 

300) 

33.3 (-50, 

300) 

29.2 (-44, 

267) 

33.3 (-69, 

300) 

Q1, Q3 0.0, 50.0 0.0, 66.7 0.0, 79.2 0.0, 66.7 

Anova p-value vs 

Placebo 

0.7353 0.7384 NA NA 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 26.6 (53.6) 28.5 (49.6) 15.1 (39.7) 23.1 (47.7) 

Median (Min, Max) 22.5 (-75, 

200) 

0.0 (-50, 

133) 

0.0 (-40, 

100) 

0.0 (-75, 

200) 

Q1, Q3 0.0, 60.0 0.0, 66.7 -20.0, 33.3 0.0, 60.0 

Anova p-value vs 

Placebo 
0.2592 0.1890 NA NA 

GSRS 

Subscore 4 - 

Abdominal 

pain syndrome 

Measured 

value 

VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 1.5 (0.6) 1.6 (0.6) 1.5 (0.5) 1.6 (0.6) 

Median (Min, Max) 1.3 (1, 4) 1.7 (1, 4) 1.3 (1, 3) 1.3 (1, 4) 

Q1, Q3 1.0, 1.7 1.0, 2.0 1.0, 1.7 1.0, 2.0 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 1.9 (0.7) 1.7 (0.6) 1.6 (0.7) 1.7 (0.7) 

Median (Min, Max) 1.7 (1, 4) 1.7 (1, 3) 1.3 (1, 4) 1.7 (1, 4) 

Q1, Q3 1.3, 2.0 1.3, 2.0 1.0, 2.0 1.3, 2.0 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 1.9 (0.7) 1.8 (0.6) 1.6 (0.6) 1.8 (0.7) 

Median (Min, Max) 1.7 (1, 4) 1.7 (1, 3) 1.5 (1, 4) 1.7 (1, 4) 

Q1, Q3 1.3, 2.3 1.3, 2.3 1.2, 2.0 1.3, 2.0 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 2.0 (0.8) 1.8 (0.7) 1.6 (0.7) 1.8 (0.7) 

Median (Min, Max) 2.0 (1, 4) 1.7 (1, 3) 1.7 (1, 4) 1.7 (1, 4) 

Q1, Q3 1.3, 2.3 1.3, 2.3 1.0, 2.0 1.3, 2.0 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 2.0 (0.8) 1.8 (0.7) 1.7 (0.6) 1.8 (0.7) 

Median (Min, Max) 2.0 (1, 4) 1.7 (1, 3) 1.7 (1, 4) 1.7 (1, 4) 

Q1, Q3 1.3, 2.5 1.3, 2.3 1.0, 2.0 1.3, 2.3 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 1.9 (0.8) 2.2 (0.9) 1.7 (0.7) 1.9 (0.8) 

Median (Min, Max) 1.8 (1, 4) 2.0 (1, 6) 1.3 (1, 3) 1.7 (1, 6) 

Q1, Q3 1.3, 2.3 1.7, 2.3 1.0, 2.3 1.3, 2.3 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 1.7 (0.5) 1.8 (0.6) 1.5 (0.6) 1.7 (0.6) 

Median (Min, Max) 1.7 (1, 3) 1.7 (1, 3) 1.3 (1, 3) 1.7 (1, 3) 

Q1, Q3 1.3, 2.0 1.3, 2.3 1.0, 1.7 1.3, 2.0 

Absolute 

change from 

baseline 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 0.3 (0.8) 0.1 (0.8) 0.1 (0.6) 0.2 (0.7) 

Median (Min, Max) 0.2 (-1, 3) 0.0 (-2, 2) 0.0 (-2, 1) 0.0 (-2, 3) 

Q1, Q3 -0.3, 0.8 -0.3, 0.7 -0.3, 0.7 -0.3, 0.7 

Ancova p-value vs 

Placebo 

0.1256 0.8846 NA NA 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 0.4 (0.8) 0.2 (0.7) 0.1 (0.7) 0.2 (0.7) 

Median (Min, Max) 0.3 (-1, 2) 0.0 (-2, 2) 0.0 (-2, 2) 0.0 (-2, 2) 

Q1, Q3 0.0, 1.0 -0.3, 0.7 -0.3, 0.3 0.0, 0.7 

Ancova p-value vs 

Placebo 
0.0391 0.7541 NA NA 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 0.5 (0.8) 0.2 (0.9) 0.1 (0.6) 0.3 (0.8) 

Median (Min, Max) 0.3 (-1, 3) 0.3 (-2, 2) 0.0 (-1, 1) 0.0 (-2, 3) 

Q1, Q3 0.0, 1.0 -0.3, 0.7 -0.3, 0.7 -0.3, 0.7 

Ancova p-value vs 

Placebo 

0.0163 0.5126 NA NA 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 0.4 (0.9) 0.1 (1.0) 0.2 (0.6) 0.3 (0.8) 

Median (Min, Max) 0.3 (-1, 2) 0.3 (-2, 2) 0.0 (-1, 2) 0.0 (-2, 2) 

Q1, Q3 0.0, 1.0 -0.7, 0.7 -0.3, 0.7 -0.3, 0.7 

Ancova p-value vs 

Placebo 

0.1606 0.7099 NA NA 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 0.4 (0.9) 0.5 (1.0) 0.1 (0.5) 0.4 (0.9) 

Median (Min, Max) 0.3 (-2, 3) 0.3 (-1, 4) 0.0 (-1, 1) 0.3 (-2, 4) 

Q1, Q3 -0.3, 1.0 0.0, 1.0 -0.2, 0.5 -0.3, 0.7 

Ancova p-value vs 

Placebo 

0.1557 0.0406 NA NA 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 0.2 (0.7) 0.1 (0.8) -0.1 (0.6) 0.1 (0.7) 

Median (Min, Max) 0.0 (-2, 2) 0.0 (-2, 2) 0.0 (-1, 2) 0.0 (-2, 2) 

Q1, Q3 -0.3, 0.7 -0.3, 0.7 -0.3, 0.0 -0.3, 0.3 

Ancova p-value vs 

Placebo 

0.0789 0.2841 NA NA 

Relative 

change from 

baseline (%) 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 30.6 (59.4) 18.6 (59.1) 11.8 (36.3) 20.4 (52.9) 

Median (Min, Max) 8.3 (-40, 

267) 

0.0 (-60, 

233) 

0.0 (-70, 

100) 

0.0 (-70, 

267) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 -14.3, 63.3 -20.0, 33.3 -11.1, 33.3 -16.7, 36.7 

Anova p-value vs 

Placebo 

0.0721 0.5153 NA NA 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 37.5 (61.2) 20.2 (48.2) 15.1 (43.6) 24.1 (51.9) 

Median (Min, Max) 16.7 (-50, 

233) 

0.0 (-60, 

167) 

0.0 (-60, 

133) 

0.0 (-60, 

233) 

Q1, Q3 0.0, 66.7 -9.1, 40.0 -16.3, 33.3 0.0, 50.0 

Anova p-value vs 

Placebo 

0.0301 0.6169 NA NA 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 38.3 (59.5) 25.9 (64.2) 9.3 (36.7) 24.5 (55.4) 

Median (Min, Max) 20.0 (-33, 

200) 

14.3 (-50, 

233) 

0.0 (-43, 

100) 

0.0 (-50, 

233) 

Q1, Q3 0.0, 66.7 -16.7, 33.3 -20.0, 40.0 -16.7, 50.0 

Anova p-value vs 

Placebo 

0.0128 0.1603 NA NA 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 37.4 (65.9) 25.3 (69.7) 17.5 (42.6) 26.7 (60.7) 

Median (Min, Max) 17.1 (-50, 

233) 

16.7 (-64, 

233) 

0.0 (-40, 

133) 

0.0 (-64, 

233) 

Q1, Q3 0.0, 75.0 -28.6, 50.0 -12.5, 40.0 -18.2, 50.0 

Anova p-value vs 

Placebo 
0.1069 0.5241 NA NA 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 39.4 (71.0) 47.1 (80.3) 12.6 (36.9) 32.4 (66.1) 

Median (Min, Max) 22.5 (-55, 

300) 

16.7 (-50, 

275) 

0.0 (-40, 

133) 

16.7 (-55, 

300) 

Q1, Q3 -14.3, 75.0 0.0, 66.7 -5.0, 33.3 -9.1, 60.0 

Anova p-value vs 

Placebo 

0.0521 0.0114 NA NA 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 21.5 (48.8) 18.1 (58.9) -0.9 (36.5) 12.4 (49.2) 

Median (Min, Max) 0.0 (-55, 

167) 

0.0 (-50, 

233) 

0.0 (-50, 

150) 

0.0 (-55, 

233) 

Q1, Q3 -16.7, 50.0 -16.7, 33.3 -25.0, 0.0 -20.0, 33.3 

Anova p-value vs 

Placebo 

0.0314 0.0678 NA NA 

GSRS 

Subscore 5 - 

Reflux 

syndrome 

Measured 

value 

VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 1.3 (0.7) 1.3 (0.5) 1.2 (0.4) 1.2 (0.5) 

Median (Min, Max) 1.0 (1, 5) 1.0 (1, 4) 1.0 (1, 3) 1.0 (1, 5) 

Q1, Q3 1.0, 1.3 1.0, 1.5 1.0, 1.5 1.0, 1.5 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 1.3 (0.8) 1.3 (0.5) 1.4 (0.8) 1.3 (0.7) 

Median (Min, Max) 1.0 (1, 6) 1.0 (1, 3) 1.0 (1, 5) 1.0 (1, 6) 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                317 (398) 

Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 1.0, 1.5 1.0, 1.5 1.0, 1.5 1.0, 1.5 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 1.4 (1.0) 1.2 (0.6) 1.4 (0.7) 1.3 (0.8) 

Median (Min, Max) 1.0 (1, 7) 1.0 (1, 4) 1.0 (1, 5) 1.0 (1, 7) 

Q1, Q3 1.0, 1.5 1.0, 1.0 1.0, 1.5 1.0, 1.5 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 1.4 (0.8) 1.3 (0.6) 1.5 (0.7) 1.4 (0.7) 

Median (Min, Max) 1.0 (1, 4) 1.0 (1, 3) 1.0 (1, 4) 1.0 (1, 4) 

Q1, Q3 1.0, 1.5 1.0, 1.5 1.0, 2.0 1.0, 1.5 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 1.4 (0.8) 1.4 (0.7) 1.4 (0.7) 1.4 (0.7) 

Median (Min, Max) 1.0 (1, 5) 1.0 (1, 4) 1.0 (1, 4) 1.0 (1, 5) 

Q1, Q3 1.0, 1.5 1.0, 1.5 1.0, 1.5 1.0, 1.5 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 1.4 (0.6) 1.3 (0.6) 1.4 (0.9) 1.4 (0.7) 

Median (Min, Max) 1.0 (1, 3) 1.0 (1, 4) 1.0 (1, 6) 1.0 (1, 6) 

Q1, Q3 1.0, 2.0 1.0, 1.5 1.0, 1.5 1.0, 1.5 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 1.3 (0.5) 1.2 (0.4) 1.4 (0.6) 1.3 (0.5) 

Median (Min, Max) 1.0 (1, 3) 1.0 (1, 3) 1.0 (1, 4) 1.0 (1, 4) 

Q1, Q3 1.0, 1.5 1.0, 1.5 1.0, 1.5 1.0, 1.5 

Absolute 

change from 

baseline 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 0.1 (0.7) 0.0 (0.6) 0.2 (0.7) 0.1 (0.7) 

Median (Min, Max) 0.0 (-3, 3) 0.0 (-2, 2) 0.0 (-1, 4) 0.0 (-3, 4) 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.5 0.0, 0.0 

Ancova p-value vs 

Placebo 

0.2787 0.2340 NA NA 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 0.2 (0.9) 0.0 (0.7) 0.2 (0.6) 0.1 (0.7) 

Median (Min, Max) 0.0 (-3, 5) 0.0 (-2, 3) 0.0 (-1, 3) 0.0 (-3, 5) 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.3 0.0, 0.0 

Ancova p-value vs 

Placebo 

0.9536 0.1270 NA NA 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 0.3 (0.7) 0.0 (0.6) 0.3 (0.5) 0.2 (0.6) 

Median (Min, Max) 0.0 (-1, 3) 0.0 (-3, 2) 0.0 (-1, 2) 0.0 (-3, 3) 

Q1, Q3 0.0, 0.5 0.0, 0.0 0.0, 0.5 0.0, 0.5 

Ancova p-value vs 

Placebo 

0.8602 0.0385 NA NA 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 0.1 (1.0) 0.1 (0.6) 0.2 (0.6) 0.1 (0.7) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 0.0 (-4, 4) 0.0 (-2, 2) 0.0 (-1, 2) 0.0 (-4, 4) 

Q1, Q3 0.0, 0.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Ancova p-value vs 

Placebo 

0.7051 0.6333 NA NA 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 0.1 (0.9) 0.1 (0.7) 0.2 (0.7) 0.1 (0.8) 

Median (Min, Max) 0.0 (-3, 2) 0.0 (-3, 2) 0.0 (-1, 4) 0.0 (-3, 4) 

Q1, Q3 0.0, 0.0 0.0, 0.5 0.0, 0.0 0.0, 0.5 

Ancova p-value vs 

Placebo 

0.4018 0.3445 NA NA 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 0.0 (0.9) -0.1 (0.4) 0.2 (0.5) 0.0 (0.7) 

Median (Min, Max) 0.0 (-4, 2) 0.0 (-1, 1) 0.0 (-1, 3) 0.0 (-4, 3) 

Q1, Q3 0.0, 0.5 0.0, 0.0 0.0, 0.5 0.0, 0.0 

Ancova p-value vs 

Placebo 
0.1105 0.0666 NA NA 

Relative 

change from 

baseline (%) 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 9.5 (40.1) 9.7 (37.8) 17.6 (62.5) 12.3 (48.0) 

Median (Min, Max) 0.0 (-71, 

200) 

0.0 (-57, 

100) 

0.0 (-50, 

350) 

0.0 (-71, 

350) 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Anova p-value vs 

Placebo 

0.3942 0.4079 NA NA 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 16.3 (48.7) 4.7 (44.5) 15.2 (42.4) 12.1 (45.2) 

Median (Min, Max) 0.0 (-71, 

200) 

0.0 (-60, 

167) 

0.0 (-33, 

200) 

0.0 (-71, 

200) 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Anova p-value vs 

Placebo 

0.9022 0.2442 NA NA 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 23.0 (59.4) 5.5 (35.1) 23.3 (46.0) 17.6 (48.5) 

Median (Min, Max) 0.0 (-33, 

300) 

0.0 (-71, 

100) 

0.0 (-33, 

200) 

0.0 (-71, 

300) 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 33.3 

Anova p-value vs 

Placebo 

0.9710 0.0882 NA NA 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 21.5 (68.5) 13.3 (48.6) 17.2 (53.6) 17.3 (57.2) 

Median (Min, Max) 0.0 (-78, 

350) 

0.0 (-50, 

200) 

0.0 (-33, 

200) 

0.0 (-78, 

350) 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Anova p-value vs 

Placebo 

0.7087 0.7372 NA NA 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 18.9 (55.6) 13.6 (49.5) 16.8 (51.2) 16.4 (51.7) 

Median (Min, Max) 0.0 (-71, 

200) 

0.0 (-71, 

200) 

0.0 (-33, 

267) 

0.0 (-71, 

267) 

Q1, Q3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 25.0 

Anova p-value vs 

Placebo 

0.8494 0.7672 NA NA 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 11.5 (51.0) 0.6 (31.6) 14.7 (39.3) 9.2 (41.5) 

Median (Min, Max) 0.0 (-78, 

200) 

0.0 (-50, 

100) 

0.0 (-33, 

167) 

0.0 (-78, 

200) 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Anova p-value vs 

Placebo 

0.7169 0.1095 NA NA 

 
Data based on Full analysis set. Treatment have been used as independent variable and weight 

at baseline as covariate in the ANCOVA model. EP-002 GSRS, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-21T14:34:30. 

Data extracted at: 2021-03-25T14:26:12 UTC 

 

Table 14.5-3 GSRS (Per protocol analysis set) 

Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

GSRS 

Subscore 1 - 

Diarrhea 

syndrome 

Measured 

value 

VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 1.4 (0.7) 1.3 (0.7) 1.3 (0.4) 1.4 (0.6) 

Median (Min, Max) 1.0 (1, 5) 1.0 (1, 4) 1.0 (1, 3) 1.0 (1, 5) 

Q1, Q3 1.0, 1.7 1.0, 1.3 1.0, 1.3 1.0, 1.3 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 2.7 (1.3) 2.7 (1.1) 1.7 (0.8) 2.4 (1.2) 

Median (Min, Max) 2.3 (1, 7) 2.7 (1, 7) 1.7 (1, 4) 2.3 (1, 7) 

Q1, Q3 1.7, 3.7 2.0, 3.3 1.0, 1.7 1.3, 3.0 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 2.9 (1.3) 2.9 (1.0) 1.7 (0.9) 2.5 (1.2) 

Median (Min, Max) 2.7 (1, 6) 2.8 (1, 5) 1.3 (1, 5) 2.3 (1, 6) 

Q1, Q3 2.0, 4.0 2.0, 4.0 1.0, 2.0 1.3, 3.3 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 3.2 (1.3) 3.4 (1.2) 1.9 (1.2) 2.8 (1.4) 

Median (Min, Max) 3.3 (1, 7) 3.3 (1, 6) 1.3 (1, 7) 2.7 (1, 7) 

Q1, Q3 2.3, 4.0 2.7, 4.0 1.0, 2.0 1.7, 4.0 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 3.2 (1.2) 3.5 (1.4) 1.9 (0.9) 2.9 (1.4) 

Median (Min, Max) 3.0 (1, 6) 3.7 (1, 6) 1.3 (1, 4) 2.7 (1, 6) 

Q1, Q3 2.2, 4.0 2.3, 5.0 1.0, 2.7 1.7, 4.0 

VISIT 4 (WEEK 14) n 38 39 40 117 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Mean (SD) 3.3 (1.4) 3.6 (1.4) 1.6 (0.8) 2.8 (1.5) 

Median (Min, Max) 3.0 (1, 7) 4.0 (1, 6) 1.3 (1, 4) 2.7 (1, 7) 

Q1, Q3 2.0, 4.0 2.0, 4.7 1.0, 1.7 1.3, 4.0 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 2.7 (1.4) 3.2 (1.3) 1.6 (0.9) 2.5 (1.4) 

Median (Min, Max) 2.3 (1, 6) 3.3 (1, 6) 1.2 (1, 5) 2.3 (1, 6) 

Q1, Q3 1.7, 3.3 2.3, 4.0 1.0, 2.0 1.3, 3.3 

Absolute 

change from 

baseline 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 1.3 (1.2) 1.3 (1.2) 0.5 (0.9) 1.0 (1.2) 

Median (Min, Max) 1.0 (-1, 5) 1.3 (-1, 6) 0.3 (-2, 3) 1.0 (-2, 6) 

Q1, Q3 0.3, 2.3 0.3, 2.0 0.0, 0.7 0.0, 1.7 

Ancova p-value vs 

Placebo 

0.0014 0.0006 NA NA 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 1.4 (1.3) 1.6 (1.0) 0.4 (0.8) 1.2 (1.2) 

Median (Min, Max) 1.3 (-2, 5) 1.5 (0, 3) 0.3 (-1, 3) 1.0 (-2, 5) 

Q1, Q3 0.7, 2.3 0.7, 2.3 0.0, 0.7 0.3, 2.0 

Ancova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 1.8 (1.3) 2.1 (1.3) 0.6 (1.0) 1.5 (1.4) 

Median (Min, Max) 1.5 (-1, 5) 2.0 (0, 5) 0.3 (-1, 4) 1.3 (-1, 5) 

Q1, Q3 1.0, 2.7 1.0, 3.0 0.0, 0.7 0.3, 2.7 

Ancova p-value vs 

Placebo 

0.0001 <.0001 NA NA 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 1.8 (1.3) 2.2 (1.5) 0.6 (0.8) 1.5 (1.4) 

Median (Min, Max) 1.7 (-1, 5) 2.0 (0, 5) 0.3 (-1, 3) 1.3 (-1, 5) 

Q1, Q3 1.0, 2.7 1.0, 3.3 0.0, 1.0 0.3, 2.7 

Ancova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 1.8 (1.6) 2.3 (1.5) 0.3 (0.7) 1.5 (1.6) 

Median (Min, Max) 1.8 (-1, 6) 2.7 (0, 5) 0.0 (-1, 2) 1.0 (-1, 6) 

Q1, Q3 0.7, 2.7 1.0, 3.3 0.0, 0.7 0.0, 2.7 

Ancova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 1.3 (1.6) 1.9 (1.4) 0.3 (0.8) 1.1 (1.4) 

Median (Min, Max) 1.0 (-2, 5) 1.7 (0, 5) 0.0 (-1, 3) 0.7 (-2, 5) 

Q1, Q3 0.3, 2.0 0.7, 3.0 0.0, 0.7 0.0, 2.0 

Ancova p-value vs 

Placebo 

0.0008 <.0001 NA NA 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Relative 

change from 

baseline (%) 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 101.2 (94.4) 123.7 

(118.1) 

45.6 (76.5) 90.9 (102.7) 

Median (Min, Max) 100.0 (-14, 

367) 

100.0 (-23, 

567) 

25.0 (-63, 

267) 

66.7 (-63, 

567) 

Q1, Q3 20.8, 136.7 33.3, 166.7 0.0, 66.7 0.0, 133.3 

Anova p-value vs 

Placebo 

0.0126 0.0005 NA NA 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 120.8 

(112.0) 

142.2 

(102.3) 

38.4 (63.6) 100.3 

(104.3) 

Median (Min, Max) 100.0 (-36, 

500) 

133.3 (0, 

333) 

25.0 (-50, 

200) 

66.7 (-50, 

500) 

Q1, Q3 50.0, 200.0 50.0, 200.0 0.0, 66.7 25.0, 166.7 

Anova p-value vs 

Placebo 

0.0002 <.0001 NA NA 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 146.3 

(118.3) 

190.1 

(142.3) 

46.1 (76.7) 126.5 

(129.0) 

Median (Min, Max) 126.7 (-29, 

500) 

200.0 (0, 

533) 

25.0 (-50, 

333) 

77.5 (-50, 

533) 

Q1, Q3 71.4, 200.0 66.7, 300.0 0.0, 66.7 22.2, 200.0 

Anova p-value vs 

Placebo 

0.0003 <.0001 NA NA 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 151.3 

(115.9) 

199.0 

(152.7) 
48.4 (70.3) 134.3 

(133.2) 

Median (Min, Max) 125.0 (-38, 

500) 

150.0 (0, 

500) 

33.3 (-40, 

267) 

100.0 (-40, 

500) 

Q1, Q3 81.7, 212.5 75.0, 325.0 0.0, 66.7 33.3, 200.0 

Anova p-value vs 

Placebo 

0.0002 <.0001 NA NA 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 165.1 

(144.5) 

209.6 

(150.2) 
27.2 (55.1) 132.8 

(145.7) 

Median (Min, Max) 166.7 (-33, 

600) 

200.0 (0, 

467) 

0.0 (-40, 

233) 

66.7 (-40, 

600) 

Q1, Q3 50.0, 250.0 66.7, 333.3 0.0, 50.0 0.0, 225.0 

Anova p-value vs 

Placebo 

<.0001 <.0001 NA NA 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 120.9 

(137.7) 

174.4 

(138.9) 
24.4 (58.1) 105.3 

(131.9) 

Median (Min, Max) 66.7 (-50, 

533) 

133.3 (-8, 

467) 

0.0 (-40, 

233) 

66.7 (-50, 

533) 

Q1, Q3 33.3, 200.0 66.7, 250.0 0.0, 50.0 0.0, 175.0 

Anova p-value vs 

Placebo 
0.0004 <.0001 NA NA 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

GSRS 

Subscore 2 - 

Indigestion 

syndrome 

Measured 

value 

VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 1.9 (0.9) 1.8 (0.7) 1.8 (0.6) 1.8 (0.7) 

Median (Min, Max) 1.5 (1, 4) 1.8 (1, 4) 1.8 (1, 4) 1.8 (1, 4) 

Q1, Q3 1.3, 2.5 1.3, 2.3 1.3, 2.3 1.3, 2.3 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 2.7 (0.9) 3.0 (0.9) 2.1 (0.7) 2.6 (0.9) 

Median (Min, Max) 2.8 (1, 5) 3.0 (2, 6) 2.0 (1, 4) 2.5 (1, 6) 

Q1, Q3 2.3, 3.5 2.5, 3.5 1.5, 2.5 2.0, 3.3 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 2.6 (1.0) 3.1 (0.9) 2.0 (0.8) 2.6 (1.0) 

Median (Min, Max) 2.5 (1, 6) 3.0 (2, 5) 1.9 (1, 4) 2.5 (1, 6) 

Q1, Q3 2.0, 3.3 2.5, 3.8 1.5, 2.5 1.8, 3.3 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 2.9 (1.2) 3.2 (1.0) 2.0 (0.8) 2.7 (1.1) 

Median (Min, Max) 3.0 (1, 7) 3.0 (2, 6) 2.0 (1, 4) 2.6 (1, 7) 

Q1, Q3 2.0, 3.8 2.8, 4.0 1.3, 2.5 1.8, 3.3 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 2.9 (1.0) 2.9 (0.9) 2.1 (0.8) 2.6 (1.0) 

Median (Min, Max) 3.0 (1, 6) 3.0 (2, 5) 2.0 (1, 4) 2.5 (1, 6) 

Q1, Q3 2.3, 3.4 2.3, 3.5 1.5, 2.8 2.0, 3.3 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 2.8 (1.1) 3.3 (0.9) 1.9 (0.8) 2.7 (1.1) 

Median (Min, Max) 2.9 (1, 6) 3.3 (2, 5) 1.8 (1, 4) 2.5 (1, 6) 

Q1, Q3 2.0, 3.5 2.5, 4.0 1.5, 2.5 1.8, 3.5 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 2.7 (1.0) 2.8 (0.9) 1.9 (0.8) 2.4 (1.0) 

Median (Min, Max) 2.8 (1, 5) 2.9 (1, 5) 1.8 (1, 4) 2.3 (1, 5) 

Q1, Q3 1.5, 3.5 2.3, 3.5 1.5, 2.3 1.5, 3.3 

Absolute 

change from 

baseline 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 0.8 (0.8) 1.2 (1.1) 0.3 (0.8) 0.8 (1.0) 

Median (Min, Max) 0.8 (-1, 3) 1.3 (-1, 4) 0.3 (-2, 2) 0.8 (-2, 4) 

Q1, Q3 0.3, 1.5 0.5, 1.8 -0.3, 0.8 0.1, 1.5 

Ancova p-value vs 

Placebo 

0.0201 0.0001 NA NA 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 0.8 (1.0) 1.3 (1.0) 0.2 (0.8) 0.8 (1.0) 

Median (Min, Max) 0.8 (-1, 4) 1.3 (-1, 3) 0.0 (-1, 2) 0.8 (-1, 4) 

Q1, Q3 0.0, 1.5 0.5, 2.0 -0.3, 0.8 0.0, 1.5 

Ancova p-value vs 

Placebo 
0.0073 <.0001 NA NA 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 1.1 (1.0) 1.3 (1.1) 0.3 (0.7) 0.9 (1.0) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 1.1 (-1, 5) 1.0 (-1, 4) 0.3 (-1, 2) 0.8 (-1, 5) 

Q1, Q3 0.5, 1.8 0.3, 2.3 -0.3, 0.8 0.0, 1.5 

Ancova p-value vs 

Placebo 

0.0002 <.0001 NA NA 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 1.0 (1.1) 1.1 (1.0) 0.3 (0.8) 0.8 (1.0) 

Median (Min, Max) 1.0 (-1, 4) 1.0 (-1, 3) 0.3 (-1, 2) 0.8 (-1, 4) 

Q1, Q3 0.3, 1.8 0.5, 2.0 0.0, 1.0 0.0, 1.5 

Ancova p-value vs 

Placebo 

0.0051 0.0014 NA NA 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 1.0 (1.0) 1.4 (0.9) 0.2 (0.8) 0.8 (1.0) 

Median (Min, Max) 0.9 (-1, 3) 1.5 (-1, 3) 0.0 (-2, 2) 0.8 (-2, 3) 

Q1, Q3 0.3, 1.8 0.5, 2.0 -0.3, 0.8 0.0, 1.8 

Ancova p-value vs 

Placebo 
0.0004 <.0001 NA NA 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 0.8 (1.0) 1.0 (1.1) 0.1 (0.7) 0.6 (1.0) 

Median (Min, Max) 0.5 (-2, 4) 1.0 (-2, 3) 0.0 (-1, 2) 0.5 (-2, 4) 

Q1, Q3 0.3, 1.5 0.3, 1.8 -0.5, 0.5 0.0, 1.3 

Ancova p-value vs 

Placebo 

0.0019 0.0001 NA NA 

Relative 

change from 

baseline (%) 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 58.7 (69.8) 83.0 (78.3) 27.6 (56.8) 56.9 (72.1) 

Median (Min, Max) 40.0 (-25, 

300) 

71.4 (-36, 

340) 

14.3 (-45, 

200) 

42.9 (-45, 

340) 

Q1, Q3 10.1, 100.0 28.6, 100.0 -12.5, 57.1 4.2, 100.0 

Anova p-value vs 

Placebo 

0.0458 0.0005 NA NA 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 61.4 (77.6) 87.9 (69.1) 18.9 (48.1) 56.0 (71.4) 

Median (Min, Max) 42.9 (-25, 

350) 

84.4 (-40, 

200) 

0.0 (-38, 

150) 

42.9 (-40, 

350) 

Q1, Q3 0.0, 100.0 37.5, 133.3 -17.1, 47.2 0.0, 100.0 

Anova p-value vs 

Placebo 

0.0049 <.0001 NA NA 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 76.8 (74.8) 83.6 (77.1) 20.1 (45.3) 59.9 (72.5) 

Median (Min, Max) 60.0 (-13, 

350) 

66.7 (-27, 

260) 

14.3 (-44, 

125) 

50.0 (-44, 

350) 

Q1, Q3 25.0, 100.0 20.0, 120.0 -16.7, 44.4 0.0, 85.7 

Anova p-value vs 

Placebo 

0.0004 0.0001 NA NA 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 74.8 (85.6) 72.1 (63.9) 27.0 (55.1) 58.5 (72.4) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 66.7 (-44, 

400) 

66.7 (-33, 

250) 

11.1 (-56, 

175) 

50.0 (-56, 

400) 

Q1, Q3 16.3, 124.3 25.0, 125.0 0.0, 66.7 0.0, 100.0 

Anova p-value vs 

Placebo 

0.0027 0.0045 NA NA 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 69.8 (75.0) 92.5 (71.5) 15.5 (44.9) 58.8 (72.2) 

Median (Min, Max) 60.0 (-44, 

325) 

80.0 (-13, 

325) 

0.0 (-44, 

117) 

42.9 (-44, 

325) 

Q1, Q3 9.1, 116.7 28.6, 142.9 -17.1, 47.2 0.0, 100.0 

Anova p-value vs 

Placebo 

0.0004 <.0001 NA NA 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 59.3 (81.8) 73.4 (73.2) 11.6 (41.3) 47.6 (72.0) 

Median (Min, Max) 45.5 (-50, 

375) 

62.5 (-69, 

250) 

0.0 (-50, 

117) 

28.6 (-69, 

375) 

Q1, Q3 9.1, 75.0 15.4, 116.7 -22.2, 25.0 0.0, 75.0 

Anova p-value vs 

Placebo 
0.0021 0.0001 NA NA 

GSRS 

Subscore 3 - 

Constipation 

syndrome 

Measured 

value 

VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 1.5 (0.9) 1.3 (0.5) 1.3 (0.5) 1.4 (0.6) 

Median (Min, Max) 1.0 (1, 5) 1.0 (1, 3) 1.0 (1, 3) 1.0 (1, 5) 

Q1, Q3 1.0, 1.7 1.0, 1.7 1.0, 1.3 1.0, 1.7 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 1.5 (0.6) 1.7 (0.9) 1.9 (1.2) 1.7 (0.9) 

Median (Min, Max) 1.3 (1, 3) 1.3 (1, 4) 1.7 (1, 7) 1.3 (1, 7) 

Q1, Q3 1.0, 2.0 1.0, 2.3 1.0, 2.0 1.0, 2.0 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 1.7 (0.7) 1.6 (0.8) 1.8 (0.9) 1.7 (0.8) 

Median (Min, Max) 1.7 (1, 4) 1.3 (1, 4) 1.3 (1, 4) 1.3 (1, 4) 

Q1, Q3 1.0, 2.3 1.0, 2.0 1.0, 2.3 1.0, 2.3 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 1.9 (1.0) 1.7 (0.8) 1.6 (0.7) 1.8 (0.9) 

Median (Min, Max) 1.7 (1, 5) 1.7 (1, 4) 1.3 (1, 4) 1.7 (1, 5) 

Q1, Q3 1.3, 2.0 1.3, 2.0 1.0, 2.0 1.0, 2.0 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 1.7 (0.8) 1.7 (0.6) 1.8 (0.9) 1.7 (0.8) 

Median (Min, Max) 1.7 (1, 5) 1.7 (1, 4) 1.3 (1, 4) 1.7 (1, 5) 

Q1, Q3 1.0, 2.0 1.3, 2.0 1.0, 2.3 1.0, 2.0 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 1.8 (0.8) 1.7 (0.7) 1.7 (1.0) 1.8 (0.8) 

Median (Min, Max) 1.7 (1, 4) 1.7 (1, 4) 1.3 (1, 5) 1.7 (1, 5) 

Q1, Q3 1.0, 2.3 1.3, 2.3 1.0, 2.2 1.0, 2.3 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 1.6 (0.7) 1.6 (0.6) 1.4 (0.6) 1.6 (0.6) 

Median (Min, Max) 1.3 (1, 4) 1.7 (1, 4) 1.0 (1, 3) 1.3 (1, 4) 

Q1, Q3 1.3, 2.0 1.0, 2.0 1.0, 1.7 1.0, 2.0 

Absolute 

change from 

baseline 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 0.0 (0.8) 0.4 (0.9) 0.6 (1.2) 0.3 (1.0) 

Median (Min, Max) 0.0 (-3, 1) 0.3 (-2, 3) 0.3 (-2, 6) 0.3 (-3, 6) 

Q1, Q3 0.0, 0.5 0.0, 0.7 0.0, 1.0 0.0, 0.7 

Ancova p-value vs 

Placebo 

0.0124 0.4878 NA NA 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 0.3 (0.8) 0.3 (0.8) 0.5 (0.8) 0.4 (0.8) 

Median (Min, Max) 0.3 (-1, 2) 0.2 (-2, 3) 0.3 (-1, 3) 0.3 (-2, 3) 

Q1, Q3 0.0, 0.7 0.0, 0.7 0.0, 1.0 0.0, 1.0 

Ancova p-value vs 

Placebo 
0.3403 0.3468 NA NA 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 0.5 (1.1) 0.4 (0.9) 0.4 (0.6) 0.4 (0.9) 

Median (Min, Max) 0.3 (-2, 3) 0.3 (-1, 3) 0.3 (-1, 2) 0.3 (-2, 3) 

Q1, Q3 0.0, 0.7 0.0, 0.7 0.0, 0.7 0.0, 0.7 

Ancova p-value vs 

Placebo 

0.5494 0.9320 NA NA 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 0.2 (1.0) 0.4 (0.7) 0.5 (0.9) 0.4 (0.9) 

Median (Min, Max) 0.3 (-4, 3) 0.3 (-1, 2) 0.0 (-1, 3) 0.3 (-4, 3) 

Q1, Q3 0.0, 0.7 0.0, 1.0 0.0, 1.0 0.0, 0.7 

Ancova p-value vs 

Placebo 

0.1841 0.5413 NA NA 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 0.3 (1.1) 0.4 (0.8) 0.5 (0.8) 0.4 (0.9) 

Median (Min, Max) 0.3 (-4, 3) 0.3 (-1, 3) 0.0 (-1, 2) 0.3 (-4, 3) 

Q1, Q3 0.0, 0.7 0.0, 1.0 0.0, 1.0 0.0, 1.0 

Ancova p-value vs 

Placebo 

0.4810 0.6795 NA NA 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 0.2 (1.0) 0.3 (0.6) 0.1 (0.5) 0.2 (0.7) 

Median (Min, Max) 0.3 (-4, 3) 0.2 (-1, 2) 0.0 (-1, 1) 0.0 (-4, 3) 

Q1, Q3 0.0, 0.7 0.0, 0.7 -0.3, 0.3 0.0, 0.7 

Ancova p-value vs 

Placebo 

0.9024 0.3331 NA NA 

Relative 

change from 

baseline (%) 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 14.1 (48.4) 41.6 (77.0) 52.2 

(104.5) 

35.7 (80.5) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 0.0 (-67, 

133) 

30.0 (-63, 

300) 

25.0 (-56, 

567) 

20.0 (-67, 

567) 

Q1, Q3 0.0, 36.7 0.0, 66.7 0.0, 75.0 0.0, 66.7 

Anova p-value vs 

Placebo 

0.0340 0.5536 NA NA 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 31.1 (55.7) 31.9 (59.9) 44.3 (68.4) 35.8 (61.4) 

Median (Min, Max) 16.7 (-50, 

150) 

10.0 (-63, 

200) 

33.3 (-25, 

300) 

25.0 (-63, 

300) 

Q1, Q3 0.0, 66.7 0.0, 66.7 0.0, 75.0 0.0, 66.7 

Anova p-value vs 

Placebo 

0.3454 0.3700 NA NA 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 47.3 (78.0) 40.0 (72.7) 32.4 (45.8) 39.9 (66.7) 

Median (Min, Max) 33.3 (-67, 

300) 

20.0 (-50, 

300) 

33.3 (-50, 

167) 

33.3 (-67, 

300) 

Q1, Q3 0.0, 66.7 0.0, 66.7 0.0, 60.0 0.0, 66.7 

Anova p-value vs 

Placebo 
0.3378 0.6299 NA NA 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 29.7 (57.2) 37.3 (52.7) 46.2 (76.8) 37.6 (62.7) 

Median (Min, Max) 20.0 (-69, 

200) 

33.3 (-50, 

167) 

0.0 (-44, 

300) 

20.0 (-69, 

300) 

Q1, Q3 0.0, 58.3 0.0, 75.0 0.0, 100.0 0.0, 66.7 

Anova p-value vs 

Placebo 

0.2420 0.5251 NA NA 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 38.2 (75.3) 38.6 (65.4) 38.1 (57.3) 38.3 (65.7) 

Median (Min, Max) 25.0 (-69, 

300) 

33.3 (-50, 

300) 

0.0 (-44, 

167) 

25.0 (-69, 

300) 

Q1, Q3 0.0, 50.0 0.0, 66.7 0.0, 79.2 0.0, 66.7 

Anova p-value vs 

Placebo 

0.9910 0.9715 NA NA 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 25.2 (55.2) 30.6 (51.5) 14.0 (37.5) 23.1 (48.6) 

Median (Min, Max) 16.7 (-75, 

200) 

10.0 (-50, 

133) 

0.0 (-33, 

100) 

0.0 (-75, 

200) 

Q1, Q3 0.0, 60.0 0.0, 66.7 -20.0, 33.3 0.0, 60.0 

Anova p-value vs 

Placebo 

0.3055 0.1332 NA NA 

GSRS 

Subscore 4 - 

Abdominal 

pain syndrome 

Measured 

value 

VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 1.6 (0.5) 1.7 (0.7) 1.6 (0.5) 1.6 (0.6) 

Median (Min, Max) 1.3 (1, 4) 1.7 (1, 4) 1.3 (1, 3) 1.5 (1, 4) 

Q1, Q3 1.0, 1.7 1.0, 2.0 1.0, 1.7 1.0, 2.0 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 1.8 (0.6) 1.7 (0.6) 1.6 (0.7) 1.7 (0.6) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 1.7 (1, 3) 1.7 (1, 3) 1.3 (1, 4) 1.7 (1, 4) 

Q1, Q3 1.3, 2.0 1.3, 2.0 1.0, 2.0 1.3, 2.0 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 1.8 (0.7) 1.9 (0.6) 1.6 (0.6) 1.8 (0.7) 

Median (Min, Max) 1.7 (1, 4) 2.0 (1, 3) 1.3 (1, 4) 1.7 (1, 4) 

Q1, Q3 1.3, 2.3 1.3, 2.3 1.2, 2.0 1.3, 2.0 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 1.9 (0.8) 1.9 (0.7) 1.6 (0.7) 1.8 (0.7) 

Median (Min, Max) 1.8 (1, 4) 1.7 (1, 3) 1.3 (1, 4) 1.7 (1, 4) 

Q1, Q3 1.3, 2.3 1.3, 2.3 1.0, 2.0 1.3, 2.0 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 2.0 (0.8) 1.8 (0.7) 1.7 (0.7) 1.8 (0.7) 

Median (Min, Max) 2.0 (1, 4) 1.3 (1, 3) 1.7 (1, 4) 1.7 (1, 4) 

Q1, Q3 1.3, 2.5 1.3, 2.3 1.0, 2.0 1.3, 2.3 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 1.9 (0.8) 2.2 (1.0) 1.7 (0.7) 1.9 (0.9) 

Median (Min, Max) 1.7 (1, 4) 2.0 (1, 6) 1.3 (1, 3) 1.7 (1, 6) 

Q1, Q3 1.3, 2.3 1.7, 2.3 1.0, 2.3 1.3, 2.3 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 1.8 (0.6) 1.8 (0.6) 1.5 (0.7) 1.7 (0.6) 

Median (Min, Max) 1.7 (1, 3) 1.7 (1, 3) 1.3 (1, 3) 1.7 (1, 3) 

Q1, Q3 1.3, 2.0 1.3, 2.3 1.0, 1.7 1.3, 2.0 

Absolute 

change from 

baseline 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 0.2 (0.7) 0.0 (0.8) 0.1 (0.6) 0.1 (0.7) 

Median (Min, Max) 0.0 (-1, 2) 0.0 (-2, 2) 0.0 (-2, 1) 0.0 (-2, 2) 

Q1, Q3 -0.3, 0.8 -0.3, 0.7 -0.3, 0.7 -0.3, 0.7 

Ancova p-value vs 

Placebo 

0.4701 0.8295 NA NA 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 0.3 (0.7) 0.2 (0.7) 0.1 (0.6) 0.2 (0.7) 

Median (Min, Max) 0.0 (-1, 2) 0.3 (-2, 2) 0.0 (-2, 2) 0.0 (-2, 2) 

Q1, Q3 0.0, 1.0 -0.3, 0.7 -0.3, 0.3 0.0, 0.7 

Ancova p-value vs 

Placebo 

0.0630 0.2905 NA NA 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 0.4 (0.8) 0.2 (0.9) 0.1 (0.6) 0.2 (0.8) 

Median (Min, Max) 0.3 (-1, 2) 0.3 (-2, 2) 0.0 (-1, 1) 0.0 (-2, 2) 

Q1, Q3 0.0, 1.0 -0.3, 0.7 -0.3, 0.7 -0.3, 0.7 

Ancova p-value vs 

Placebo 

0.0436 0.4743 NA NA 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 0.4 (0.8) 0.1 (1.0) 0.2 (0.6) 0.2 (0.8) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 0.3 (-1, 2) 0.0 (-2, 2) 0.0 (-1, 2) 0.0 (-2, 2) 

Q1, Q3 0.0, 1.0 -0.7, 0.7 -0.3, 0.7 -0.3, 0.7 

Ancova p-value vs 

Placebo 

0.3241 0.5757 NA NA 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 0.4 (0.9) 0.6 (1.1) 0.1 (0.5) 0.3 (0.9) 

Median (Min, Max) 0.3 (-2, 3) 0.3 (-1, 4) 0.0 (-1, 1) 0.3 (-2, 4) 

Q1, Q3 -0.3, 1.0 0.0, 1.0 -0.2, 0.5 -0.3, 0.7 

Ancova p-value vs 

Placebo 

0.2504 0.0304 NA NA 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 0.2 (0.7) 0.1 (0.8) -0.1 (0.6) 0.1 (0.7) 

Median (Min, Max) 0.0 (-2, 2) 0.0 (-2, 2) 0.0 (-1, 2) 0.0 (-2, 2) 

Q1, Q3 -0.3, 0.7 -0.3, 0.7 -0.3, 0.0 -0.3, 0.3 

Ancova p-value vs 

Placebo 
0.1360 0.3084 NA NA 

Relative 

change from 

baseline (%) 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 19.5 (46.6) 16.8 (60.6) 8.6 (34.2) 15.1 (48.3) 

Median (Min, Max) 0.0 (-40, 

133) 

0.0 (-60, 

233) 

0.0 (-70, 

75) 

0.0 (-70, 

233) 

Q1, Q3 -14.3, 63.3 -20.0, 33.3 -11.1, 33.3 -16.7, 36.7 

Anova p-value vs 

Placebo 

0.3167 0.4550 NA NA 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 27.2 (49.7) 22.2 (48.1) 8.5 (37.3) 19.2 (45.6) 

Median (Min, Max) 0.0 (-50, 

167) 

16.7 (-60, 

167) 

0.0 (-60, 

100) 

0.0 (-60, 

167) 

Q1, Q3 0.0, 66.7 -9.1, 40.0 -16.3, 33.3 0.0, 50.0 

Anova p-value vs 

Placebo 

0.0706 0.1793 NA NA 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 32.8 (56.4) 25.1 (63.4) 5.3 (32.9) 21.1 (53.2) 

Median (Min, Max) 17.1 (-33, 

200) 

16.7 (-50, 

233) 

0.0 (-43, 

75) 

0.0 (-50, 

233) 

Q1, Q3 0.0, 66.7 -16.7, 33.3 -20.0, 40.0 -16.7, 50.0 

Anova p-value vs 

Placebo 

0.0248 0.1102 NA NA 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 32.6 (61.4) 22.5 (70.7) 16.5 (41.6) 24.0 (59.3) 

Median (Min, Max) 14.3 (-50, 

233) 

0.0 (-64, 

233) 

0.0 (-40, 

133) 

0.0 (-64, 

233) 

Q1, Q3 0.0, 75.0 -28.6, 50.0 -12.5, 40.0 -18.2, 50.0 

Anova p-value vs 

Placebo 

0.2276 0.6524 NA NA 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 34.1 (70.6) 49.5 (83.5) 8.5 (33.6) 30.5 (67.4) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 20.0 (-55, 

300) 

16.7 (-50, 

275) 

0.0 (-40, 

75) 

14.3 (-55, 

300) 

Q1, Q3 -14.3, 75.0 0.0, 66.7 -5.0, 33.3 -9.1, 60.0 

Anova p-value vs 

Placebo 

0.0878 0.0065 NA NA 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 20.0 (50.1) 19.0 (60.2) -1.6 (37.3) 12.3 (50.5) 

Median (Min, Max) 0.0 (-55, 

167) 

0.0 (-50, 

233) 

0.0 (-50, 

150) 

0.0 (-55, 

233) 

Q1, Q3 -16.7, 50.0 -16.7, 33.3 -25.0, 0.0 -20.0, 33.3 

Anova p-value vs 

Placebo 

0.0573 0.0704 NA NA 

GSRS 

Subscore 5 - 

Reflux 

syndrome 

Measured 

value 
VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 1.3 (0.7) 1.3 (0.5) 1.2 (0.4) 1.3 (0.6) 

Median (Min, Max) 1.0 (1, 5) 1.0 (1, 4) 1.0 (1, 3) 1.0 (1, 5) 

Q1, Q3 1.0, 1.3 1.0, 1.5 1.0, 1.5 1.0, 1.5 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 1.3 (0.6) 1.3 (0.5) 1.4 (0.8) 1.3 (0.6) 

Median (Min, Max) 1.0 (1, 4) 1.0 (1, 3) 1.0 (1, 5) 1.0 (1, 5) 

Q1, Q3 1.0, 1.5 1.0, 1.5 1.0, 1.5 1.0, 1.5 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 1.3 (0.6) 1.3 (0.6) 1.4 (0.8) 1.3 (0.7) 

Median (Min, Max) 1.0 (1, 4) 1.0 (1, 4) 1.0 (1, 5) 1.0 (1, 5) 

Q1, Q3 1.0, 1.5 1.0, 1.0 1.0, 1.5 1.0, 1.5 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 1.4 (0.7) 1.3 (0.5) 1.5 (0.7) 1.4 (0.7) 

Median (Min, Max) 1.0 (1, 4) 1.0 (1, 3) 1.0 (1, 4) 1.0 (1, 4) 

Q1, Q3 1.0, 1.5 1.0, 1.5 1.0, 2.0 1.0, 1.5 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 1.3 (0.6) 1.4 (0.7) 1.4 (0.7) 1.4 (0.7) 

Median (Min, Max) 1.0 (1, 4) 1.0 (1, 4) 1.0 (1, 4) 1.0 (1, 4) 

Q1, Q3 1.0, 1.5 1.0, 1.5 1.0, 1.5 1.0, 1.5 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 1.4 (0.6) 1.4 (0.7) 1.5 (0.9) 1.4 (0.8) 

Median (Min, Max) 1.0 (1, 3) 1.0 (1, 4) 1.0 (1, 6) 1.0 (1, 6) 

Q1, Q3 1.0, 2.0 1.0, 1.5 1.0, 1.5 1.0, 1.5 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 1.3 (0.5) 1.2 (0.4) 1.4 (0.7) 1.3 (0.5) 

Median (Min, Max) 1.0 (1, 3) 1.0 (1, 3) 1.0 (1, 4) 1.0 (1, 4) 

Q1, Q3 1.0, 1.5 1.0, 1.5 1.0, 1.5 1.0, 1.5 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 0.0 (0.6) 0.0 (0.6) 0.2 (0.7) 0.1 (0.6) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Absolute 

change from 

baseline 

Median (Min, Max) 0.0 (-3, 2) 0.0 (-2, 2) 0.0 (-1, 4) 0.0 (-3, 4) 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.5 0.0, 0.0 

Ancova p-value vs 

Placebo 

0.1567 0.2905 NA NA 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 0.1 (0.6) 0.0 (0.7) 0.2 (0.6) 0.1 (0.7) 

Median (Min, Max) 0.0 (-3, 1) 0.0 (-2, 3) 0.0 (-1, 3) 0.0 (-3, 3) 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 0.3 0.0, 0.0 

Ancova p-value vs 

Placebo 

0.4078 0.1757 NA NA 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 0.2 (0.5) 0.0 (0.7) 0.2 (0.5) 0.1 (0.6) 

Median (Min, Max) 0.0 (-1, 2) 0.0 (-3, 2) 0.0 (-1, 2) 0.0 (-3, 2) 

Q1, Q3 0.0, 0.5 0.0, 0.0 0.0, 0.5 0.0, 0.5 

Ancova p-value vs 

Placebo 
0.6397 0.0625 NA NA 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 0.0 (0.8) 0.1 (0.7) 0.2 (0.7) 0.1 (0.7) 

Median (Min, Max) 0.0 (-4, 1) 0.0 (-2, 2) 0.0 (-1, 2) 0.0 (-4, 2) 

Q1, Q3 0.0, 0.3 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Ancova p-value vs 

Placebo 

0.2485 0.6312 NA NA 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 0.1 (0.9) 0.1 (0.8) 0.3 (0.8) 0.1 (0.8) 

Median (Min, Max) 0.0 (-3, 2) 0.0 (-3, 2) 0.0 (-1, 4) 0.0 (-3, 4) 

Q1, Q3 0.0, 0.0 0.0, 0.5 0.0, 0.0 0.0, 0.5 

Ancova p-value vs 

Placebo 

0.2064 0.2543 NA NA 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 0.0 (0.9) -0.1 (0.4) 0.2 (0.5) 0.0 (0.7) 

Median (Min, Max) 0.0 (-4, 2) 0.0 (-1, 1) 0.0 (-1, 3) 0.0 (-4, 3) 

Q1, Q3 0.0, 0.5 0.0, 0.0 0.0, 0.5 0.0, 0.0 

Ancova p-value vs 

Placebo 

0.1470 0.0741 NA NA 

Relative 

change from 

baseline (%) 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 5.1 (37.2) 10.1 (40.9) 15.4 (61.8) 10.1 (47.4) 

Median (Min, Max) 0.0 (-71, 

200) 

0.0 (-57, 

100) 

0.0 (-50, 

350) 

0.0 (-71, 

350) 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Anova p-value vs 

Placebo 

0.3362 0.6213 NA NA 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 10.8 (36.2) 7.8 (48.0) 15.6 (44.5) 11.4 (43.0) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 0.0 (-71, 

100) 

0.0 (-60, 

167) 

0.0 (-33, 

200) 

0.0 (-71, 

200) 

Q1, Q3 0.0, 0.0 0.0, 0.0 0.0, 16.7 0.0, 0.0 

Anova p-value vs 

Placebo 

0.6192 0.4228 NA NA 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 15.4 (42.7) 5.9 (36.7) 20.7 (48.0) 14.2 (42.9) 

Median (Min, Max) 0.0 (-33, 

150) 

0.0 (-71, 

100) 

0.0 (-33, 

200) 

0.0 (-71, 

200) 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 33.3 

Anova p-value vs 

Placebo 

0.5883 0.1454 NA NA 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 11.8 (43.3) 15.9 (52.8) 20.7 (59.5) 16.1 (51.8) 

Median (Min, Max) 0.0 (-78, 

100) 

0.0 (-50, 

200) 

0.0 (-33, 

200) 

0.0 (-78, 

200) 

Q1, Q3 0.0, 16.7 0.0, 0.0 0.0, 0.0 0.0, 0.0 

Anova p-value vs 

Placebo 
0.4461 0.6776 NA NA 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 15.7 (53.9) 13.2 (49.9) 21.0 (55.1) 16.7 (52.6) 

Median (Min, Max) 0.0 (-71, 

200) 

0.0 (-71, 

200) 

0.0 (-33, 

267) 

0.0 (-71, 

267) 

Q1, Q3 0.0, 0.0 0.0, 33.3 0.0, 0.0 0.0, 25.0 

Anova p-value vs 

Placebo 

0.6550 0.5105 NA NA 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 12.4 (52.9) -0.7 (32.2) 14.8 (40.9) 9.0 (43.1) 

Median (Min, Max) 0.0 (-78, 

200) 

0.0 (-50, 

100) 

0.0 (-33, 

167) 

0.0 (-78, 

200) 

Q1, Q3 0.0, 33.3 0.0, 0.0 0.0, 33.3 0.0, 0.0 

Anova p-value vs 

Placebo 

0.8059 0.1141 NA NA 

 
Data based on Per protocol analysis set. Treatment have been used as independent variable and 

weight at baseline as covariate in the ANCOVA model. EP-002 GSRS, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-21T14:34:30. 

Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.5-4 GSRS, total score (Full analysis set) 

Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

GSRS Total 

Score 

Measured 

value 
VISIT 2 (WEEK 1) n 52 52 52 156 

Mean (SD) 1.6 (0.5) 1.5 (0.4) 1.4 (0.3) 1.5 (0.4) 

Median (Min, Max) 1.4 (1, 4) 1.5 (1, 3) 1.4 (1, 2) 1.4 (1, 4) 

Q1, Q3 1.2, 1.8 1.3, 1.7 1.2, 1.5 1.2, 1.7 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 2.2 (0.6) 2.2 (0.5) 1.7 (0.6) 2.0 (0.6) 

Median (Min, Max) 2.2 (1, 4) 2.2 (1, 3) 1.5 (1, 4) 1.9 (1, 4) 

Q1, Q3 1.7, 2.5 1.9, 2.6 1.3, 2.1 1.6, 2.3 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 2.3 (0.7) 2.3 (0.4) 1.7 (0.6) 2.1 (0.6) 

Median (Min, Max) 2.3 (1, 5) 2.3 (1, 3) 1.7 (1, 4) 2.0 (1, 5) 

Q1, Q3 1.8, 2.7 2.0, 2.5 1.4, 2.0 1.7, 2.5 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 2.4 (0.8) 2.4 (0.7) 1.7 (0.6) 2.2 (0.8) 

Median (Min, Max) 2.3 (1, 6) 2.4 (1, 4) 1.6 (1, 4) 2.1 (1, 6) 

Q1, Q3 1.9, 2.8 2.0, 2.7 1.3, 2.0 1.6, 2.7 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 2.4 (0.7) 2.4 (0.6) 1.8 (0.6) 2.2 (0.7) 

Median (Min, Max) 2.2 (1, 5) 2.4 (1, 4) 1.7 (1, 3) 2.1 (1, 5) 

Q1, Q3 1.9, 2.7 1.9, 2.8 1.3, 2.2 1.7, 2.6 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 2.4 (0.7) 2.5 (0.7) 1.7 (0.6) 2.2 (0.7) 

Median (Min, Max) 2.3 (1, 4) 2.5 (1, 5) 1.6 (1, 3) 2.1 (1, 5) 

Q1, Q3 1.9, 2.7 2.1, 2.9 1.3, 2.1 1.6, 2.7 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 2.1 (0.6) 2.2 (0.5) 1.6 (0.5) 2.0 (0.6) 

Median (Min, Max) 2.1 (1, 4) 2.2 (1, 3) 1.5 (1, 3) 1.9 (1, 4) 

Q1, Q3 1.5, 2.5 1.8, 2.6 1.2, 1.9 1.4, 2.5 

Absolute 

change from 

baseline 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 0.6 (0.7) 0.7 (0.6) 0.3 (0.6) 0.5 (0.6) 

Median (Min, Max) 0.6 (-1, 3) 0.7 (-1, 2) 0.2 (-1, 2) 0.5 (-1, 3) 

Q1, Q3 0.1, 1.0 0.3, 0.9 -0.1, 0.6 0.1, 0.9 

Ancova p-value vs 

Placebo 
0.0271 0.0033 NA NA 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 0.7 (0.7) 0.7 (0.5) 0.3 (0.5) 0.6 (0.6) 

Median (Min, Max) 0.7 (-1, 3) 0.7 (0, 2) 0.3 (-1, 2) 0.5 (-1, 3) 

Q1, Q3 0.3, 1.1 0.4, 1.1 0.0, 0.6 0.2, 1.0 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Ancova p-value vs 

Placebo 

0.0004 0.0005 NA NA 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 0.9 (0.7) 0.9 (0.7) 0.3 (0.5) 0.7 (0.7) 

Median (Min, Max) 0.7 (0, 3) 0.7 (0, 3) 0.2 (0, 2) 0.6 (0, 3) 

Q1, Q3 0.5, 1.1 0.3, 1.3 -0.1, 0.6 0.1, 1.1 

Ancova p-value vs 

Placebo 

<.0001 0.0001 NA NA 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 0.8 (0.8) 0.9 (0.7) 0.4 (0.5) 0.7 (0.7) 

Median (Min, Max) 0.7 (-1, 3) 0.8 (0, 2) 0.3 (0, 2) 0.6 (-1, 3) 

Q1, Q3 0.3, 1.0 0.3, 1.3 -0.1, 0.7 0.2, 1.1 

Ancova p-value vs 

Placebo 
0.0050 0.0008 NA NA 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 0.8 (0.9) 1.0 (0.7) 0.3 (0.5) 0.7 (0.7) 

Median (Min, Max) 0.9 (-2, 3) 1.0 (0, 3) 0.2 (0, 2) 0.6 (-2, 3) 

Q1, Q3 0.3, 1.3 0.5, 1.4 -0.1, 0.6 0.1, 1.1 

Ancova p-value vs 

Placebo 

0.0015 <.0001 NA NA 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 0.6 (0.8) 0.7 (0.7) 0.1 (0.4) 0.4 (0.7) 

Median (Min, Max) 0.5 (-2, 3) 0.7 (-1, 2) 0.1 (-1, 1) 0.3 (-2, 3) 

Q1, Q3 0.1, 1.1 0.1, 1.3 -0.1, 0.3 0.0, 0.8 

Ancova p-value vs 

Placebo 

0.0017 <.0001 NA NA 

Relative 

change from 

baseline (%) 

END OF WEEK 2 n 52 49 51 152 

Mean (SD) 45.8 (48.6) 52.0 (42.6) 24.8 (40.1) 40.7 (45.2) 

Median (Min, Max) 37.2 (-29, 

230) 

44.8 (-26, 

167) 

13.0 (-42, 

189) 

33.3 (-42, 

230) 

Q1, Q3 11.5, 64.1 19.0, 77.8 -5.0, 43.8 8.5, 66.7 

END OF WEEK 4 n 49 49 52 150 

Mean (SD) 55.3 (54.0) 54.7 (39.2) 24.5 (35.3) 44.5 (45.5) 

Median (Min, Max) 53.3 (-26, 

230) 

45.0 (-15, 

147) 

17.9 (-42, 

125) 

40.0 (-42, 

230) 

Q1, Q3 17.6, 78.9 28.6, 81.8 0.0, 44.6 13.3, 71.4 

VISIT 3 (WEEK 7) n 45 41 45 131 

Mean (SD) 65.0 (51.9) 64.5 (55.3) 21.4 (33.5) 49.9 (51.6) 

Median (Min, Max) 52.9 (-13, 

233) 

60.0 (-19, 

177) 

11.1 (-25, 

135) 

38.1 (-25, 

233) 

Q1, Q3 34.6, 88.9 22.7, 100.0 -4.8, 42.3 10.5, 76.2 

END OF WEEK 8 n 48 49 49 146 

Mean (SD) 59.9 (58.2) 63.0 (52.6) 29.3 (42.3) 50.7 (53.3) 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 55.9 (-29, 

240) 

54.5 (-8, 

247) 

23.1 (-25, 

153) 

43.2 (-29, 

247) 

Q1, Q3 21.4, 81.1 21.9, 90.9 -4.8, 46.2 11.1, 80.0 

VISIT 4 (WEEK 14) n 42 45 48 135 

Mean (SD) 62.3 (66.1) 72.1 (55.6) 20.9 (34.3) 50.8 (57.3) 

Median (Min, Max) 53.4 (-46, 

313) 

70.8 (0, 227) 11.8 (-27, 

107) 

39.1 (-46, 

313) 

Q1, Q3 12.1, 88.5 33.3, 105.0 -8.9, 43.4 5.0, 82.4 

VISIT 5 (WEEK 26) n 42 42 47 131 

Mean (SD) 45.1 (57.1) 53.3 (52.1) 8.7 (26.1) 34.7 (50.2) 

Median (Min, Max) 33.3 (-46, 

280) 

51.1 (-31, 

213) 

6.3 (-32, 

87) 

22.7 (-46, 

280) 

Q1, Q3 10.5, 72.0 9.1, 86.4 -10.0, 22.7 0.0, 61.5 

 
Data based on Full analysis set. Treatment have been used as independent variable and weight 

at baseline as covariate in the ANCOVA model. EP-002 GSRS, total score, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. 

Data extracted at: 2021-03-25T14:26:12 UTC 

 

Table 14.5-5 GSRS, total score (Per protocol analysis set) 

Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

GSRS Total 

Score 

Measured 

value 

VISIT 2 (WEEK 1) n 41 41 40 122 

Mean (SD) 1.6 (0.6) 1.5 (0.4) 1.4 (0.3) 1.5 (0.5) 

Median (Min, Max) 1.4 (1, 4) 1.5 (1, 3) 1.4 (1, 2) 1.4 (1, 4) 

Q1, Q3 1.2, 1.8 1.3, 1.7 1.2, 1.5 1.2, 1.7 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 2.1 (0.6) 2.2 (0.5) 1.8 (0.7) 2.0 (0.6) 

Median (Min, Max) 1.9 (1, 3) 2.2 (1, 3) 1.5 (1, 4) 1.9 (1, 4) 

Q1, Q3 1.7, 2.5 1.9, 2.6 1.3, 2.1 1.6, 2.3 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 2.2 (0.7) 2.3 (0.4) 1.7 (0.6) 2.1 (0.6) 

Median (Min, Max) 2.1 (1, 5) 2.3 (1, 3) 1.6 (1, 4) 2.0 (1, 5) 

Q1, Q3 1.8, 2.7 2.0, 2.5 1.4, 2.0 1.7, 2.5 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 2.4 (0.8) 2.4 (0.6) 1.8 (0.6) 2.2 (0.8) 

Median (Min, Max) 2.2 (1, 6) 2.4 (1, 4) 1.6 (1, 4) 2.1 (1, 6) 

Q1, Q3 1.9, 2.8 2.0, 2.7 1.3, 2.0 1.6, 2.7 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 2.3 (0.7) 2.4 (0.6) 1.8 (0.6) 2.2 (0.7) 

Median (Min, Max) 2.2 (1, 5) 2.4 (1, 4) 1.7 (1, 3) 2.1 (1, 5) 

Q1, Q3 1.9, 2.7 1.9, 2.8 1.3, 2.2 1.7, 2.6 

VISIT 4 (WEEK 14) n 38 39 40 117 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Mean (SD) 2.3 (0.7) 2.6 (0.7) 1.7 (0.7) 2.2 (0.8) 

Median (Min, Max) 2.2 (1, 4) 2.7 (1, 5) 1.5 (1, 3) 2.1 (1, 5) 

Q1, Q3 1.9, 2.7 2.1, 2.9 1.3, 2.1 1.6, 2.7 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 2.1 (0.6) 2.2 (0.5) 1.6 (0.5) 2.0 (0.6) 

Median (Min, Max) 2.1 (1, 4) 2.2 (1, 3) 1.4 (1, 3) 1.9 (1, 4) 

Q1, Q3 1.5, 2.5 1.8, 2.6 1.2, 1.9 1.4, 2.5 

Absolute 

change from 

baseline 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 0.5 (0.6) 0.7 (0.6) 0.3 (0.6) 0.5 (0.6) 

Median (Min, Max) 0.5 (-1, 2) 0.7 (-1, 2) 0.1 (-1, 2) 0.5 (-1, 2) 

Q1, Q3 0.1, 1.0 0.3, 0.9 -0.1, 0.6 0.1, 0.9 

Ancova p-value vs 

Placebo 

0.1931 0.0107 NA NA 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 0.6 (0.7) 0.8 (0.5) 0.3 (0.5) 0.6 (0.6) 

Median (Min, Max) 0.7 (-1, 3) 0.8 (0, 2) 0.2 (-1, 2) 0.5 (-1, 3) 

Q1, Q3 0.3, 1.1 0.4, 1.1 0.0, 0.6 0.2, 1.0 

Ancova p-value vs 

Placebo 

0.0049 0.0002 NA NA 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 0.9 (0.7) 0.9 (0.7) 0.3 (0.5) 0.7 (0.7) 

Median (Min, Max) 0.7 (0, 3) 0.7 (0, 3) 0.2 (0, 2) 0.6 (0, 3) 

Q1, Q3 0.5, 1.1 0.3, 1.3 -0.1, 0.6 0.1, 1.1 

Ancova p-value vs 

Placebo 

0.0004 0.0005 NA NA 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 0.7 (0.8) 0.8 (0.7) 0.4 (0.6) 0.7 (0.7) 

Median (Min, Max) 0.7 (-1, 3) 0.8 (0, 2) 0.3 (0, 2) 0.6 (-1, 3) 

Q1, Q3 0.3, 1.0 0.3, 1.3 -0.1, 0.7 0.2, 1.1 

Ancova p-value vs 

Placebo 

0.0181 0.0026 NA NA 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 0.8 (0.9) 1.0 (0.7) 0.3 (0.5) 0.7 (0.8) 

Median (Min, Max) 0.8 (-2, 3) 1.1 (0, 3) 0.1 (0, 2) 0.6 (-2, 3) 

Q1, Q3 0.3, 1.3 0.5, 1.4 -0.1, 0.6 0.1, 1.1 

Ancova p-value vs 

Placebo 

0.0033 <.0001 NA NA 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 0.5 (0.8) 0.7 (0.7) 0.1 (0.4) 0.5 (0.7) 

Median (Min, Max) 0.5 (-2, 3) 0.7 (-1, 2) 0.0 (-1, 1) 0.3 (-2, 3) 

Q1, Q3 0.1, 1.1 0.1, 1.3 -0.1, 0.3 0.0, 0.8 
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Assessment 

Result 

Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Ancova p-value vs 

Placebo 

0.0063 0.0001 NA NA 

Relative 

change from 

baseline (%) 

END OF WEEK 2 n 41 41 39 121 

Mean (SD) 39.2 (42.3) 51.5 (43.2) 25.5 (44.0) 39.0 (44.1) 

Median (Min, Max) 29.4 (-29, 

171) 

44.8 (-26, 

167) 

11.1 (-42, 

189) 

33.3 (-42, 

189) 

Q1, Q3 11.5, 64.1 19.0, 77.8 -5.0, 43.8 8.5, 66.7 

END OF WEEK 4 n 39 40 40 119 

Mean (SD) 48.7 (47.3) 56.8 (39.3) 21.2 (33.5) 42.1 (42.9) 

Median (Min, Max) 52.6 (-26, 

229) 

49.1 (-15, 

147) 

15.5 (-42, 

100) 

40.7 (-42, 

229) 

Q1, Q3 17.6, 78.9 28.6, 81.8 0.0, 44.6 13.3, 71.4 

VISIT 3 (WEEK 7) n 38 35 37 110 

Mean (SD) 61.8 (47.3) 63.7 (55.2) 21.4 (35.3) 48.8 (50.1) 

Median (Min, Max) 53.1 (-13, 

200) 

60.0 (-19, 

177) 

11.1 (-25, 

135) 

37.9 (-25, 

200) 

Q1, Q3 34.6, 88.9 22.7, 100.0 -4.8, 42.3 10.5, 76.2 

END OF WEEK 8 n 41 41 39 121 

Mean (SD) 56.8 (53.9) 62.0 (52.8) 27.8 (43.1) 49.2 (52.1) 

Median (Min, Max) 56.5 (-29, 

218) 

55.6 (-8, 

247) 

23.1 (-25, 

153) 

42.9 (-29, 

247) 

Q1, Q3 21.4, 81.1 21.9, 90.9 -4.8, 46.2 11.1, 80.0 

VISIT 4 (WEEK 14) n 38 39 40 117 

Mean (SD) 61.1 (66.6) 74.7 (57.2) 17.9 (33.7) 50.9 (58.9) 

Median (Min, Max) 52.4 (-46, 

313) 

72.4 (0, 227) 7.1 (-27, 

100) 

38.9 (-46, 

313) 

Q1, Q3 12.1, 88.5 33.3, 105.0 -8.9, 43.4 5.0, 82.4 

VISIT 5 (WEEK 26) n 39 38 40 117 

Mean (SD) 44.1 (58.9) 55.5 (53.8) 9.1 (27.4) 35.8 (52.1) 

Median (Min, Max) 30.4 (-46, 

280) 

52.8 (-31, 

213) 

3.1 (-32, 

87) 

23.5 (-46, 

280) 

Q1, Q3 10.5, 72.0 9.1, 86.4 -10.0, 22.7 0.0, 61.5 

 
Data based on Per protocol analysis set. Treatment have been used as independent variable and 

weight at baseline as covariate in the ANCOVA model. EP-002 GSRS, total score, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. 

Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.5-1  GSRS Diarrhea syndrome - absolute change from baseline at week 7 and week 26 

(Per protocol analysis set) 

 
Error bars represent standard error of the mean. 

EP-002_14_03_05_06_02.rtf. GSRS Diarrhea syndrome - figures of absolute change from baseline 

for week 7 and week 26, SAS program: box_plots.sas. Run by: Jerker Linne, jerker.linne@ctc-

ab.se 2021-06-21T14:41:47. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.5-2 GSRS Indigestion syndrome - absolute change from baseline at week 7 and week 26 (Per 

protocol analysis set) 

 
Error bars represent standard error of the mean. 

EP-002_14_03_05_07_02.rtf. GSRS Indigestion syndrome - figures of absolute change from 

baseline for week 7 and week 26, SAS program: box_plots.sas. Run by: Jerker Linne, 

jerker.linne@ctc-ab.se 2021-06-21T14:41:47. Data extracted at: 2021-03-25T14:26:12 UTC 
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Figure 14.5-3 GSRS Abdominal pain syndrome - absolute change from baseline at week 7 and week 

26 (Per protocol set) 

 
Error bars represent standard error of the mean. 

EP-002_14_03_05_08_02.rtf. GSRS Abdominal pain syndrome - figures of absolute change from 

baseline for week 7 and week 26, SAS program: box_plots.sas. Run by: Jerker Linne, 

jerker.linne@ctc-ab.se 2021-06-21T14:41:47. Data extracted at: 2021-03-25T14:26:12 UTC 
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14.5.3 Vital signs 

Blood pressure data are presented in Table 14.3-33 in Section 14.3.7. 

Table 14.5-6 Pulse (Full analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Pulse Rate (beats/min) Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 69.3 (10.0) 67.5 (11.1) 70.0 (9.6) 68.9 (10.2) 

Median (Min, Max) 68.5 (54, 94) 66.0 (43, 98) 69.0 (49, 89) 69.0 (43, 98) 

Q1, Q3 62.0, 76.5 58.5, 75.0 63.5, 76.0 62.0, 77.0 

VISIT 2 (WEEK 1), PRE-DOSE n 52 52 52 156 

Mean (SD) 67.8 (8.9) 66.8 (10.5) 69.5 (10.7) 68.0 (10.0) 

Median (Min, Max) 66.5 (51, 90) 68.5 (47, 92) 69.0 (47, 99) 68.0 (47, 99) 

Q1, Q3 62.0, 74.0 60.0, 73.0 62.0, 76.5 61.5, 75.0 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) 65.4 (7.7) 65.9 (10.8) 69.2 (10.5) 66.8 (9.8) 

Median (Min, Max) 65.0 (48, 85) 64.5 (45, 88) 68.0 (48, 98) 66.0 (45, 98) 

Q1, Q3 60.0, 71.0 59.0, 73.0 63.0, 76.0 60.0, 73.0 

VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) 65.0 (7.2) 63.1 (9.5) 67.1 (10.6) 65.1 (9.4) 

Median (Min, Max) 63.0 (53, 81) 62.0 (41, 81) 65.0 (51, 90) 64.0 (41, 90) 

Q1, Q3 61.0, 70.0 54.0, 72.0 59.0, 75.0 58.0, 72.0 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) 67.7 (8.7) 65.8 (10.3) 70.4 (11.9) 68.0 (10.5) 

Median (Min, Max) 65.5 (53, 86) 64.0 (45, 83) 68.5 (50, 100) 67.0 (45, 100) 

Q1, Q3 61.0, 75.5 59.0, 74.0 62.0, 78.0 61.0, 76.0 

VISIT 6 (WEEK 28) n 44 45 46 135 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Mean (SD) 68.7 (8.1) 67.0 (11.3) 70.1 (10.2) 68.6 (10.0) 

Median (Min, Max) 69.0 (54, 89) 64.0 (41, 93) 68.5 (49, 95) 68.0 (41, 95) 

Q1, Q3 63.0, 73.0 61.0, 74.0 63.0, 77.0 62.0, 75.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 70.5 (10.9) 66.8 (16.4) 75.0 (10.4) 69.8 (13.1) 

Median (Min, Max) 72.0 (56, 82) 63.5 (48, 93) 81.0 (63, 81) 70.0 (48, 93) 

Q1, Q3 63.0, 78.0 55.0, 78.0 63.0, 81.0 61.0, 81.0 

Absolute change from 

baseline 

VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) -1.6 (6.6) -1.0 (7.8) -0.2 (7.9) -0.9 (7.5) 

Median (Min, Max) -1.0 (-14, 18) -2.0 (-17, 22) 0.5 (-18, 20) -2.0 (-18, 22) 

Q1, Q3 -7.0, 2.0 -6.0, 3.0 -6.0, 5.0 -6.0, 3.0 

VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) -2.2 (6.2) -3.8 (8.9) -2.4 (6.2) -2.8 (7.2) 

Median (Min, Max) -1.0 (-18, 11) -4.0 (-19, 32) -3.0 (-14, 13) -3.0 (-19, 32) 

Q1, Q3 -6.0, 2.0 -10.0, 0.0 -8.0, 2.0 -8.0, 2.0 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) 0.6 (6.9) -1.2 (9.1) 1.3 (8.6) 0.2 (8.3) 

Median (Min, Max) 0.0 (-11, 16) -1.0 (-18, 28) -1.0 (-10, 20) 0.0 (-18, 28) 

Q1, Q3 -5.0, 5.0 -7.0, 4.0 -6.0, 7.0 -6.0, 6.0 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 1.6 (7.9) 0.0 (10.2) 1.0 (6.9) 0.9 (8.4) 

Median (Min, Max) 2.0 (-12, 22) 0.0 (-21, 23) 0.0 (-9, 24) 1.0 (-21, 24) 

Q1, Q3 -3.5, 6.5 -7.0, 7.0 -4.0, 5.0 -5.0, 6.0 

END OF STUDY n 4 6 3 13 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Mean (SD) -3.0 (6.9) 2.7 (11.7) 2.3 (5.1) 0.8 (9.0) 

Median (Min, Max) -5.5 (-8, 7) 3.0 (-12, 21) 1.0 (-2, 8) 1.0 (-12, 21) 

Q1, Q3 -7.5, 1.5 -7.0, 8.0 -2.0, 8.0 -7.0, 7.0 

Relative change from 

baseline (%) 
VISIT 3 (WEEK 7), PRE-DOSE n 48 50 50 148 

Mean (SD) -1.8 (9.9) -0.7 (12.5) 0.5 (11.9) -0.7 (11.5) 

Median (Min, Max) -1.5 (-19, 27) -3.2 (-21, 39) 0.6 (-19, 34) -2.5 (-21, 39) 

Q1, Q3 -10.4, 3.5 -8.2, 5.1 -8.1, 7.7 -9.3, 5.2 

VISIT 4 (WEEK 14), PRE-DOSE n 45 47 49 141 

Mean (SD) -2.8 (8.8) -4.6 (14.5) -3.0 (9.4) -3.5 (11.2) 

Median (Min, Max) -1.6 (-22, 17) -5.5 (-23, 65) -4.2 (-21, 24) -3.8 (-23, 65) 

Q1, Q3 -9.1, 3.1 -14.1, 0.0 -10.5, 3.3 -10.7, 2.8 

VISIT 5 (WEEK 26), PRE-DOSE n 44 45 46 135 

Mean (SD) 1.3 (10.6) -0.8 (14.6) 2.4 (13.1) 1.0 (12.9) 

Median (Min, Max) 0.0 (-16, 28) -1.4 (-27, 57) -1.3 (-15, 33) 0.0 (-27, 57) 

Q1, Q3 -6.7, 8.2 -10.5, 6.4 -7.1, 10.0 -8.1, 9.5 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 3.2 (12.1) 1.0 (15.5) 2.2 (10.9) 2.1 (12.9) 

Median (Min, Max) 3.0 (-16, 38) 0.0 (-34, 37) 0.0 (-12, 45) 1.4 (-34, 45) 

Q1, Q3 -4.5, 10.1 -10.3, 12.8 -5.6, 7.0 -6.5, 9.1 

END OF STUDY n 4 6 3 13 

Mean (SD) -3.8 (10.0) 3.6 (16.8) 3.0 (7.2) 1.2 (12.8) 

Median (Min, Max) -6.6 (-13, 10) 5.0 (-16, 29) 1.3 (-3, 11) 1.3 (-16, 29) 

Q1, Q3 -10.2, 2.5 -12.7, 11.4 -3.1, 11.0 -7.9, 10.4 

 
Data based on Full analysis set.  EP-002 Pulse, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-

05T21:03:56. Data extracted at: 2021-03-25T14:26:12 UTC 
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14.5.4 Electrocardiograms 

Table 14.5-7 ECG measurements (Full analysis set) 

Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

PR Interval, Aggregate 

(msec) 

Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 159.2 (23.6) 161.6 (20.4) 161.5 (23.5) 160.8 (22.4) 

Median (Min, Max) 158.0 (78, 222) 158.0 (128, 218) 158.0 (118, 226) 158.0 (78, 226) 

Q1, Q3 146.0, 171.0 146.0, 175.0 146.0, 174.0 146.0, 174.0 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 157.0 (22.5) 164.4 (23.5) 164.0 (21.4) 161.8 (22.6) 

Median (Min, Max) 157.0 (88, 220) 162.0 (134, 236) 158.0 (118, 220) 158.0 (88, 236) 

Q1, Q3 144.0, 170.0 148.0, 176.0 150.0, 178.0 148.0, 174.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 185.0 (19.4) 174.3 (21.2) 154.0 (6.0) 172.9 (20.6) 

Median (Min, Max) 185.0 (164, 206) 178.0 (138, 200) 154.0 (148, 160) 174.0 (138, 206) 

Q1, Q3 169.0, 201.0 166.0, 186.0 148.0, 160.0 160.0, 186.0 

Absolute change from 

baseline 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) -1.3 (8.1) 4.2 (10.5) 2.1 (11.3) 1.7 (10.3) 

Median (Min, Max) -1.0 (-24, 14) 4.0 (-12, 44) 2.0 (-36, 36) 0.0 (-36, 44) 

Q1, Q3 -6.0, 4.0 -2.0, 10.0 -2.0, 8.0 -4.0, 8.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 3.0 (10.9) -0.7 (3.5) -0.7 (8.1) 0.5 (7.0) 

Median (Min, Max) 0.0 (-6, 18) 1.0 (-6, 2) 4.0 (-10, 4) 2.0 (-10, 18) 

Q1, Q3 -5.0, 11.0 -4.0, 2.0 -10.0, 4.0 -4.0, 4.0 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Relative change from 

baseline (%) 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) -0.5 (5.2) 2.6 (6.2) 1.8 (7.3) 1.3 (6.4) 

Median (Min, Max) -0.5 (-13, 13) 2.2 (-8, 25) 1.2 (-16, 31) 0.0 (-16, 31) 

Q1, Q3 -3.7, 2.6 -1.2, 5.6 -1.7, 5.6 -2.5, 5.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 1.6 (5.8) -0.2 (1.9) -0.4 (5.2) 0.3 (3.9) 

Median (Min, Max) 0.0 (-3, 10) 0.5 (-3, 1) 2.6 (-6, 3) 1.1 (-6, 10) 

Q1, Q3 -2.7, 6.0 -2.2, 1.2 -6.3, 2.7 -2.4, 2.4 

QRS Duration, 

Aggregate (msec) 

Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 89.8 (8.5) 90.4 (8.4) 91.5 (11.4) 90.6 (9.5) 

Median (Min, Max) 88.0 (76, 114) 92.0 (74, 114) 90.0 (74, 144) 90.0 (74, 144) 

Q1, Q3 84.0, 95.0 85.0, 96.0 86.0, 94.0 84.0, 96.0 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 89.7 (8.7) 89.6 (8.6) 90.3 (12.4) 89.9 (10.0) 

Median (Min, Max) 88.0 (74, 112) 88.0 (72, 116) 90.0 (59, 142) 90.0 (59, 142) 

Q1, Q3 84.0, 95.0 84.0, 94.0 84.0, 96.0 84.0, 96.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 89.0 (14.3) 96.0 (11.5) 108.7 (20.8) 96.8 (15.3) 

Median (Min, Max) 89.0 (74, 104) 94.0 (84, 110) 102.0 (92, 132) 98.0 (74, 132) 

Q1, Q3 77.0, 101.0 86.0, 108.0 92.0, 132.0 86.0, 104.0 

Absolute change from 

baseline 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) -0.2 (4.6) 0.4 (4.3) -0.2 (5.5) 0.0 (4.8) 

Median (Min, Max) 0.0 (-10, 10) 0.0 (-8, 12) 0.0 (-19, 14) 0.0 (-19, 14) 

Q1, Q3 -4.0, 2.0 -2.0, 2.0 -4.0, 2.0 -2.0, 2.0 

END OF STUDY n 4 6 3 13 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Mean (SD) -1.5 (7.0) -2.7 (6.9) 2.7 (11.7) -1.1 (7.7) 

Median (Min, Max) -1.0 (-10, 6) -5.0 (-8, 10) -2.0 (-6, 16) -4.0 (-10, 16) 

Q1, Q3 -7.0, 4.0 -8.0, 0.0 -6.0, 16.0 -6.0, 2.0 

Relative change from 

baseline (%) 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) -0.1 (5.1) 0.5 (4.9) -0.3 (6.4) 0.0 (5.5) 

Median (Min, Max) 0.0 (-10, 11) 0.0 (-9, 15) 0.0 (-24, 15) 0.0 (-24, 15) 

Q1, Q3 -4.2, 2.4 -2.3, 2.4 -3.5, 2.3 -2.4, 2.4 

END OF STUDY n 4 6 3 13 

Mean (SD) -2.0 (8.0) -2.6 (7.0) 1.9 (10.5) -1.4 (7.6) 

Median (Min, Max) -1.4 (-12, 7) -5.1 (-8, 10) -1.9 (-6, 14) -3.5 (-12, 14) 

Q1, Q3 -8.3, 4.2 -7.4, 0.0 -6.1, 13.8 -6.7, 2.0 

QT Interval, Aggregate 

(msec) 

Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 396.9 (23.1) 403.2 (31.9) 400.0 (31.1) 400.0 (28.9) 

Median (Min, Max) 396.0 (346, 440) 403.0 (346, 476) 397.0 (320, 458) 401.0 (320, 476) 

Q1, Q3 382.0, 418.0 374.0, 418.0 383.0, 417.0 380.0, 418.0 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 400.7 (22.4) 409.5 (32.4) 404.5 (26.8) 404.9 (27.6) 

Median (Min, Max) 398.0 (352, 468) 410.0 (336, 474) 402.0 (354, 474) 402.0 (336, 474) 

Q1, Q3 384.0, 414.0 384.0, 434.0 386.0, 422.0 384.0, 424.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 402.5 (24.1) 408.3 (42.1) 383.3 (40.8) 400.8 (35.6) 

Median (Min, Max) 397.0 (380, 436) 404.0 (348, 480) 374.0 (348, 428) 402.0 (348, 480) 

Q1, Q3 386.0, 419.0 402.0, 412.0 348.0, 428.0 380.0, 412.0 

Absolute change from 

baseline 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 4.3 (17.6) 6.8 (25.4) 1.5 (24.2) 4.2 (22.6) 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 6.0 (-30, 36) 8.0 (-46, 85) 0.0 (-46, 84) 4.0 (-46, 85) 

Q1, Q3 -11.0, 15.0 -12.0, 22.0 -10.0, 8.0 -12.0, 16.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 7.0 (20.8) -1.3 (18.2) -6.0 (13.1) 0.2 (17.4) 

Median (Min, Max) 16.0 (-24, 20) -3.0 (-24, 20) -4.0 (-20, 6) 4.0 (-24, 20) 

Q1, Q3 -5.0, 19.0 -16.0, 18.0 -20.0, 6.0 -16.0, 18.0 

Relative change from 

baseline (%) 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 1.2 (4.4) 1.9 (6.5) 0.7 (6.5) 1.2 (5.9) 

Median (Min, Max) 1.5 (-7, 10) 1.9 (-11, 23) 0.0 (-11, 26) 1.1 (-11, 26) 

Q1, Q3 -2.6, 4.2 -2.7, 5.5 -2.5, 2.3 -2.6, 4.6 

END OF STUDY n 4 6 3 13 

Mean (SD) 1.8 (5.2) -0.4 (4.5) -1.6 (3.6) 0.0 (4.4) 

Median (Min, Max) 4.2 (-6, 5) -0.7 (-6, 5) -0.9 (-5, 2) 1.0 (-6, 5) 

Q1, Q3 -1.1, 4.7 -3.8, 3.9 -5.4, 1.6 -3.8, 3.9 

QTcF Interval, 

Aggregate (msec) 

Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 412.4 (14.0) 413.8 (14.8) 415.2 (17.5) 413.8 (15.5) 

Median (Min, Max) 411.5 (381, 446) 413.0 (376, 442) 416.0 (368, 450) 413.0 (368, 450) 

Q1, Q3 403.5, 419.5 403.5, 423.5 406.0, 428.5 404.0, 425.0 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 413.0 (15.0) 419.3 (17.2) 419.3 (16.3) 417.3 (16.4) 

Median (Min, Max) 409.0 (392, 449) 420.0 (386, 454) 422.0 (388, 458) 417.0 (386, 458) 

Q1, Q3 402.5, 420.5 406.0, 431.0 409.0, 427.0 405.0, 427.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 419.0 (10.7) 413.5 (22.5) 410.3 (23.5) 414.5 (18.6) 

Median (Min, Max) 418.0 (409, 431) 412.5 (386, 442) 412.0 (386, 433) 412.0 (386, 442) 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 410.0, 428.0 393.0, 435.0 386.0, 433.0 406.0, 431.0 

Absolute change from 

baseline 
VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 2.1 (13.6) 5.7 (15.6) 3.3 (15.0) 3.7 (14.7) 

Median (Min, Max) 2.5 (-25, 39) 7.0 (-38, 40) 1.0 (-26, 51) 3.0 (-38, 51) 

Q1, Q3 -6.5, 9.5 -1.0, 17.0 -5.0, 12.0 -4.0, 11.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 6.0 (21.7) -3.3 (19.2) -12.7 (17.6) -2.6 (19.3) 

Median (Min, Max) 14.0 (-26, 22) -3.0 (-26, 21) -11.0 (-31, 4) 2.0 (-31, 22) 

Q1, Q3 -6.5, 18.5 -23.0, 14.0 -31.0, 4.0 -23.0, 14.0 

Relative change from 

baseline (%) 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 0.5 (3.3) 1.4 (3.8) 0.9 (3.7) 0.9 (3.6) 

Median (Min, Max) 0.6 (-6, 10) 1.6 (-9, 10) 0.2 (-6, 14) 0.7 (-9, 14) 

Q1, Q3 -1.5, 2.3 -0.2, 3.9 -1.2, 2.8 -1.0, 2.7 

END OF STUDY n 4 6 3 13 

Mean (SD) 1.6 (5.1) -0.8 (4.6) -3.0 (4.2) -0.5 (4.6) 

Median (Min, Max) 3.5 (-6, 5) -0.8 (-6, 5) -2.5 (-7, 1) 0.5 (-7, 5) 

Q1, Q3 -1.4, 4.6 -5.6, 3.3 -7.4, 1.0 -5.6, 3.3 

 
Data based on Full analysis set.  EP-002 ECG measurements, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 

2021-05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.5-8 ECG, shift table (Full analysis set) 

Assessment Treatment Assessment timepoint Result 

Abnormal 

NCS 

n (%) 

Normal 

n (%) 

TOTAL 

n (%) 

Interpretation EMP16-02 120mg/40mg 

(N=52) 

VISIT 6 (WEEK 28) Abnormal 

NCS 

3 (5.8%) 2 (3.8%) 5 (9.6%) 

Normal 5 (9.6%) 34 

(65.4%) 

39 

(75.0%) 

TOTAL 8 (15.4%) 36 

(69.2%) 

44 

(84.6%) 

END OF STUDY MISSING 1 (1.9%) 1 (1.9%) 2 (3.8%) 

Normal 2 (3.8%) 2 (3.8%) 4 (7.7%) 

TOTAL 3 (5.8%) 3 (5.8%) 6 (11.5%) 

EMP16-02 150mg/50mg 

(N=52) 

VISIT 6 (WEEK 28) Abnormal 

NCS 

3 (5.8%) 2 (3.8%) 5 (9.6%) 

Normal 1 (1.9%) 39 

(75.0%) 

40 

(76.9%) 

TOTAL 4 (7.7%) 41 

(78.8%) 

45 

(86.5%) 

END OF STUDY Abnormal 

NCS 
1 (1.9%) NA 1 (1.9%) 

MISSING NA 1 (1.9%) 1 (1.9%) 

Normal 1 (1.9%) 4 (7.7%) 5 (9.6%) 

TOTAL 2 (3.8%) 5 (9.6%) 7 (13.5%) 

PLACEBO (N=52) VISIT 6 (WEEK 28) Abnormal 

NCS 
3 (5.8%) NA 3 (5.8%) 

MISSING NA 1 (1.9%) 1 (1.9%) 

Normal 2 (3.8%) 40 

(76.9%) 

42 

(80.8%) 

TOTAL 5 (9.6%) 41 

(78.8%) 

46 

(88.5%) 

END OF STUDY Abnormal 

NCS 

1 (1.9%) NA 1 (1.9%) 

MISSING 1 (1.9%) 2 (3.8%) 3 (5.8%) 

Normal NA 2 (3.8%) 2 (3.8%) 

TOTAL 2 (3.8%) 4 (7.7%) 6 (11.5%) 

 
Data based on Full analysis set population. Results are presented as n(%)/N, where N is the 

total number of observations at that specific timepoint. NA: Not available - no observations 

in subgroup.  EP-002 ECG, shift table, SAS program: descriptive_stat_tables.sas. Run by: 

Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-

25T14:26:12 UTC 
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14.5.5 Safety laboratory measurements  

Table 14.5-9 Laboratory measurements - chemistry (Full analysis set) 

Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Alanine 

Aminotransferase 

(ukat/L) 

Measured value VISIT 1 SCREENING n 52 52 51 155 

Mean (SD) 0.546 (0.337) 0.570 (0.360) 0.523 (0.240) 0.546 (0.316) 

Median (Min, Max) 0.455 (0.27, 2.30) 0.450 (0.18, 2.02) 0.480 (0.20, 1.43) 0.460 (0.18, 2.30) 

Q1, Q3 0.330, 0.660 0.365, 0.635 0.340, 0.670 0.350, 0.660 

VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 52 52 156 

Mean (SD) 0.544 (0.332) 0.519 (0.282) 0.534 (0.260) 0.532 (0.291) 

Median (Min, Max) 0.485 (0.24, 2.48) 0.460 (0.19, 1.83) 0.500 (0.18, 1.50) 0.480 (0.18, 2.48) 

Q1, Q3 0.355, 0.610 0.360, 0.535 0.355, 0.640 0.360, 0.615 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) 0.561 (0.345) 0.541 (0.311) 0.479 (0.272) 0.526 (0.310) 

Median (Min, Max) 0.430 (0.21, 2.20) 0.480 (0.15, 1.62) 0.465 (0.15, 1.97) 0.460 (0.15, 2.20) 

Q1, Q3 0.350, 0.675 0.350, 0.610 0.330, 0.540 0.340, 0.605 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) 0.513 (0.275) 0.547 (0.368) 0.446 (0.186) 0.501 (0.286) 

Median (Min, Max) 0.400 (0.24, 1.89) 0.415 (0.19, 1.86) 0.420 (0.18, 0.90) 0.415 (0.18, 1.89) 

Q1, Q3 0.360, 0.600 0.310, 0.620 0.290, 0.560 0.330, 0.600 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 0.483 (0.308) 0.489 (0.286) 0.447 (0.176) 0.473 (0.261) 

Median (Min, Max) 0.385 (0.15, 1.99) 0.390 (0.17, 1.30) 0.445 (0.20, 0.86) 0.400 (0.15, 1.99) 

Q1, Q3 0.295, 0.590 0.320, 0.620 0.310, 0.530 0.300, 0.570 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 0.796 (1.951) 0.480 (0.314) 0.496 (0.215) 0.589 (1.140) 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Median (Min, Max) 0.415 (0.20, 13.20) 0.400 (0.15, 1.80) 0.470 (0.17, 1.19) 0.410 (0.15, 13.20) 

Q1, Q3 0.325, 0.555 0.310, 0.510 0.310, 0.590 0.320, 0.550 

END OF STUDY n 4 6 3 13 

Mean (SD) 0.608 (0.124) 0.520 (0.173) 0.650 (0.296) 0.577 (0.185) 

Median (Min, Max) 0.600 (0.48, 0.75) 0.490 (0.35, 0.82) 0.790 (0.31, 0.85) 0.530 (0.31, 0.85) 

Q1, Q3 0.505, 0.710 0.370, 0.600 0.310, 0.850 0.480, 0.750 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 0.024 (0.242) 0.020 (0.234) -0.056 (0.188) -0.004 (0.224) 

Median (Min, Max) 0.005 (-0.38, 1.04) 0.025 (-0.77, 0.50) -0.025 (-0.74, 0.47) 0.000 (-0.77, 1.04) 

Q1, Q3 -0.075, 0.060 -0.110, 0.130 -0.150, 0.020 -0.120, 0.060 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) -0.026 (0.204) 0.043 (0.366) -0.063 (0.202) -0.016 (0.269) 

Median (Min, Max) -0.010 (-0.59, 0.43) -0.005 (-0.91, 1.54) -0.040 (-0.69, 0.69) -0.020 (-0.91, 1.54) 

Q1, Q3 -0.090, 0.080 -0.120, 0.100 -0.140, 0.030 -0.130, 0.070 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -0.057 (0.217) -0.015 (0.313) -0.069 (0.151) -0.047 (0.236) 

Median (Min, Max) -0.035 (-0.57, 0.43) -0.030 (-1.20, 0.63) -0.035 (-0.71, 0.18) -0.030 (-1.20, 0.63) 

Q1, Q3 -0.170, 0.060 -0.120, 0.080 -0.140, 0.040 -0.130, 0.050 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 0.256 (1.918) -0.024 (0.322) -0.021 (0.198) 0.069 (1.120) 

Median (Min, Max) 0.000 (-0.54, 12.62) -0.010 (-1.34, 1.34) -0.010 (-0.69, 0.37) -0.005 (-1.34, 12.62) 

Q1, Q3 -0.155, 0.110 -0.140, 0.080 -0.110, 0.080 -0.140, 0.090 

END OF STUDY n 4 6 3 13 

Mean (SD) 0.038 (0.112) -0.150 (0.131) 0.110 (0.026) -0.032 (0.155) 

Median (Min, Max) 0.030 (-0.09, 0.18) -0.165 (-0.33, 0.03) 0.100 (0.09, 0.14) 0.010 (-0.33, 0.18) 

Q1, Q3 -0.040, 0.115 -0.230, -0.040 0.090, 0.140 -0.130, 0.090 



              Clinical Study Report EP-002 Final version 1.0 

CONFIDENTIAL                351 (398) 

Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) 10.8 (51.5) 8.0 (38.5) -6.7 (27.6) 3.9 (40.7) 

Median (Min, Max) 1.3 (-45, 226) 5.5 (-59, 109) -4.7 (-67, 59) 0.0 (-67, 226) 

Q1, Q3 -14.8, 15.7 -25.5, 38.3 -27.8, 8.3 -23.3, 17.8 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) 3.0 (35.3) 17.6 (85.5) -3.2 (55.6) 5.6 (62.5) 

Median (Min, Max) -3.3 (-55, 103) -1.4 (-66, 481) -12.7 (-69, 329) -5.9 (-69, 481) 

Q1, Q3 -17.5, 22.6 -20.5, 23.3 -26.8, 7.8 -24.0, 18.7 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -4.5 (36.9) 3.6 (49.6) -7.7 (27.9) -2.9 (39.1) 

Median (Min, Max) -6.3 (-73, 92) -10.4 (-72, 154) -8.3 (-71, 100) -8.3 (-73, 154) 

Q1, Q3 -27.5, 16.6 -25.6, 23.5 -25.0, 6.9 -25.6, 11.1 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 49.0 (330.3) 1.8 (56.1) 2.9 (38.0) 17.7 (193.1) 

Median (Min, Max) 0.0 (-60, 2176) -3.8 (-73, 291) -2.1 (-69, 127) -1.0 (-73, 2176) 

Q1, Q3 -34.2, 20.8 -28.6, 13.2 -20.5, 21.0 -27.8, 20.4 

END OF STUDY n 4 6 3 13 

Mean (SD) 6.9 (19.7) -19.9 (16.0) 27.0 (18.5) -0.8 (25.6) 

Median (Min, Max) 6.0 (-16, 32) -27.4 (-35, 7) 21.5 (12, 48) 1.5 (-35, 48) 

Q1, Q3 -7.1, 21.0 -28.7, -7.4 11.8, 47.6 -27.1, 11.8 

Aspartate 

Aminotransferase 

(ukat/L) 

Measured value VISIT 1 SCREENING n 52 52 51 155 

Mean (SD) 0.435 (0.119) 0.461 (0.169) 0.452 (0.135) 0.449 (0.142) 

Median (Min, Max) 0.420 (0.25, 0.97) 0.435 (0.24, 1.36) 0.440 (0.25, 1.04) 0.430 (0.24, 1.36) 

Q1, Q3 0.350, 0.475 0.365, 0.500 0.370, 0.510 0.360, 0.500 

VISIT 2 (WEEK 1), PRE-

DOSE 
n 51 52 52 155 

Mean (SD) 0.446 (0.138) 0.445 (0.134) 0.483 (0.156) 0.458 (0.143) 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Median (Min, Max) 0.430 (0.23, 1.08) 0.415 (0.28, 1.04) 0.455 (0.26, 1.01) 0.430 (0.23, 1.08) 

Q1, Q3 0.360, 0.500 0.370, 0.490 0.370, 0.535 0.370, 0.500 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 48 146 

Mean (SD) 0.452 (0.154) 0.458 (0.162) 0.446 (0.120) 0.452 (0.146) 

Median (Min, Max) 0.405 (0.30, 1.04) 0.420 (0.27, 1.23) 0.430 (0.27, 0.83) 0.420 (0.27, 1.23) 

Q1, Q3 0.360, 0.480 0.360, 0.500 0.355, 0.485 0.360, 0.490 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) 0.410 (0.107) 0.518 (0.720) 0.408 (0.121) 0.445 (0.423) 

Median (Min, Max) 0.380 (0.28, 0.89) 0.380 (0.27, 5.20) 0.410 (0.10, 0.71) 0.390 (0.10, 5.20) 

Q1, Q3 0.340, 0.440 0.340, 0.450 0.330, 0.470 0.340, 0.450 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 0.397 (0.113) 0.431 (0.141) 0.437 (0.134) 0.422 (0.130) 

Median (Min, Max) 0.375 (0.25, 0.87) 0.380 (0.23, 0.82) 0.400 (0.25, 0.84) 0.380 (0.23, 0.87) 

Q1, Q3 0.325, 0.440 0.350, 0.530 0.360, 0.500 0.330, 0.480 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 0.496 (0.481) 0.442 (0.245) 0.441 (0.141) 0.459 (0.319) 

Median (Min, Max) 0.400 (0.29, 3.48) 0.390 (0.22, 1.40) 0.390 (0.28, 0.90) 0.400 (0.22, 3.48) 

Q1, Q3 0.350, 0.445 0.330, 0.440 0.350, 0.480 0.350, 0.460 

END OF STUDY n 4 6 3 13 

Mean (SD) 0.455 (0.211) 0.385 (0.036) 0.627 (0.444) 0.462 (0.233) 

Median (Min, Max) 0.545 (0.14, 0.59) 0.385 (0.33, 0.43) 0.460 (0.29, 1.13) 0.410 (0.14, 1.13) 

Q1, Q3 0.340, 0.570 0.370, 0.410 0.290, 1.130 0.370, 0.540 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 47 50 48 145 

Mean (SD) 0.010 (0.127) 0.011 (0.128) -0.040 (0.150) -0.006 (0.136) 

Median (Min, Max) 0.010 (-0.17, 0.56) 0.010 (-0.39, 0.37) -0.010 (-0.45, 0.51) 0.000 (-0.45, 0.56) 

Q1, Q3 -0.060, 0.040 -0.040, 0.090 -0.135, 0.045 -0.070, 0.050 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 44 46 49 139 

Mean (SD) -0.034 (0.105) 0.076 (0.721) -0.072 (0.143) -0.011 (0.429) 

Median (Min, Max) -0.005 (-0.29, 0.13) -0.005 (-0.37, 4.81) -0.040 (-0.62, 0.15) -0.030 (-0.62, 4.81) 

Q1, Q3 -0.110, 0.040 -0.080, 0.040 -0.120, 0.010 -0.110, 0.030 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 43 45 46 134 

Mean (SD) -0.046 (0.112) -0.012 (0.138) -0.037 (0.137) -0.031 (0.130) 

Median (Min, Max) -0.030 (-0.32, 0.16) -0.020 (-0.40, 0.41) -0.020 (-0.50, 0.47) -0.030 (-0.50, 0.47) 

Q1, Q3 -0.130, 0.040 -0.060, 0.040 -0.090, 0.030 -0.100, 0.040 

VISIT 6 (WEEK 28) n 43 45 45 133 

Mean (SD) 0.054 (0.475) -0.001 (0.229) -0.032 (0.136) 0.006 (0.311) 

Median (Min, Max) -0.010 (-0.34, 3.01) -0.030 (-0.53, 0.92) -0.020 (-0.38, 0.25) -0.020 (-0.53, 3.01) 

Q1, Q3 -0.080, 0.050 -0.090, 0.060 -0.070, 0.030 -0.080, 0.050 

END OF STUDY n 4 6 3 13 

Mean (SD) 0.043 (0.091) -0.097 (0.085) 0.000 (0.131) -0.032 (0.110) 

Median (Min, Max) 0.075 (-0.09, 0.11) -0.075 (-0.20, 0.00) 0.020 (-0.14, 0.12) -0.030 (-0.20, 0.12) 

Q1, Q3 -0.015, 0.100 -0.200, -0.030 -0.140, 0.120 -0.090, 0.060 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 47 50 48 145 

Mean (SD) 4.2 (28.7) 4.9 (26.1) -2.7 (31.8) 2.1 (28.9) 

Median (Min, Max) 2.4 (-35, 130) 2.8 (-48, 72) -2.2 (-55, 159) 0.0 (-55, 159) 

Q1, Q3 -14.8, 12.1 -10.3, 16.7 -23.4, 10.3 -14.5, 12.8 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 44 46 49 139 

Mean (SD) -4.5 (21.2) 22.5 (183.8) -11.2 (22.2) 2.1 (107.4) 

Median (Min, Max) -1.4 (-44, 33) -1.2 (-49, 1233) -11.8 (-86, 28) -7.0 (-86, 1233) 

Q1, Q3 -19.7, 13.2 -16.0, 9.1 -22.4, 3.1 -20.5, 9.1 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 43 45 46 134 

Mean (SD) -7.3 (22.2) 0.9 (34.4) -4.5 (27.6) -3.6 (28.5) 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Median (Min, Max) -8.3 (-47, 43) -5.1 (-49, 141) -4.1 (-61, 127) -6.3 (-61, 141) 

Q1, Q3 -25.6, 9.8 -16.2, 10.0 -22.4, 9.1 -19.4, 9.4 

VISIT 6 (WEEK 28) n 43 45 45 133 

Mean (SD) 13.8 (100.5) 2.5 (50.4) -3.7 (24.2) 4.0 (65.6) 

Median (Min, Max) -1.9 (-48, 640) -8.3 (-65, 205) -3.6 (-51, 45) -3.6 (-65, 640) 

Q1, Q3 -15.7, 16.7 -23.1, 17.1 -17.9, 9.4 -18.6, 12.8 

END OF STUDY n 4 6 3 13 

Mean (SD) 4.1 (29.3) -18.2 (14.4) -5.4 (23.8) -8.4 (22.3) 

Median (Min, Max) 15.3 (-39, 25) -16.3 (-38, 0) 4.5 (-33, 12) -6.8 (-39, 25) 

Q1, Q3 -13.3, 21.5 -31.7, -6.8 -32.6, 11.9 -31.7, 11.9 

Alkaline 

Phosphatase 

(ukat/L) 

Measured value VISIT 1 SCREENING n 52 52 51 155 

Mean (SD) 1.220 (0.308) 1.238 (0.404) 1.224 (0.322) 1.227 (0.345) 

Median (Min, Max) 1.200 (0.60, 1.90) 1.150 (0.69, 2.90) 1.200 (0.74, 2.40) 1.200 (0.60, 2.90) 

Q1, Q3 0.960, 1.400 0.940, 1.450 0.970, 1.400 0.980, 1.400 

VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 52 52 156 

Mean (SD) 1.187 (0.317) 1.220 (0.380) 1.191 (0.313) 1.199 (0.336) 

Median (Min, Max) 1.150 (0.57, 1.80) 1.200 (0.70, 2.70) 1.150 (0.71, 2.00) 1.200 (0.57, 2.70) 

Q1, Q3 0.945, 1.400 0.950, 1.400 0.905, 1.500 0.940, 1.450 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 1.206 (0.316) 1.209 (0.369) 1.161 (0.313) 1.192 (0.332) 

Median (Min, Max) 1.200 (0.59, 2.00) 1.100 (0.73, 2.60) 1.100 (0.71, 2.20) 1.150 (0.59, 2.60) 

Q1, Q3 0.980, 1.400 0.990, 1.400 0.910, 1.300 0.940, 1.400 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) 1.216 (0.314) 1.189 (0.319) 1.147 (0.307) 1.183 (0.312) 

Median (Min, Max) 1.200 (0.57, 2.00) 1.150 (0.73, 2.20) 1.100 (0.70, 2.20) 1.100 (0.57, 2.20) 

Q1, Q3 0.980, 1.400 0.950, 1.400 0.930, 1.300 0.945, 1.400 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 44 45 46 135 

Mean (SD) 1.276 (0.347) 1.220 (0.359) 1.188 (0.287) 1.227 (0.332) 

Median (Min, Max) 1.200 (0.60, 2.20) 1.100 (0.73, 2.20) 1.200 (0.70, 2.20) 1.200 (0.60, 2.20) 

Q1, Q3 0.965, 1.500 0.970, 1.400 0.960, 1.400 0.960, 1.400 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 1.282 (0.351) 1.217 (0.366) 1.225 (0.346) 1.241 (0.353) 

Median (Min, Max) 1.250 (0.61, 2.20) 1.100 (0.72, 2.30) 1.200 (0.69, 2.30) 1.200 (0.61, 2.30) 

Q1, Q3 1.050, 1.400 0.960, 1.400 0.940, 1.400 0.960, 1.400 

END OF STUDY n 4 6 3 13 

Mean (SD) 1.293 (0.364) 1.458 (0.683) 1.367 (0.252) 1.386 (0.494) 

Median (Min, Max) 1.245 (0.98, 1.70) 1.250 (0.85, 2.80) 1.400 (1.10, 1.60) 1.300 (0.85, 2.80) 

Q1, Q3 0.985, 1.600 1.200, 1.400 1.100, 1.600 1.100, 1.500 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) 0.031 (0.136) -0.003 (0.128) -0.016 (0.121) 0.004 (0.129) 

Median (Min, Max) 0.020 (-0.30, 0.40) 0.000 (-0.33, 0.25) 0.000 (-0.30, 0.37) 0.000 (-0.33, 0.40) 

Q1, Q3 -0.020, 0.100 -0.100, 0.100 -0.100, 0.000 -0.095, 0.100 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) 0.035 (0.135) -0.001 (0.163) -0.021 (0.141) 0.003 (0.147) 

Median (Min, Max) 0.010 (-0.30, 0.30) 0.000 (-0.40, 0.50) 0.000 (-0.40, 0.37) 0.000 (-0.40, 0.50) 

Q1, Q3 0.000, 0.100 -0.100, 0.100 -0.100, 0.040 -0.100, 0.100 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 0.090 (0.178) 0.036 (0.178) 0.013 (0.134) 0.046 (0.166) 

Median (Min, Max) 0.100 (-0.27, 0.60) 0.020 (-0.31, 0.55) 0.000 (-0.30, 0.34) 0.050 (-0.31, 0.60) 

Q1, Q3 0.000, 0.180 -0.100, 0.100 -0.050, 0.100 -0.040, 0.100 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 0.096 (0.199) 0.033 (0.200) 0.058 (0.134) 0.062 (0.181) 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Median (Min, Max) 0.080 (-0.20, 1.04) 0.010 (-0.40, 0.55) 0.060 (-0.33, 0.34) 0.040 (-0.40, 1.04) 

Q1, Q3 0.000, 0.185 -0.050, 0.130 0.000, 0.100 0.000, 0.130 

END OF STUDY n 4 6 3 13 

Mean (SD) -0.080 (0.125) -0.017 (0.117) 0.033 (0.058) -0.025 (0.110) 

Median (Min, Max) -0.100 (-0.21, 0.09) 0.000 (-0.20, 0.10) 0.000 (0.00, 0.10) 0.000 (-0.21, 0.10) 

Q1, Q3 -0.155, -0.005 -0.100, 0.100 0.000, 0.100 -0.100, 0.090 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 3.3 (10.4) 0.6 (10.7) -0.8 (10.9) 1.0 (10.7) 

Median (Min, Max) 2.2 (-19, 25) 0.0 (-25, 26) 0.0 (-23, 45) 0.0 (-25, 45) 

Q1, Q3 -2.1, 8.7 -6.7, 7.7 -7.7, 0.0 -6.7, 7.7 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) 3.8 (10.7) 1.0 (13.8) -0.9 (12.3) 1.2 (12.4) 

Median (Min, Max) 1.1 (-19, 26) 0.0 (-31, 45) 0.0 (-27, 45) 0.0 (-31, 45) 

Q1, Q3 0.0, 11.1 -8.3, 7.7 -6.7, 5.3 -6.7, 7.8 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 8.5 (14.9) 3.7 (15.1) 2.4 (11.4) 4.8 (14.0) 

Median (Min, Max) 7.7 (-23, 60) 2.1 (-24, 58) 0.0 (-20, 40) 5.9 (-24, 60) 

Q1, Q3 0.0, 17.7 -6.7, 10.0 -5.5, 9.2 -4.3, 11.8 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 9.6 (22.2) 3.5 (16.9) 5.3 (12.1) 6.1 (17.6) 

Median (Min, Max) 7.1 (-13, 137) 1.1 (-29, 58) 6.3 (-28, 40) 5.2 (-29, 137) 

Q1, Q3 0.0, 16.7 -6.0, 13.8 0.0, 10.0 0.0, 13.3 

END OF STUDY n 4 6 3 13 

Mean (SD) -4.8 (11.3) -1.4 (8.2) 3.3 (5.8) -1.3 (8.7) 

Median (Min, Max) -5.9 (-18, 10) 0.0 (-14, 9) 0.0 (0, 10) 0.0 (-18, 10) 

Q1, Q3 -11.9, 2.3 -6.7, 3.7 0.0, 10.0 -6.3, 3.7 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Gamma Glutamyl 

Transferase 

(ukat/L) 

Measured value VISIT 1 SCREENING n 52 51 51 154 

Mean (SD) 0.5490 (0.3553) 0.5002 (0.3135) 0.5527 (0.4044) 0.5341 (0.3581) 

Median (Min, Max) 0.4700 (0.150, 1.80) 0.4300 (0.150, 2.00) 0.4600 (0.140, 2.30) 0.4500 (0.140, 2.30) 

Q1, Q3 0.3100, 0.6700 0.3100, 0.5300 0.3200, 0.6000 0.3000, 0.6200 

VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 52 52 156 

Mean (SD) 0.5225 (0.2874) 0.4817 (0.3173) 0.5990 (0.5442) 0.5344 (0.4002) 

Median (Min, Max) 0.4450 (0.140, 1.40) 0.4200 (0.170, 2.20) 0.4350 (0.140, 3.20) 0.4300 (0.140, 3.20) 

Q1, Q3 0.3250, 0.6550 0.3100, 0.5450 0.3050, 0.6050 0.3100, 0.6000 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) 0.4810 (0.3158) 0.4362 (0.2292) 0.5136 (0.3404) 0.4769 (0.2984) 

Median (Min, Max) 0.3800 (0.140, 1.60) 0.3550 (0.100, 1.30) 0.4350 (0.140, 1.91) 0.3700 (0.100, 1.91) 

Q1, Q3 0.3000, 0.5600 0.2800, 0.5800 0.3100, 0.5800 0.2950, 0.5750 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 46 49 140 

Mean (SD) 0.4402 (0.2719) 0.4478 (0.3244) 0.5102 (0.4070) 0.4672 (0.3401) 

Median (Min, Max) 0.3300 (0.130, 1.24) 0.3350 (0.100, 1.60) 0.3800 (0.170, 2.20) 0.3450 (0.100, 2.20) 

Q1, Q3 0.2600, 0.5100 0.2500, 0.5400 0.2700, 0.5800 0.2500, 0.5650 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) 0.4439 (0.2545) 0.4131 (0.2632) 0.4957 (0.3190) 0.4513 (0.2809) 

Median (Min, Max) 0.3550 (0.120, 1.18) 0.3400 (0.100, 1.40) 0.4250 (0.150, 1.73) 0.3600 (0.100, 1.73) 

Q1, Q3 0.2700, 0.5200 0.2500, 0.4400 0.2700, 0.5600 0.2600, 0.5200 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 0.5852 (0.5785) 0.5031 (0.4243) 0.5484 (0.4289) 0.5453 (0.4793) 

Median (Min, Max) 0.4050 (0.110, 3.50) 0.3600 (0.100, 2.40) 0.4700 (0.180, 2.00) 0.4050 (0.100, 3.50) 

Q1, Q3 0.3300, 0.5600 0.2800, 0.5600 0.2800, 0.5800 0.2900, 0.5800 

END OF STUDY n 4 6 3 13 

Mean (SD) 0.6425 (0.3116) 0.4217 (0.1979) 0.5433 (0.2274) 0.5177 (0.2433) 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Median (Min, Max) 0.6650 (0.240, 1.00) 0.3850 (0.180, 0.750) 0.6100 (0.290, 0.730) 0.5300 (0.180, 1.00) 

Q1, Q3 0.4450, 0.8400 0.3000, 0.5300 0.2900, 0.7300 0.3000, 0.6800 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -0.02958 (0.1519) -0.04700 (0.1923) -0.09420 (0.4697) -0.05730 (0.3066) 

Median (Min, Max) -0.01500 (-0.440, 0.640) -0.02000 (-1.23, 0.140) -0.005000 (-2.84, 0.790) -0.01000 (-2.84, 0.790) 

Q1, Q3 -0.08000, 0.01500 -0.07000, 0.01000 -0.06000, 0.03000 -0.07000, 0.02000 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) -0.06933 (0.1948) -0.01826 (0.2228) -0.09367 (0.4742) -0.06107 (0.3267) 

Median (Min, Max) -0.06000 (-0.460, 0.870) -0.04000 (-0.600, 0.970) -0.02000 (-2.97, 0.830) -0.04000 (-2.97, 0.970) 

Q1, Q3 -0.1200, -0.01000 -0.1000, 0.02000 -0.08000, 0.03000 -0.1100, 0.01000 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -0.07318 (0.2006) -0.07111 (0.1611) -0.1226 (0.5147) -0.08933 (0.3331) 

Median (Min, Max) -0.06000 (-0.560, 0.640) -0.07000 (-0.800, 0.250) -0.01000 (-2.98, 0.610) -0.05000 (-2.98, 0.640) 

Q1, Q3 -0.1400, 0.005000 -0.1200, 0.02000 -0.1000, 0.04000 -0.1200, 0.03000 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 0.06818 (0.5222) 0.01889 (0.1728) -0.06978 (0.5211) 0.005299 (0.4372) 

Median (Min, Max) -0.02000 (-0.420, 3.16) -0.01000 (-0.430, 0.600) 0.000 (-2.97, 0.830) -0.01000 (-2.97, 3.16) 

Q1, Q3 -0.09500, 0.04000 -0.08000, 0.08000 -0.04000, 0.07000 -0.08000, 0.05000 

END OF STUDY n 4 6 3 13 

Mean (SD) -0.05500 (0.07047) -0.06500 (0.08191) 0.04333 (0.2055) -0.03692 (0.1148) 

Median (Min, Max) -0.02500 (-0.160, -0.0100) -0.1000 (-0.130, 0.0700) 0.06000 (-0.170, 0.240) -0.03000 (-0.170, 0.240) 

Q1, Q3 -0.09500, -0.01500 -0.1300, 0.000 -0.1700, 0.2400 -0.1300, 0.000 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -5.3 (21.1) -6.1 (20.2) -1.5 (28.3) -4.3 (23.5) 

Median (Min, Max) -4.3 (-47, 79) -4.8 (-56, 41) -0.9 (-89, 85) -3.7 (-89, 85) 

Q1, Q3 -16.8, 3.1 -14.7, 5.0 -14.8, 9.1 -15.8, 5.8 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 46 49 140 

Mean (SD) -10.5 (41.6) -2.0 (46.1) -1.6 (44.0) -4.6 (43.8) 

Median (Min, Max) -18.5 (-51, 235) -10.6 (-64, 176) -5.2 (-93, 250) -10.6 (-93, 250) 

Q1, Q3 -26.1, -5.1 -27.3, 4.5 -20.2, 9.1 -24.8, 4.1 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -9.6 (38.2) -12.2 (23.5) -2.0 (31.7) -7.9 (31.7) 

Median (Min, Max) -17.0 (-60, 173) -16.0 (-71, 33) -3.0 (-93, 75) -11.8 (-93, 173) 

Q1, Q3 -29.7, 1.7 -26.3, 6.9 -18.6, 20.0 -26.5, 7.7 

VISIT 6 (WEEK 28) n 44 45 45 134 

Mean (SD) 21.3 (144.0) 1.4 (32.4) 4.7 (33.6) 9.0 (86.6) 

Median (Min, Max) -4.0 (-44, 929) -3.6 (-60, 103) 0.0 (-93, 81) -2.0 (-93, 929) 

Q1, Q3 -21.4, 9.3 -20.5, 13.8 -13.7, 26.7 -20.0, 14.3 

END OF STUDY n 4 6 3 13 

Mean (SD) -8.2 (8.2) -14.6 (22.4) 7.6 (43.1) -7.5 (24.9) 

Median (Min, Max) -6.0 (-20, -1) -18.4 (-42, 21) 10.9 (-37, 49) -7.7 (-42, 49) 

Q1, Q3 -13.7, -2.6 -30.2, 0.0 -37.0, 49.0 -19.8, 0.0 

Bilirubin (umol/L) Measured value VISIT 1 SCREENING n 52 52 51 155 

Mean (SD) 9.25 (4.48) 8.53 (4.01) 8.72 (4.84) 8.84 (4.44) 

Median (Min, Max) 8.20 (3.2, 26.0) 7.45 (3.0, 22.0) 8.00 (3.0, 24.0) 8.00 (3.0, 26.0) 

Q1, Q3 6.00, 11.50 5.90, 9.80 5.00, 9.50 5.70, 10.00 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 9.08 (4.79) 8.28 (3.70) 8.71 (3.48) 8.69 (4.01) 

Median (Min, Max) 7.95 (2.6, 26.0) 8.00 (2.8, 16.0) 8.00 (4.0, 20.0) 8.00 (2.6, 26.0) 

Q1, Q3 5.50, 11.00 5.00, 10.00 6.40, 11.00 6.00, 11.00 

END OF STUDY n 4 6 3 13 

Mean (SD) 8.23 (1.63) 7.87 (2.76) 4.37 (1.50) 7.17 (2.61) 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Median (Min, Max) 8.50 (6.0, 9.9) 7.25 (4.2, 12.0) 4.80 (2.7, 5.6) 6.80 (2.7, 12.0) 

Q1, Q3 7.15, 9.30 6.50, 10.00 2.70, 5.60 5.60, 8.70 

Direct Bilirubin 

(umol/L) 

Measured value VISIT 1 SCREENING n 52 52 51 155 

Mean (SD) 3.34 (1.27) 3.23 (1.36) 3.29 (1.34) 3.29 (1.31) 

Median (Min, Max) 3.00 (1.8, 7.1) 3.00 (1.9, 8.2) 3.00 (2.0, 7.0) 3.00 (1.8, 8.2) 

Q1, Q3 2.15, 4.00 2.00, 3.50 2.10, 3.90 2.00, 3.90 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 3.38 (1.51) 3.27 (1.22) 3.27 (1.23) 3.30 (1.32) 

Median (Min, Max) 3.00 (1.8, 8.0) 3.00 (1.8, 6.3) 3.00 (1.8, 7.7) 3.00 (1.8, 8.0) 

Q1, Q3 2.20, 3.95 2.00, 4.10 2.40, 3.60 2.20, 4.00 

END OF STUDY n 4 6 3 13 

Mean (SD) 3.48 (0.69) 3.35 (0.94) 2.40 (0.17) 3.17 (0.83) 

Median (Min, Max) 3.20 (3.0, 4.5) 3.25 (1.8, 4.6) 2.30 (2.3, 2.6) 3.20 (1.8, 4.6) 

Q1, Q3 3.05, 3.90 3.20, 4.00 2.30, 2.60 2.60, 3.30 

Calcium (mmol/L) Measured value VISIT 1 SCREENING n 52 52 51 155 

Mean (SD) 2.331 (0.098) 2.325 (0.095) 2.316 (0.106) 2.324 (0.099) 

Median (Min, Max) 2.315 (2.13, 2.55) 2.320 (2.12, 2.59) 2.310 (2.10, 2.51) 2.320 (2.10, 2.59) 

Q1, Q3 2.255, 2.405 2.270, 2.380 2.240, 2.400 2.260, 2.400 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 2.304 (0.118) 2.287 (0.108) 2.248 (0.095) 2.279 (0.109) 

Median (Min, Max) 2.315 (2.05, 2.54) 2.260 (2.04, 2.51) 2.250 (2.02, 2.44) 2.270 (2.02, 2.54) 

Q1, Q3 2.245, 2.380 2.210, 2.380 2.180, 2.310 2.210, 2.350 

END OF STUDY n 4 6 3 13 

Mean (SD) 2.325 (0.061) 2.267 (0.096) 2.223 (0.045) 2.275 (0.082) 

Median (Min, Max) 2.345 (2.24, 2.37) 2.260 (2.13, 2.43) 2.220 (2.18, 2.27) 2.270 (2.13, 2.43) 

Q1, Q3 2.280, 2.370 2.240, 2.280 2.180, 2.270 2.240, 2.320 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Creatinine (umol/L) Measured value VISIT 1 SCREENING n 52 52 51 155 

Mean (SD) 72.4 (11.2) 75.2 (13.4) 74.7 (14.8) 74.1 (13.2) 

Median (Min, Max) 72.0 (52, 95) 74.0 (48, 107) 74.0 (38, 111) 73.0 (38, 111) 

Q1, Q3 64.0, 78.5 69.0, 81.0 66.0, 84.0 66.0, 81.0 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 69.8 (11.9) 72.8 (12.4) 72.9 (14.5) 71.8 (13.0) 

Median (Min, Max) 67.5 (46, 99) 71.0 (53, 101) 70.0 (44, 113) 70.0 (44, 113) 

Q1, Q3 61.0, 78.0 65.0, 80.0 65.0, 79.0 63.0, 79.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 83.5 (19.1) 77.8 (16.3) 74.0 (22.7) 78.7 (17.4) 

Median (Min, Max) 87.0 (58, 102) 76.0 (58, 98) 64.0 (58, 100) 81.0 (58, 102) 

Q1, Q3 69.5, 97.5 65.0, 94.0 58.0, 100.0 64.0, 94.0 

Phosphate 

(mmol/L) 
Measured value VISIT 1 SCREENING n 52 52 51 155 

Mean (SD) 0.985 (0.182) 0.930 (0.156) 0.986 (0.187) 0.967 (0.176) 

Median (Min, Max) 0.975 (0.60, 1.30) 0.920 (0.66, 1.50) 1.000 (0.54, 1.30) 0.970 (0.54, 1.50) 

Q1, Q3 0.845, 1.140 0.820, 1.015 0.860, 1.130 0.840, 1.100 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 1.020 (0.165) 0.990 (0.147) 1.005 (0.190) 1.005 (0.167) 

Median (Min, Max) 1.000 (0.65, 1.44) 1.000 (0.64, 1.31) 1.045 (0.63, 1.32) 1.000 (0.63, 1.44) 

Q1, Q3 0.910, 1.110 0.880, 1.070 0.870, 1.130 0.890, 1.120 

END OF STUDY n 4 6 3 13 

Mean (SD) 0.840 (0.148) 0.847 (0.114) 0.863 (0.206) 0.848 (0.134) 

Median (Min, Max) 0.830 (0.70, 1.00) 0.825 (0.71, 1.05) 0.770 (0.72, 1.10) 0.800 (0.70, 1.10) 

Q1, Q3 0.715, 0.965 0.800, 0.870 0.720, 1.100 0.730, 0.930 

Potassium 

(mmol/L) 
Measured value VISIT 1 SCREENING n 52 52 51 155 

Mean (SD) 3.80 (0.26) 3.81 (0.31) 3.86 (0.24) 3.82 (0.27) 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Median (Min, Max) 3.80 (3.3, 4.3) 3.80 (2.8, 4.6) 3.80 (3.4, 4.4) 3.80 (2.8, 4.6) 

Q1, Q3 3.60, 4.00 3.65, 4.00 3.70, 4.00 3.60, 4.00 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 3.93 (0.33) 3.92 (0.30) 3.98 (0.40) 3.94 (0.35) 

Median (Min, Max) 3.90 (3.2, 4.8) 3.90 (3.2, 4.4) 3.90 (3.0, 5.1) 3.90 (3.0, 5.1) 

Q1, Q3 3.65, 4.20 3.70, 4.20 3.70, 4.30 3.70, 4.20 

END OF STUDY n 4 6 3 13 

Mean (SD) 3.88 (0.40) 3.68 (0.23) 3.87 (0.12) 3.78 (0.27) 

Median (Min, Max) 3.90 (3.4, 4.3) 3.75 (3.4, 3.9) 3.80 (3.8, 4.0) 3.80 (3.4, 4.3) 

Q1, Q3 3.55, 4.20 3.40, 3.90 3.80, 4.00 3.70, 3.90 

Sodium (mmol/L) Measured value VISIT 1 SCREENING n 52 52 51 155 

Mean (SD) 140.9 (1.5) 140.9 (2.1) 141.1 (1.7) 141.0 (1.8) 

Median (Min, Max) 141.0 (137, 144) 141.0 (136, 145) 141.0 (138, 146) 141.0 (136, 146) 

Q1, Q3 140.0, 142.0 139.0, 142.0 140.0, 142.0 140.0, 142.0 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 141.9 (1.6) 141.5 (2.0) 141.1 (1.7) 141.5 (1.8) 

Median (Min, Max) 142.0 (138, 146) 141.0 (138, 146) 141.0 (137, 144) 142.0 (137, 146) 

Q1, Q3 141.0, 143.0 140.0, 142.0 140.0, 142.0 140.0, 143.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 142.0 (2.2) 142.2 (1.5) 142.0 (2.6) 142.1 (1.8) 

Median (Min, Max) 141.5 (140, 145) 142.5 (140, 144) 141.0 (140, 145) 142.0 (140, 145) 

Q1, Q3 140.5, 143.5 141.0, 143.0 140.0, 145.0 141.0, 143.0 

Urea (mmol/L) Measured value VISIT 1 SCREENING n 52 52 51 155 

Mean (SD) 5.2 (1.2) 5.4 (1.4) 5.4 (1.6) 5.3 (1.4) 

Median (Min, Max) 5.0 (3, 8) 5.1 (3, 8) 5.5 (2, 11) 5.1 (2, 11) 

Q1, Q3 4.2, 5.9 4.3, 6.5 4.1, 6.1 4.2, 6.3 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 5.1 (1.5) 5.3 (1.5) 5.3 (1.7) 5.2 (1.6) 

Median (Min, Max) 5.0 (3, 8) 5.2 (2, 10) 5.0 (1, 12) 5.1 (1, 12) 

Q1, Q3 3.9, 6.0 4.4, 6.3 4.2, 6.1 4.2, 6.1 

END OF STUDY n 4 6 3 13 

Mean (SD) 5.1 (1.8) 5.3 (1.5) 4.6 (1.4) 5.1 (1.5) 

Median (Min, Max) 5.5 (3, 7) 5.5 (4, 8) 5.1 (3, 6) 5.3 (3, 8) 

Q1, Q3 3.9, 6.3 3.9, 5.8 3.0, 5.7 3.9, 5.8 

Insulin (mIU/L) Measured value VISIT 2 (WEEK 1), PRE-

DOSE 

n 52 51 52 155 

Mean (SD) 18.54 (12.08) 17.71 (10.17) 21.53 (17.38) 19.27 (13.59) 

Median (Min, Max) 14.90 (5.50, 71.0) 15.90 (5.10, 50.0) 16.05 (5.00, 109) 15.20 (5.00, 109) 

Q1, Q3 10.90, 22.50 9.900, 23.00 11.65, 27.50 10.90, 24.00 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) 14.81 (8.861) 14.68 (10.76) 18.49 (12.78) 16.01 (11.02) 

Median (Min, Max) 12.65 (4.30, 44.0) 11.65 (3.40, 52.0) 15.85 (1.20, 65.0) 13.00 (1.20, 65.0) 

Q1, Q3 8.150, 17.80 8.000, 17.00 10.80, 25.00 8.450, 18.80 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) 14.04 (7.597) 13.57 (8.125) 19.29 (15.04) 15.70 (11.15) 

Median (Min, Max) 12.00 (4.40, 40.0) 11.00 (1.80, 38.0) 14.00 (3.80, 83.0) 12.00 (1.80, 83.0) 

Q1, Q3 8.100, 18.00 7.600, 17.00 9.900, 23.00 8.500, 20.00 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 44 46 134 

Mean (SD) 14.86 (8.131) 16.94 (18.55) 18.14 (12.06) 16.67 (13.55) 

Median (Min, Max) 11.60 (5.80, 50.0) 11.00 (4.50, 120) 15.80 (3.50, 63.0) 12.70 (3.50, 120) 

Q1, Q3 9.700, 18.45 8.400, 18.70 10.90, 23.00 9.500, 21.00 

END OF STUDY n 0 0 0 0 

Mean (SD) ND (ND) ND (ND) ND (ND) ND (ND) 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Median (Min, Max) ND (ND, ND) ND (ND, ND) ND (ND, ND) ND (ND, ND) 

Q1, Q3 NC, NC NC, NC , , 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 49 50 147 

Mean (SD) -3.958 (8.125) -3.129 (8.642) -3.320 (10.68) -3.465 (9.175) 

Median (Min, Max) -2.600 (-31.0, 12.8) -2.900 (-30.8, 23.0) -2.000 (-49.0, 21.0) -2.000 (-49.0, 23.0) 

Q1, Q3 -5.850, 0.000 -6.400, 1.700 -4.100, 1.400 -6.000, 1.200 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) -4.222 (7.674) -3.241 (7.919) -0.01020 (11.83) -2.426 (9.516) 

Median (Min, Max) -2.000 (-36.0, 7.40) -2.000 (-33.9, 22.0) 0.2000 (-28.0, 46.6) -1.850 (-36.0, 46.6) 

Q1, Q3 -5.900, -0.7000 -6.100, 0.8000 -5.000, 2.700 -5.950, 1.000 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 43 46 133 

Mean (SD) -3.620 (9.705) 0.07907 (18.10) -1.509 (8.411) -1.694 (12.70) 

Median (Min, Max) -1.450 (-43.0, 17.0) -1.000 (-32.6, 104) -1.050 (-22.0, 22.0) -1.100 (-43.0, 104) 

Q1, Q3 -6.750, 1.400 -5.900, 1.100 -5.900, 2.000 -5.900, 1.400 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 49 50 147 

Mean (SD) -15.0 (29.7) -13.6 (37.4) -8.0 (33.2) -12.2 (33.5) 

Median (Min, Max) -24.0 (-66, 74) -19.1 (-72, 79) -9.9 (-84, 110) -17.5 (-84, 110) 

Q1, Q3 -32.4, 0.0 -47.1, 13.0 -29.2, 11.0 -33.3, 10.3 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 46 49 140 

Mean (SD) -15.9 (32.1) -13.7 (39.1) 5.1 (49.6) -7.8 (42.0) 

Median (Min, Max) -16.8 (-62, 118) -15.7 (-79, 138) 2.9 (-67, 240) -13.8 (-79, 240) 

Q1, Q3 -39.0, -4.7 -35.4, 5.6 -28.6, 16.2 -34.0, 8.3 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 43 46 133 

Mean (SD) -9.1 (35.8) 7.5 (106.9) 0.6 (48.8) -0.4 (70.1) 

Median (Min, Max) -9.6 (-67, 89) -7.4 (-76, 650) -10.6 (-58, 220) -9.1 (-76, 650) 

Q1, Q3 -37.2, 15.8 -39.4, 14.3 -31.6, 16.7 -36.7, 14.9 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Cholesterol 

(mmol/L) 
Measured value VISIT 1 SCREENING n NA 1 NA 1 

Mean (SD) NA NC NA NC 

Median (Min, Max) NA NC (7.5, 7.5) NA NC (7.5, 7.5) 

Q1, Q3 NA NC, NC NA 6.20, 7.50 

VISIT 2 (WEEK 1), PRE-

DOSE 
n 52 52 52 156 

Mean (SD) 5.56 (1.15) 5.26 (1.20) 5.35 (0.86) 5.39 (1.08) 

Median (Min, Max) 5.40 (3.5, 10.2) 4.95 (3.2, 8.5) 5.40 (3.4, 7.0) 5.30 (3.2, 10.2) 

Q1, Q3 4.80, 6.00 4.40, 6.00 4.70, 6.10 4.60, 6.00 

VISIT 3 (WEEK 7), PRE-

DOSE 
n 48 50 50 148 

Mean (SD) 4.99 (0.86) 4.78 (1.12) 5.33 (0.86) 5.03 (0.98) 

Median (Min, Max) 5.00 (3.4, 6.8) 4.65 (2.5, 8.0) 5.30 (3.1, 7.5) 5.00 (2.5, 8.0) 

Q1, Q3 4.25, 5.55 4.00, 5.60 4.90, 5.80 4.30, 5.70 

VISIT 4 (WEEK 14), PRE-

DOSE 
n 45 47 49 141 

Mean (SD) 4.90 (0.96) 4.75 (1.08) 5.16 (0.87) 4.94 (0.98) 

Median (Min, Max) 4.90 (2.9, 7.1) 4.50 (2.3, 7.3) 5.10 (2.9, 7.0) 4.90 (2.3, 7.3) 

Q1, Q3 4.20, 5.50 4.10, 5.40 4.70, 5.80 4.30, 5.50 

VISIT 5 (WEEK 26), PRE-

DOSE 
n 44 45 46 135 

Mean (SD) 5.13 (0.98) 4.84 (1.22) 5.29 (0.97) 5.09 (1.07) 

Median (Min, Max) 4.95 (2.6, 7.1) 4.70 (2.8, 7.7) 5.30 (3.3, 7.2) 5.00 (2.6, 7.7) 

Q1, Q3 4.60, 5.70 4.10, 5.50 4.90, 5.80 4.40, 5.70 

END OF STUDY n 0 0 0 0 

Mean (SD) ND (ND) ND (ND) ND (ND) ND (ND) 

Median (Min, Max) ND (ND, ND) ND (ND, ND) ND (ND, ND) ND (ND, ND) 

Q1, Q3 NC, NC NC, NC , , 

n 48 50 50 148 
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Assessment (unit) Result Category Assessment timepoint  EMP16-02 120mg/40mg EMP16-02 150mg/50mg PLACEBO Total 

Absolute change 

from baseline 

VISIT 3 (WEEK 7), PRE-

DOSE 

Mean (SD) -0.59 (0.82) -0.48 (0.59) 0.00 (0.53) -0.35 (0.70) 

Median (Min, Max) -0.50 (-4.7, 0.6) -0.45 (-2.2, 0.7) 0.00 (-1.4, 1.1) -0.30 (-4.7, 1.1) 

Q1, Q3 -0.85, -0.10 -0.80, -0.10 -0.40, 0.40 -0.70, 0.10 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -0.72 (0.70) -0.56 (0.76) -0.22 (0.56) -0.49 (0.70) 

Median (Min, Max) -0.70 (-3.7, 0.7) -0.50 (-2.7, 1.2) -0.30 (-1.3, 1.5) -0.40 (-3.7, 1.5) 

Q1, Q3 -1.10, -0.40 -1.10, -0.20 -0.60, 0.00 -0.90, -0.10 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -0.53 (0.73) -0.45 (0.76) -0.13 (0.59) -0.37 (0.71) 

Median (Min, Max) -0.35 (-3.1, 1.1) -0.40 (-3.0, 1.2) -0.20 (-1.3, 1.3) -0.30 (-3.1, 1.3) 

Q1, Q3 -0.90, -0.05 -0.80, 0.00 -0.50, 0.20 -0.70, 0.00 

Relative change 

from baseline (%) 

VISIT 3 (WEEK 7), PRE-

DOSE 

n 48 50 50 148 

Mean (SD) -9.4 (10.9) -8.8 (10.2) 0.4 (10.1) -5.9 (11.3) 

Median (Min, Max) -8.4 (-46, 13) -9.1 (-32, 13) 0.0 (-21, 24) -6.0 (-46, 24) 

Q1, Q3 -14.8, -2.2 -16.0, -1.8 -7.3, 7.1 -13.2, 1.8 

VISIT 4 (WEEK 14), PRE-

DOSE 

n 45 47 49 141 

Mean (SD) -12.2 (10.5) -9.7 (12.7) -3.6 (11.1) -8.4 (11.9) 

Median (Min, Max) -12.5 (-36, 16) -9.8 (-43, 20) -4.5 (-28, 33) -8.6 (-43, 33) 

Q1, Q3 -18.2, -6.0 -18.8, -3.5 -11.5, 0.0 -17.0, -2.1 

VISIT 5 (WEEK 26), PRE-

DOSE 

n 44 45 46 135 

Mean (SD) -8.6 (11.4) -8.0 (12.5) -2.2 (11.3) -6.2 (12.0) 

Median (Min, Max) -6.3 (-30, 23) -8.3 (-48, 18) -5.0 (-28, 26) -5.9 (-48, 26) 

Q1, Q3 -16.8, -0.7 -17.4, 0.0 -8.6, 2.9 -15.0, 0.0 

 
Data based on Full analysis set. ND: Not defined - no evaluable observations. NC: Not calculated - number of non-missing observations less than 

3. NA: Not available - no non-missing observations. EP-002 Laboratory measurements - chemistry, SAS program: descriptive_stat_tables.sas. Run by: 

Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.5-10 Laboratory measurements - hematology (Full analysis set) 

Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Hematocrit (L/L) Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 0.426 (0.028) 0.427 (0.033) 0.425 (0.030) 0.426 (0.030) 

Median (Min, Max) 0.430 (0.38, 0.50) 0.420 (0.36, 0.51) 0.420 (0.34, 0.50) 0.420 (0.34, 0.51) 

Q1, Q3 0.400, 0.445 0.405, 0.450 0.405, 0.440 0.405, 0.450 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 0.425 (0.027) 0.422 (0.031) 0.418 (0.028) 0.422 (0.029) 

Median (Min, Max) 0.420 (0.37, 0.49) 0.420 (0.36, 0.50) 0.420 (0.37, 0.51) 0.420 (0.36, 0.51) 

Q1, Q3 0.410, 0.440 0.400, 0.440 0.400, 0.440 0.400, 0.440 

END OF STUDY n 4 6 3 13 

Mean (SD) 0.433 (0.021) 0.443 (0.034) 0.447 (0.067) 0.441 (0.037) 

Median (Min, Max) 0.435 (0.41, 0.45) 0.450 (0.38, 0.48) 0.430 (0.39, 0.52) 0.450 (0.38, 0.52) 

Q1, Q3 0.415, 0.450 0.440, 0.460 0.390, 0.520 0.420, 0.450 

Absolute change from 

baseline 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 0.000 (0.020) -0.001 (0.018) -0.005 (0.021) -0.002 (0.020) 

Median (Min, Max) 0.000 (-0.04, 0.05) 0.000 (-0.04, 0.04) -0.010 (-0.05, 0.06) 0.000 (-0.05, 0.06) 

Q1, Q3 -0.010, 0.010 -0.010, 0.010 -0.020, 0.010 -0.010, 0.010 

END OF STUDY n 4 6 3 13 

Mean (SD) 0.013 (0.022) -0.012 (0.023) 0.003 (0.021) -0.001 (0.023) 

Median (Min, Max) 0.020 (-0.02, 0.03) -0.020 (-0.03, 0.03) 0.010 (-0.02, 0.02) 0.000 (-0.03, 0.03) 

Q1, Q3 0.000, 0.025 -0.030, 0.000 -0.020, 0.020 -0.020, 0.020 

Relative change from 

baseline (%) 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 0.1 (4.9) -0.1 (4.2) -1.0 (5.0) -0.3 (4.7) 

Median (Min, Max) 0.0 (-10, 13) 0.0 (-9, 10) -2.2 (-12, 13) 0.0 (-12, 13) 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 -2.5, 2.3 -2.4, 2.6 -4.5, 2.4 -2.6, 2.4 

END OF STUDY n 4 6 3 13 

Mean (SD) 3.1 (5.4) -2.6 (5.2) 0.5 (4.7) -0.1 (5.3) 

Median (Min, Max) 4.7 (-5, 8) -4.3 (-7, 7) 2.4 (-5, 4) 0.0 (-7, 8) 

Q1, Q3 0.0, 6.2 -6.3, 0.0 -4.9, 4.0 -4.7, 4.7 

Hemoglobin (g/L) Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 141.8 (10.4) 142.6 (12.2) 141.4 (10.0) 142.0 (10.9) 

Median (Min, Max) 141.5 (126, 175) 142.5 (121, 172) 139.5 (119, 171) 141.0 (119, 175) 

Q1, Q3 133.5, 149.0 133.0, 150.0 136.0, 146.0 134.0, 149.0 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 141.1 (10.2) 140.6 (11.8) 139.5 (9.8) 140.4 (10.6) 

Median (Min, Max) 141.5 (121, 167) 140.0 (117, 164) 140.0 (117, 160) 140.0 (117, 167) 

Q1, Q3 135.5, 147.5 133.0, 146.0 132.0, 145.0 133.0, 146.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 144.5 (6.7) 148.8 (9.7) 144.0 (19.3) 146.4 (10.9) 

Median (Min, Max) 146.5 (135, 150) 150.5 (131, 159) 140.0 (127, 165) 148.0 (127, 165) 

Q1, Q3 140.0, 149.0 148.0, 154.0 127.0, 165.0 140.0, 153.0 

Absolute change from 

baseline 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) -0.6 (7.3) -0.7 (6.6) -1.3 (6.4) -0.9 (6.7) 

Median (Min, Max) 0.0 (-18, 17) 0.0 (-15, 15) -2.0 (-17, 22) -1.0 (-18, 22) 

Q1, Q3 -4.5, 3.5 -6.0, 3.0 -4.0, 2.0 -5.0, 3.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 3.5 (7.4) -4.7 (5.6) -5.0 (6.6) -2.2 (7.1) 

Median (Min, Max) 4.0 (-6, 12) -4.0 (-14, 2) -6.0 (-11, 2) -2.0 (-14, 12) 

Q1, Q3 -1.5, 8.5 -7.0, -1.0 -11.0, 2.0 -6.0, 2.0 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Relative change from 

baseline (%) 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) -0.3 (5.1) -0.4 (4.7) -0.8 (4.5) -0.5 (4.8) 

Median (Min, Max) 0.0 (-12, 13) 0.0 (-10, 12) -1.3 (-11, 16) -0.7 (-12, 16) 

Q1, Q3 -3.3, 2.4 -4.2, 2.3 -2.9, 1.6 -3.6, 2.2 

END OF STUDY n 4 6 3 13 

Mean (SD) 2.5 (5.4) -3.0 (3.4) -3.3 (4.7) -1.4 (4.8) 

Median (Min, Max) 2.8 (-4, 9) -2.8 (-8, 1) -3.5 (-8, 1) -1.3 (-8, 9) 

Q1, Q3 -1.1, 6.1 -4.5, -0.7 -8.0, 1.4 -4.4, 1.4 

Platelets (10^9/L) Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 261.8 (54.6) 267.3 (59.3) 259.6 (57.8) 262.9 (57.0) 

Median (Min, Max) 256.5 (153, 395) 260.0 (143, 456) 257.0 (139, 463) 257.5 (139, 463) 

Q1, Q3 224.5, 307.0 229.0, 299.5 220.0, 296.5 219.5, 298.5 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 253.4 (52.3) 264.3 (66.5) 261.2 (62.6) 259.7 (60.5) 

Median (Min, Max) 253.0 (147, 372) 256.0 (113, 457) 260.0 (142, 399) 256.0 (113, 457) 

Q1, Q3 208.5, 282.5 224.0, 298.0 212.0, 306.0 213.0, 297.0 

END OF STUDY n 4 6 3 13 

Mean (SD) 239.3 (63.3) 197.0 (30.5) 306.0 (20.7) 235.2 (58.7) 

Median (Min, Max) 253.5 (158, 292) 188.0 (162, 252) 309.0 (284, 325) 220.0 (158, 325) 

Q1, Q3 189.0, 289.5 185.0, 207.0 284.0, 325.0 186.0, 287.0 

Absolute change from 

baseline 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) -4.0 (29.0) -6.4 (27.9) 4.5 (35.8) -1.9 (31.3) 

Median (Min, Max) -5.0 (-63, 116) -3.0 (-65, 60) 2.5 (-99, 85) -3.0 (-99, 116) 

Q1, Q3 -18.0, 11.0 -25.0, 7.0 -16.0, 15.0 -21.0, 12.0 

END OF STUDY n 4 6 3 13 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Mean (SD) -28.0 (45.8) -35.0 (32.6) -4.7 (12.3) -25.8 (33.9) 

Median (Min, Max) -22.0 (-89, 21) -31.0 (-94, -1) -8.0 (-15, 9) -15.0 (-94, 21) 

Q1, Q3 -59.0, 3.0 -41.0, -12.0 -15.0, 9.0 -37.0, -8.0 

Relative change from 

baseline (%) 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) -0.9 (11.5) -2.6 (10.5) 2.2 (13.3) -0.4 (11.9) 

Median (Min, Max) -1.9 (-19, 45) -1.2 (-22, 25) 1.1 (-21, 40) -1.3 (-22, 45) 

Q1, Q3 -7.0, 3.8 -9.4, 3.0 -5.6, 7.0 -8.0, 5.2 

END OF STUDY n 4 6 3 13 

Mean (SD) -9.7 (15.0) -13.6 (9.7) -1.5 (4.1) -9.6 (11.1) 

Median (Min, Max) -8.9 (-29, 8) -15.0 (-27, -1) -2.4 (-5, 3) -8.7 (-29, 8) 

Q1, Q3 -18.9, -0.4 -18.6, -5.5 -5.0, 3.0 -18.1, -2.4 

Erythrocytes (10^12/L) Measured value VISIT 1 SCREENING n 52 52 52 156 

Mean (SD) 4.752 (0.400) 4.757 (0.407) 4.704 (0.384) 4.738 (0.395) 

Median (Min, Max) 4.700 (4.03, 6.13) 4.705 (3.94, 5.60) 4.730 (3.80, 5.71) 4.700 (3.80, 6.13) 

Q1, Q3 4.490, 5.025 4.460, 5.030 4.410, 4.915 4.430, 5.000 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 4.754 (0.397) 4.707 (0.369) 4.673 (0.380) 4.711 (0.380) 

Median (Min, Max) 4.700 (3.91, 5.78) 4.850 (4.00, 5.50) 4.710 (3.90, 5.70) 4.720 (3.90, 5.78) 

Q1, Q3 4.510, 4.890 4.410, 4.960 4.370, 4.950 4.430, 4.900 

END OF STUDY n 4 6 3 13 

Mean (SD) 4.770 (0.295) 4.922 (0.464) 5.060 (0.699) 4.907 (0.453) 

Median (Min, Max) 4.660 (4.56, 5.20) 4.835 (4.29, 5.68) 4.850 (4.49, 5.84) 4.800 (4.29, 5.84) 

Q1, Q3 4.580, 4.960 4.740, 5.150 4.490, 5.840 4.600, 5.150 

Absolute change from 

baseline 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) -0.010 (0.238) 0.000 (0.247) -0.002 (0.232) -0.004 (0.237) 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 0.030 (-0.59, 0.42) 0.000 (-0.50, 0.50) -0.020 (-0.40, 0.90) 0.000 (-0.59, 0.90) 

Q1, Q3 -0.135, 0.120 -0.190, 0.200 -0.150, 0.130 -0.150, 0.150 

END OF STUDY n 4 6 3 13 

Mean (SD) 0.110 (0.221) -0.187 (0.307) -0.017 (0.272) -0.056 (0.286) 

Median (Min, Max) 0.160 (-0.20, 0.32) -0.185 (-0.64, 0.31) 0.130 (-0.33, 0.15) -0.120 (-0.64, 0.32) 

Q1, Q3 -0.035, 0.255 -0.300, -0.120 -0.330, 0.150 -0.200, 0.150 

Relative change from 

baseline (%) 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) -0.1 (5.0) 0.2 (5.2) 0.1 (4.9) 0.1 (5.0) 

Median (Min, Max) 0.6 (-11, 10) 0.0 (-10, 11) -0.4 (-7, 19) 0.0 (-11, 19) 

Q1, Q3 -3.2, 2.7 -4.0, 4.3 -3.2, 2.9 -3.3, 3.2 

END OF STUDY n 4 6 3 13 

Mean (SD) 2.5 (4.9) -3.7 (5.8) -0.5 (5.6) -1.0 (5.7) 

Median (Min, Max) 3.5 (-4, 7) -3.6 (-12, 6) 2.3 (-7, 3) -2.4 (-12, 7) 

Q1, Q3 -0.8, 5.8 -6.5, -2.4 -6.8, 3.2 -4.2, 3.2 

Leukocytes (10^9/L) Measured value VISIT 1 SCREENING n 51 52 52 155 

Mean (SD) 6.89 (1.92) 6.66 (1.58) 6.74 (1.39) 6.76 (1.64) 

Median (Min, Max) 6.50 (3.8, 11.0) 6.30 (3.7, 10.8) 6.50 (4.4, 11.2) 6.50 (3.7, 11.2) 

Q1, Q3 5.60, 8.50 5.45, 7.85 5.85, 7.30 5.60, 7.80 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 6.60 (1.75) 6.49 (1.64) 6.33 (1.21) 6.47 (1.54) 

Median (Min, Max) 6.15 (3.8, 11.1) 6.30 (3.5, 10.1) 6.45 (3.7, 9.4) 6.40 (3.5, 11.1) 

Q1, Q3 5.45, 7.45 5.30, 7.40 5.30, 7.10 5.40, 7.30 

END OF STUDY n 4 6 3 13 

Mean (SD) 5.68 (1.15) 5.28 (1.45) 7.57 (0.74) 5.93 (1.48) 

Median (Min, Max) 5.40 (4.6, 7.3) 4.75 (3.8, 7.2) 7.30 (7.0, 8.4) 5.50 (3.8, 8.4) 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 4.95, 6.40 4.20, 7.00 7.00, 8.40 4.70, 7.20 

Absolute change from 

baseline 

VISIT 6 (WEEK 28) n 43 45 46 134 

Mean (SD) -0.28 (1.23) -0.26 (1.29) -0.32 (1.12) -0.29 (1.21) 

Median (Min, Max) -0.30 (-2.8, 2.0) -0.30 (-2.6, 3.1) -0.40 (-2.9, 2.2) -0.30 (-2.9, 3.1) 

Q1, Q3 -1.20, 0.60 -1.10, 0.60 -1.00, 0.40 -1.10, 0.60 

END OF STUDY n 4 6 3 13 

Mean (SD) -0.85 (0.74) -0.30 (0.89) -0.23 (0.84) -0.45 (0.81) 

Median (Min, Max) -0.80 (-1.8, 0.0) -0.50 (-1.2, 0.8) 0.20 (-1.2, 0.3) -0.70 (-1.8, 0.8) 

Q1, Q3 -1.35, -0.35 -1.10, 0.70 -1.20, 0.30 -1.10, 0.20 

Relative change from 

baseline (%) 
VISIT 6 (WEEK 28) n 43 45 46 134 

Mean (SD) -2.0 (17.7) -2.2 (21.3) -3.2 (16.9) -2.5 (18.6) 

Median (Min, Max) -5.3 (-36, 32) -4.5 (-35, 62) -5.9 (-41, 44) -5.2 (-41, 62) 

Q1, Q3 -14.1, 10.5 -15.0, 8.3 -15.9, 8.7 -15.0, 8.8 

END OF STUDY n 4 6 3 13 

Mean (SD) -11.4 (8.3) -6.5 (15.6) -1.8 (9.3) -6.9 (12.1) 

Median (Min, Max) -12.9 (-20, 0) -10.0 (-22, 13) 2.9 (-13, 4) -11.7 (-22, 13) 

Q1, Q3 -16.9, -5.8 -20.3, 10.8 -12.5, 4.3 -16.0, 2.9 

Lymphocytes (10^9/L) Measured value VISIT 1 SCREENING n 47 48 47 142 

Mean (SD) 2.06 (0.64) 1.86 (0.46) 2.07 (0.46) 2.00 (0.53) 

Median (Min, Max) 1.80 (1.0, 4.0) 1.85 (1.0, 3.0) 2.00 (1.3, 3.3) 1.90 (1.0, 4.0) 

Q1, Q3 1.60, 2.40 1.45, 2.15 1.80, 2.30 1.60, 2.30 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 2.21 (0.76) 1.97 (0.62) 2.04 (0.49) 2.07 (0.63) 

Median (Min, Max) 2.00 (1.1, 4.2) 1.90 (1.1, 4.0) 1.90 (1.3, 3.7) 1.90 (1.1, 4.2) 

Q1, Q3 1.75, 2.65 1.50, 2.40 1.70, 2.30 1.70, 2.40 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

END OF STUDY n 4 6 3 13 

Mean (SD) 2.03 (0.46) 1.55 (0.65) 2.17 (0.46) 1.84 (0.59) 

Median (Min, Max) 1.95 (1.6, 2.6) 1.50 (0.8, 2.7) 1.90 (1.9, 2.7) 1.70 (0.8, 2.7) 

Q1, Q3 1.65, 2.40 1.10, 1.70 1.90, 2.70 1.50, 2.20 

Absolute change from 

baseline 
VISIT 6 (WEEK 28) n 40 42 43 125 

Mean (SD) 0.08 (0.40) 0.11 (0.57) 0.00 (0.31) 0.06 (0.44) 

Median (Min, Max) 0.10 (-0.8, 1.1) 0.00 (-0.7, 2.5) 0.00 (-0.5, 1.0) 0.00 (-0.8, 2.5) 

Q1, Q3 -0.20, 0.30 -0.20, 0.30 -0.20, 0.20 -0.20, 0.30 

END OF STUDY n 4 5 3 12 

Mean (SD) 0.38 (0.33) -0.16 (0.18) -0.17 (0.31) 0.02 (0.36) 

Median (Min, Max) 0.35 (0.0, 0.8) -0.10 (-0.4, 0.0) -0.10 (-0.5, 0.1) 0.00 (-0.5, 0.8) 

Q1, Q3 0.15, 0.60 -0.30, 0.00 -0.50, 0.10 -0.20, 0.20 

Relative change from 

baseline (%) 

VISIT 6 (WEEK 28) n 40 42 43 125 

Mean (SD) 4.9 (19.4) 8.7 (36.2) 0.7 (14.4) 4.7 (25.2) 

Median (Min, Max) 4.4 (-31, 56) 0.0 (-33, 167) 0.0 (-24, 37) 0.0 (-33, 167) 

Q1, Q3 -8.2, 16.0 -12.5, 16.7 -10.0, 8.7 -10.0, 15.4 

END OF STUDY n 4 5 3 12 

Mean (SD) 22.4 (18.1) -9.7 (10.8) -5.0 (10.6) 2.2 (19.5) 

Median (Min, Max) 22.6 (0, 44) -6.3 (-21, 0) -5.0 (-16, 6) 0.0 (-21, 44) 

Q1, Q3 11.1, 33.8 -21.1, 0.0 -15.6, 5.6 -10.9, 13.9 

Monocytes (10^9/L) Measured value VISIT 1 SCREENING n 47 48 47 142 

Mean (SD) 0.54 (0.16) 0.53 (0.14) 0.56 (0.15) 0.54 (0.15) 

Median (Min, Max) 0.50 (0.2, 1.0) 0.50 (0.3, 1.0) 0.52 (0.3, 1.0) 0.50 (0.2, 1.0) 

Q1, Q3 0.40, 0.60 0.40, 0.60 0.44, 0.69 0.40, 0.60 

VISIT 6 (WEEK 28) n 44 45 46 135 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Mean (SD) 0.55 (0.17) 0.53 (0.17) 0.55 (0.14) 0.54 (0.16) 

Median (Min, Max) 0.51 (0.3, 1.0) 0.50 (0.3, 1.2) 0.51 (0.3, 0.8) 0.50 (0.3, 1.2) 

Q1, Q3 0.42, 0.60 0.40, 0.60 0.42, 0.61 0.41, 0.60 

END OF STUDY n 4 6 3 13 

Mean (SD) 0.49 (0.13) 0.51 (0.16) 0.57 (0.15) 0.51 (0.14) 

Median (Min, Max) 0.52 (0.3, 0.6) 0.43 (0.4, 0.8) 0.60 (0.4, 0.7) 0.50 (0.3, 0.8) 

Q1, Q3 0.40, 0.57 0.40, 0.60 0.40, 0.70 0.40, 0.60 

Absolute change from 

baseline 

VISIT 6 (WEEK 28) n 40 42 43 125 

Mean (SD) 0.01 (0.11) -0.02 (0.12) -0.01 (0.14) -0.01 (0.12) 

Median (Min, Max) 0.00 (-0.2, 0.3) 0.00 (-0.3, 0.2) 0.00 (-0.3, 0.3) 0.00 (-0.3, 0.3) 

Q1, Q3 -0.06, 0.10 -0.10, 0.08 -0.10, 0.10 -0.10, 0.10 

END OF STUDY n 4 5 3 12 

Mean (SD) -0.01 (0.08) 0.02 (0.18) 0.03 (0.15) 0.01 (0.13) 

Median (Min, Max) -0.02 (-0.1, 0.1) 0.00 (-0.2, 0.2) 0.00 (-0.1, 0.2) 0.00 (-0.2, 0.2) 

Q1, Q3 -0.07, 0.05 -0.10, 0.20 -0.10, 0.20 -0.10, 0.15 

Relative change from 

baseline (%) 

VISIT 6 (WEEK 28) n 40 42 43 125 

Mean (SD) 3.2 (20.3) 0.3 (24.7) 1.8 (25.6) 1.7 (23.5) 

Median (Min, Max) 0.0 (-39, 50) 0.0 (-46, 67) 0.0 (-38, 75) 0.0 (-46, 75) 

Q1, Q3 -10.3, 20.0 -17.6, 16.3 -19.1, 16.7 -16.7, 16.7 

END OF STUDY n 4 5 3 12 

Mean (SD) -2.6 (18.5) 6.0 (35.2) 10.0 (36.1) 4.1 (28.4) 

Median (Min, Max) -2.6 (-25, 20) 0.0 (-33, 50) 0.0 (-20, 50) 0.0 (-33, 50) 

Q1, Q3 -15.1, 10.0 -20.0, 33.3 -20.0, 50.0 -20.0, 26.7 

Neutrophils (10^9/L) Measured value VISIT 1 SCREENING n 47 48 47 142 

Mean (SD) 3.97 (1.43) 4.08 (1.22) 3.84 (1.05) 3.96 (1.24) 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Median (Min, Max) 3.90 (1.5, 8.0) 3.90 (2.0, 6.7) 3.60 (1.8, 7.2) 3.80 (1.5, 8.0) 

Q1, Q3 2.60, 5.10 3.15, 5.05 3.30, 4.40 3.10, 4.80 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 3.57 (1.18) 3.71 (1.20) 3.48 (0.92) 3.59 (1.10) 

Median (Min, Max) 3.45 (1.5, 6.8) 3.60 (1.5, 6.7) 3.40 (1.9, 5.4) 3.50 (1.5, 6.8) 

Q1, Q3 2.95, 4.25 2.80, 4.50 2.80, 4.20 2.80, 4.30 

END OF STUDY n 4 6 3 13 

Mean (SD) 3.00 (0.68) 2.88 (1.05) 4.33 (0.61) 3.25 (1.01) 

Median (Min, Max) 2.90 (2.3, 3.9) 2.60 (2.0, 4.9) 4.20 (3.8, 5.0) 3.00 (2.0, 5.0) 

Q1, Q3 2.50, 3.50 2.20, 3.00 3.80, 5.00 2.50, 3.90 

Absolute change from 

baseline 

VISIT 6 (WEEK 28) n 40 42 43 125 

Mean (SD) -0.43 (0.90) -0.50 (0.82) -0.31 (0.93) -0.41 (0.88) 

Median (Min, Max) -0.25 (-2.5, 1.2) -0.60 (-1.9, 1.0) -0.20 (-2.6, 1.7) -0.30 (-2.6, 1.7) 

Q1, Q3 -1.00, 0.20 -1.00, 0.00 -1.00, 0.20 -1.00, 0.20 

END OF STUDY n 4 5 3 12 

Mean (SD) -1.10 (1.07) -0.10 (0.96) -0.17 (0.38) -0.45 (0.95) 

Median (Min, Max) -1.00 (-2.5, 0.1) 0.10 (-1.4, 1.0) 0.00 (-0.6, 0.1) -0.30 (-2.5, 1.0) 

Q1, Q3 -1.80, -0.40 -0.70, 0.50 -0.60, 0.10 -1.00, 0.10 

Relative change from 

baseline (%) 

VISIT 6 (WEEK 28) n 40 42 43 125 

Mean (SD) -7.6 (21.1) -10.5 (21.1) -5.3 (24.6) -7.8 (22.3) 

Median (Min, Max) -7.5 (-51, 38) -10.1 (-50, 45) -4.2 (-58, 63) -9.1 (-58, 63) 

Q1, Q3 -19.0, 10.0 -24.2, 0.0 -25.0, 6.5 -23.4, 6.3 

END OF STUDY n 4 5 3 12 

Mean (SD) -21.4 (18.4) -2.6 (28.9) -2.8 (7.0) -8.9 (22.1) 

Median (Min, Max) -25.6 (-39, 5) 3.4 (-39, 26) 0.0 (-11, 2) -5.4 (-39, 26) 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Q1, Q3 -32.6, -10.2 -25.9, 22.7 -10.7, 2.4 -26.1, 4.0 

Eosinophils (10^9/L) Measured value VISIT 1 SCREENING n 47 48 47 142 

Mean (SD) 0.183 (0.125) 0.176 (0.094) 0.181 (0.111) 0.180 (0.110) 

Median (Min, Max) 0.150 (0.01, 0.67) 0.175 (0.03, 0.44) 0.150 (0.03, 0.50) 0.160 (0.01, 0.67) 

Q1, Q3 0.110, 0.220 0.095, 0.245 0.120, 0.220 0.110, 0.230 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 0.207 (0.146) 0.222 (0.117) 0.181 (0.087) 0.203 (0.119) 

Median (Min, Max) 0.160 (0.01, 0.73) 0.200 (0.03, 0.60) 0.165 (0.03, 0.42) 0.170 (0.01, 0.73) 

Q1, Q3 0.125, 0.265 0.140, 0.300 0.120, 0.220 0.120, 0.270 

END OF STUDY n 4 6 3 13 

Mean (SD) 0.160 (0.054) 0.240 (0.154) 0.440 (0.317) 0.262 (0.198) 

Median (Min, Max) 0.165 (0.10, 0.21) 0.205 (0.09, 0.47) 0.320 (0.20, 0.80) 0.200 (0.09, 0.80) 

Q1, Q3 0.115, 0.205 0.100, 0.370 0.200, 0.800 0.130, 0.320 

Absolute change from 

baseline 

VISIT 6 (WEEK 28) n 40 42 43 125 

Mean (SD) 0.022 (0.073) 0.054 (0.091) 0.014 (0.067) 0.030 (0.079) 

Median (Min, Max) 0.010 (-0.17, 0.23) 0.040 (-0.10, 0.44) 0.010 (-0.19, 0.20) 0.020 (-0.19, 0.44) 

Q1, Q3 -0.015, 0.060 0.000, 0.090 -0.030, 0.050 -0.010, 0.060 

END OF STUDY n 4 5 3 12 

Mean (SD) -0.010 (0.050) -0.014 (0.158) 0.117 (0.159) 0.020 (0.133) 

Median (Min, Max) -0.020 (-0.06, 0.06) -0.020 (-0.24, 0.20) 0.030 (0.02, 0.30) 0.000 (-0.24, 0.30) 

Q1, Q3 -0.040, 0.020 -0.040, 0.030 0.020, 0.300 -0.030, 0.045 

Relative change from 

baseline (%) 
VISIT 6 (WEEK 28) n 40 42 43 125 

Mean (SD) 21.6 (44.7) 50.9 (95.9) 25.2 (53.6) 32.7 (69.4) 

Median (Min, Max) 12.5 (-43, 167) 28.8 (-48, 467) 7.1 (-46, 200) 17.4 (-48, 467) 

Q1, Q3 -8.5, 45.1 0.0, 75.0 -9.1, 46.2 -4.5, 46.2 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

END OF STUDY n 4 5 3 12 

Mean (SD) -4.3 (31.0) 5.7 (57.3) 27.2 (28.4) 7.7 (41.9) 

Median (Min, Max) -12.9 (-32, 40) -11.1 (-71, 74) 11.1 (10, 60) 0.6 (-71, 74) 

Q1, Q3 -24.1, 15.5 -13.8, 50.0 10.3, 60.0 -15.2, 45.0 

Basophils (10^9/L) Measured value VISIT 1 SCREENING n 47 48 47 142 

Mean (SD) 0.048 (0.020) 0.047 (0.019) 0.042 (0.019) 0.046 (0.020) 

Median (Min, Max) 0.050 (0.00, 0.09) 0.040 (0.02, 0.10) 0.040 (0.00, 0.09) 0.040 (0.00, 0.10) 

Q1, Q3 0.030, 0.060 0.030, 0.060 0.030, 0.050 0.030, 0.060 

VISIT 6 (WEEK 28) n 44 45 46 135 

Mean (SD) 0.047 (0.020) 0.047 (0.023) 0.042 (0.018) 0.045 (0.020) 

Median (Min, Max) 0.040 (0.02, 0.13) 0.040 (0.01, 0.10) 0.040 (0.00, 0.09) 0.040 (0.00, 0.13) 

Q1, Q3 0.030, 0.060 0.030, 0.060 0.030, 0.050 0.030, 0.060 

END OF STUDY n 4 6 3 13 

Mean (SD) 0.058 (0.013) 0.050 (0.031) 0.043 (0.038) 0.051 (0.027) 

Median (Min, Max) 0.060 (0.04, 0.07) 0.050 (0.01, 0.10) 0.060 (0.00, 0.07) 0.060 (0.00, 0.10) 

Q1, Q3 0.050, 0.065 0.030, 0.060 0.000, 0.070 0.040, 0.060 

Absolute change from 

baseline 
VISIT 6 (WEEK 28) n 40 42 43 125 

Mean (SD) 0.000 (0.015) 0.000 (0.015) -0.001 (0.011) 0.000 (0.014) 

Median (Min, Max) 0.000 (-0.04, 0.03) 0.000 (-0.03, 0.03) 0.000 (-0.04, 0.03) 0.000 (-0.04, 0.03) 

Q1, Q3 -0.010, 0.010 -0.010, 0.010 -0.010, 0.010 -0.010, 0.010 

END OF STUDY n 4 5 3 12 

Mean (SD) -0.008 (0.010) 0.002 (0.013) 0.003 (0.015) -0.001 (0.012) 

Median (Min, Max) -0.005 (-0.02, 0.00) 0.000 (-0.01, 0.02) 0.000 (-0.01, 0.02) 0.000 (-0.02, 0.02) 

Q1, Q3 -0.015, 0.000 -0.010, 0.010 -0.010, 0.020 -0.010, 0.005 

VISIT 6 (WEEK 28) n 39 42 43 124 
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Assessment (unit) Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Relative change from 

baseline (%) 

Mean (SD) 7.3 (42.6) 1.1 (31.1) 2.5 (35.0) 3.6 (36.2) 

Median (Min, Max) 0.0 (-50, 200) 0.0 (-75, 60) 0.0 (-100, 100) 0.0 (-100, 200) 

Q1, Q3 -16.7, 25.0 -20.0, 28.6 -20.0, 20.0 -18.3, 25.0 

END OF STUDY n 4 5 2 11 

Mean (SD) -9.8 (12.2) -2.8 (37.8) NC -2.5 (28.8) 

Median (Min, Max) -7.1 (-25, 0) 0.0 (-50, 50) NC (-14, 40) 0.0 (-50, 50) 

Q1, Q3 -19.6, 0.0 -25.0, 11.1 NC, NC -25.0, 11.1 

 
Data based on Full analysis set. NC: Not calculated - number of non-missing observations less than 3.  EP-002 Laboratory measurements - 

hematology, SAS program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-

03-25T14:26:12 UTC 

 

Table 14.5-11 Coagulation (Full analysis set) 

Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Activated Partial 

Thromboplastin Time 

(sec) 

Measured value VISIT 1 SCREENING n 50 49 49 148 

Mean (SD) 32.72 (5.143) 31.45 (4.189) 31.24 (3.908) 31.81 (4.468) 

Median (Min, Max) 33.00 (21.0, 50.0) 32.00 (24.0, 41.0) 31.00 (25.0, 42.0) 32.00 (21.0, 50.0) 

Q1, Q3 29.00, 36.00 28.00, 35.00 28.00, 34.00 28.00, 35.00 

VISIT 6 (WEEK 28) n 44 44 46 134 

Mean (SD) 32.39 (4.421) 31.02 (3.861) 31.59 (4.524) 31.66 (4.287) 

Median (Min, Max) 33.00 (25.0, 47.0) 32.00 (25.0, 38.0) 32.00 (24.0, 43.0) 32.00 (24.0, 47.0) 

Q1, Q3 29.00, 35.00 27.00, 34.00 27.00, 35.00 28.00, 35.00 

END OF STUDY n 3 5 2 10 

Mean (SD) 33.67 (8.327) 34.00 (3.082) NC 33.80 (4.590) 

Median (Min, Max) 31.00 (27.0, 43.0) 34.00 (29.0, 37.0) NC (31.0, 36.0) 34.00 (27.0, 43.0) 

Q1, Q3 27.00, 43.00 34.00, 36.00 31.00, 36.00 31.00, 36.00 
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Assessment Result Category Assessment timepoint  

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Prothrombin Intl. 

Normalized Ratio 

Measured value VISIT 1 SCREENING n 50 51 52 153 

Mean (SD) 0.9880 (0.07461) 0.9706 (0.06417) 0.9827 (0.07598) 0.9804 (0.07169) 

Median (Min, Max) 1.000 (0.900, 1.10) 1.000 (0.900, 1.10) 1.000 (0.800, 1.20) 1.000 (0.800, 1.20) 

Q1, Q3 0.9000, 1.000 0.9000, 1.000 0.9000, 1.000 0.9000, 1.000 

VISIT 6 (WEEK 28) n 44 44 46 134 

Mean (SD) 0.9727 (0.06599) 0.9750 (0.06862) 0.9739 (0.06810) 0.9739 (0.06709) 

Median (Min, Max) 1.000 (0.900, 1.10) 1.000 (0.900, 1.20) 1.000 (0.900, 1.20) 1.000 (0.900, 1.20) 

Q1, Q3 0.9000, 1.000 0.9000, 1.000 0.9000, 1.000 0.9000, 1.000 

END OF STUDY n 3 5 2 10 

Mean (SD) 1.100 (0.000) 1.000 (0.07071) NC 1.010 (0.08756) 

Median (Min, Max) 1.100 (1.10, 1.10) 1.000 (0.900, 1.10) NC (0.900, 0.900) 1.000 (0.900, 1.10) 

Q1, Q3 1.100, 1.100 1.000, 1.000 0.9000, 0.9000 0.9000, 1.100 

 
Data based on Full analysis set. NC: Not calculated - number of non-missing observations less than 3.  EP-002 Coagulation, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-06-21T14:34:30. Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.5-12 Laboratory measurements - urine (Full analysis set) 

Parameter Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

Erythrocytes VISIT 1 SCREENING  0 0 0 0 

ABNORMAL NCS 18(35%)/52 14(27%)/52 15(29%)/52 47(30%)/156 

NORMAL 34(65%)/52 38(73%)/52 37(71%)/52 109(70%)/156 

VISIT 6 (WEEK 28)  0 0 0 0 

ABNORMAL NCS 19(43%)/44 15(33%)/45 14(30%)/46 48(36%)/135 

NORMAL 25(57%)/44 30(67%)/45 32(70%)/46 87(64%)/135 

END OF STUDY  0(0.0%)/4 0(0.0%)/5 0(0.0%)/2 0(0.0%)/11 

ABNORMAL NCS 2(50%)/4 2(40%)/5 1(50%)/2 5(45%)/11 

NORMAL 2(50%)/4 3(60%)/5 1(50%)/2 6(55%)/11 

Glucose VISIT 1 SCREENING  0 0 0 0 

ABNORMAL NCS 0 0 1(1.9%)/52 1(0.64%)/156 

NORMAL 52(100%)/52 52(100%)/52 51(98%)/52 155(99%)/156 

VISIT 6 (WEEK 28)  0 0 0 0 

ABNORMAL NCS 0 0 0 0 

NORMAL 44(100%)/44 45(100%)/45 46(100%)/46 135(100%)/135 

END OF STUDY  0(0.0%)/4 0(0.0%)/5 0(0.0%)/2 0(0.0%)/11 

ABNORMAL NCS 0 0 0 0 

NORMAL 4(100%)/4 5(100%)/5 2(100%)/2 11(100%)/11 

Ketones VISIT 1 SCREENING  0 0 0 0 

ABNORMAL NCS 6(12%)/52 12(23%)/52 9(17%)/52 27(17%)/156 

NORMAL 46(88%)/52 40(77%)/52 43(83%)/52 129(83%)/156 

VISIT 6 (WEEK 28)  0 0 0 0 

ABNORMAL NCS 17(39%)/44 12(27%)/45 14(30%)/46 43(32%)/135 

NORMAL 27(61%)/44 33(73%)/45 32(70%)/46 92(68%)/135 

END OF STUDY  0(0.0%)/4 0(0.0%)/5 0(0.0%)/2 0(0.0%)/11 

ABNORMAL NCS 2(50%)/4 0 0 2(18%)/11 

NORMAL 2(50%)/4 5(100%)/5 2(100%)/2 9(82%)/11 

Leukocytes VISIT 1 SCREENING  0 0 0 0 

ABNORMAL NCS 23(44%)/52 25(48%)/52 23(44%)/52 71(46%)/156 

NORMAL 29(56%)/52 27(52%)/52 29(56%)/52 85(54%)/156 

VISIT 6 (WEEK 28)  0 0 0 0 

ABNORMAL NCS 28(64%)/44 27(60%)/45 22(48%)/46 77(57%)/135 

NORMAL 16(36%)/44 18(40%)/45 24(52%)/46 58(43%)/135 

END OF STUDY  0(0.0%)/4 0(0.0%)/5 0(0.0%)/2 0(0.0%)/11 

ABNORMAL NCS 2(50%)/4 0 0 2(18%)/11 

NORMAL 2(50%)/4 5(100%)/5 2(100%)/2 9(82%)/11 

Nitrite VISIT 1 SCREENING  0 0 0 0 

ABNORMAL NCS 3(5.8%)/52 2(3.8%)/52 2(3.8%)/52 7(4.5%)/156 

NORMAL 49(94%)/52 50(96%)/52 50(96%)/52 149(96%)/156 

VISIT 6 (WEEK 28)  0 0 0 0 
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Parameter Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

ABNORMAL NCS 6(14%)/44 2(4.4%)/45 4(8.7%)/46 12(8.9%)/135 

NORMAL 38(86%)/44 43(96%)/45 42(91%)/46 123(91%)/135 

END OF STUDY  0(0.0%)/4 0(0.0%)/5 0(0.0%)/2 0(0.0%)/11 

ABNORMAL NCS 0 0 0 0 

NORMAL 4(100%)/4 5(100%)/5 2(100%)/2 11(100%)/11 

pH VISIT 1 SCREENING  0 0 0 0 

ABNORMAL NCS 1(1.9%)/52 0 0 1(0.64%)/156 

NORMAL 51(98%)/52 52(100%)/52 52(100%)/52 155(99%)/156 

VISIT 6 (WEEK 28)  0 0 0 0 

ABNORMAL NCS 0 0 0 0 

NORMAL 44(100%)/44 45(100%)/45 46(100%)/46 135(100%)/135 

END OF STUDY  0(0.0%)/4 0(0.0%)/5 0(0.0%)/2 0(0.0%)/11 

ABNORMAL NCS 0 0 0 0 

NORMAL 4(100%)/4 5(100%)/5 2(100%)/2 11(100%)/11 

Protein VISIT 1 SCREENING  0 0 0 0 

ABNORMAL NCS 1(1.9%)/52 5(9.6%)/52 2(3.8%)/52 8(5.1%)/156 

NORMAL 51(98%)/52 47(90%)/52 50(96%)/52 148(95%)/156 

VISIT 6 (WEEK 28)  0 0 0 0 

ABNORMAL NCS 6(14%)/44 6(13%)/45 8(17%)/46 20(15%)/135 

NORMAL 38(86%)/44 39(87%)/45 38(83%)/46 115(85%)/135 

END OF STUDY  0(0.0%)/4 0(0.0%)/5 0(0.0%)/2 0(0.0%)/11 

ABNORMAL NCS 0 1(20%)/5 0 1(9.1%)/11 

NORMAL 4(100%)/4 4(80%)/5 2(100%)/2 10(91%)/11 

Specific Gravity VISIT 1 SCREENING  0 0 0 0 

NORMAL 52(100%)/52 52(100%)/52 52(100%)/52 156(100%)/156 

VISIT 6 (WEEK 28)  0 0 0 0 

NORMAL 44(100%)/44 45(100%)/45 46(100%)/46 135(100%)/135 

END OF STUDY  0(0.0%)/4 0(0.0%)/5 0(0.0%)/2 0(0.0%)/11 

NORMAL 4(100%)/4 5(100%)/5 2(100%)/2 11(100%)/11 

Urobilinogen VISIT 1 SCREENING  0 0 0 0 

ABNORMAL NCS 0 1(1.9%)/52 3(5.8%)/52 4(2.6%)/156 

NORMAL 52(100%)/52 51(98%)/52 49(94%)/52 152(97%)/156 

VISIT 6 (WEEK 28)  0 0 0 0 

ABNORMAL NCS 5(11%)/44 4(8.9%)/45 3(6.5%)/46 12(8.9%)/135 

NORMAL 39(89%)/44 41(91%)/45 43(93%)/46 123(91%)/135 

END OF STUDY  0(0.0%)/4 0(0.0%)/5 0(0.0%)/2 0(0.0%)/11 

ABNORMAL NCS 0 0 0 0 

NORMAL 4(100%)/4 5(100%)/5 2(100%)/2 11(100%)/11 

 
Data based on Full analysis set. Results are presented as n(%)/N, where N is the total number 

of observations at that specific timepoint.  EP-002 Laboratory measurements - urine, SAS 

program: descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-

05T21:03:56. Data extracted at: 2021-03-25T14:26:12 UTC 
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Table 14.5-13 Laboratory measurements - urine, shift table (Full analysis set) 

Assessment Treatment Assessment timepoint Result 

ABNORMAL NCS 

n (%) 

NORMAL 

n (%) 

TOTAL 

n (%) 

Erythrocytes EMP16-02 120mg/40mg (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS 10 (19.2%) 9 (17.3%) 19 (36.5%) 

NORMAL 6 (11.5%) 19 (36.5%) 25 (48.1%) 

TOTAL 16 (30.8%) 28 (53.8%) 44 (84.6%) 

END OF STUDY ABNORMAL NCS 1 (1.9%) 1 (1.9%) 2 (3.8%) 

NORMAL NA 2 (3.8%) 2 (3.8%) 

TOTAL 1 (1.9%) 3 (5.8%) 4 (7.7%) 

EMP16-02 150mg/50mg (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS 8 (15.4%) 7 (13.5%) 15 (28.8%) 

NORMAL 5 (9.6%) 25 (48.1%) 30 (57.7%) 

TOTAL 13 (25.0%) 32 (61.5%) 45 (86.5%) 

END OF STUDY ABNORMAL NCS NA 2 (3.8%) 2 (3.8%) 

NORMAL NA 3 (5.8%) 3 (5.8%) 

TOTAL NA 5 (9.6%) 5 (9.6%) 

PLACEBO (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS 10 (19.2%) 4 (7.7%) 14 (26.9%) 

NORMAL 5 (9.6%) 27 (51.9%) 32 (61.5%) 

TOTAL 15 (28.8%) 31 (59.6%) 46 (88.5%) 

END OF STUDY ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 1 (1.9%) 1 (1.9%) 

TOTAL NA 2 (3.8%) 2 (3.8%) 

Glucose EMP16-02 120mg/40mg (N=52) VISIT 6 (WEEK 28) NORMAL NA 44 (84.6%) 44 (84.6%) 

TOTAL NA 44 (84.6%) 44 (84.6%) 

END OF STUDY NORMAL NA 4 (7.7%) 4 (7.7%) 

TOTAL NA 4 (7.7%) 4 (7.7%) 

EMP16-02 150mg/50mg (N=52) VISIT 6 (WEEK 28) NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 
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Assessment Treatment Assessment timepoint Result 

ABNORMAL NCS 

n (%) 

NORMAL 

n (%) 

TOTAL 

n (%) 

END OF STUDY NORMAL NA 5 (9.6%) 5 (9.6%) 

TOTAL NA 5 (9.6%) 5 (9.6%) 

PLACEBO (N=52) VISIT 6 (WEEK 28) NORMAL 1 (1.9%) 45 (86.5%) 46 (88.5%) 

TOTAL 1 (1.9%) 45 (86.5%) 46 (88.5%) 

END OF STUDY NORMAL NA 2 (3.8%) 2 (3.8%) 

TOTAL NA 2 (3.8%) 2 (3.8%) 

Ketones EMP16-02 120mg/40mg (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS 3 (5.8%) 14 (26.9%) 17 (32.7%) 

NORMAL 3 (5.8%) 24 (46.2%) 27 (51.9%) 

TOTAL 6 (11.5%) 38 (73.1%) 44 (84.6%) 

END OF STUDY ABNORMAL NCS NA 2 (3.8%) 2 (3.8%) 

NORMAL NA 2 (3.8%) 2 (3.8%) 

TOTAL NA 4 (7.7%) 4 (7.7%) 

EMP16-02 150mg/50mg (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS 1 (1.9%) 11 (21.2%) 12 (23.1%) 

NORMAL 10 (19.2%) 23 (44.2%) 33 (63.5%) 

TOTAL 11 (21.2%) 34 (65.4%) 45 (86.5%) 

END OF STUDY NORMAL NA 5 (9.6%) 5 (9.6%) 

TOTAL NA 5 (9.6%) 5 (9.6%) 

PLACEBO (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS 6 (11.5%) 8 (15.4%) 14 (26.9%) 

NORMAL 3 (5.8%) 29 (55.8%) 32 (61.5%) 

TOTAL 9 (17.3%) 37 (71.2%) 46 (88.5%) 

END OF STUDY NORMAL NA 2 (3.8%) 2 (3.8%) 

TOTAL NA 2 (3.8%) 2 (3.8%) 

Leukocytes EMP16-02 120mg/40mg (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS 19 (36.5%) 9 (17.3%) 28 (53.8%) 

NORMAL 3 (5.8%) 13 (25.0%) 16 (30.8%) 

TOTAL 22 (42.3%) 22 (42.3%) 44 (84.6%) 
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Assessment Treatment Assessment timepoint Result 

ABNORMAL NCS 

n (%) 

NORMAL 

n (%) 

TOTAL 

n (%) 

END OF STUDY ABNORMAL NCS NA 2 (3.8%) 2 (3.8%) 

NORMAL NA 2 (3.8%) 2 (3.8%) 

TOTAL NA 4 (7.7%) 4 (7.7%) 

EMP16-02 150mg/50mg (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS 18 (34.6%) 9 (17.3%) 27 (51.9%) 

NORMAL 6 (11.5%) 12 (23.1%) 18 (34.6%) 

TOTAL 24 (46.2%) 21 (40.4%) 45 (86.5%) 

END OF STUDY NORMAL NA 5 (9.6%) 5 (9.6%) 

TOTAL NA 5 (9.6%) 5 (9.6%) 

PLACEBO (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS 15 (28.8%) 7 (13.5%) 22 (42.3%) 

NORMAL 5 (9.6%) 19 (36.5%) 24 (46.2%) 

TOTAL 20 (38.5%) 26 (50.0%) 46 (88.5%) 

END OF STUDY NORMAL 1 (1.9%) 1 (1.9%) 2 (3.8%) 

TOTAL 1 (1.9%) 1 (1.9%) 2 (3.8%) 

Nitrite EMP16-02 120mg/40mg (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS 1 (1.9%) 5 (9.6%) 6 (11.5%) 

NORMAL 2 (3.8%) 36 (69.2%) 38 (73.1%) 

TOTAL 3 (5.8%) 41 (78.8%) 44 (84.6%) 

END OF STUDY NORMAL NA 4 (7.7%) 4 (7.7%) 

TOTAL NA 4 (7.7%) 4 (7.7%) 

EMP16-02 150mg/50mg (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS NA 2 (3.8%) 2 (3.8%) 

NORMAL 2 (3.8%) 41 (78.8%) 43 (82.7%) 

TOTAL 2 (3.8%) 43 (82.7%) 45 (86.5%) 

END OF STUDY NORMAL NA 5 (9.6%) 5 (9.6%) 

TOTAL NA 5 (9.6%) 5 (9.6%) 

PLACEBO (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS NA 4 (7.7%) 4 (7.7%) 

NORMAL 2 (3.8%) 40 (76.9%) 42 (80.8%) 
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Assessment Treatment Assessment timepoint Result 

ABNORMAL NCS 

n (%) 

NORMAL 

n (%) 

TOTAL 

n (%) 

TOTAL 2 (3.8%) 44 (84.6%) 46 (88.5%) 

END OF STUDY NORMAL NA 2 (3.8%) 2 (3.8%) 

TOTAL NA 2 (3.8%) 2 (3.8%) 

pH EMP16-02 120mg/40mg (N=52) VISIT 6 (WEEK 28) NORMAL 1 (1.9%) 43 (82.7%) 44 (84.6%) 

TOTAL 1 (1.9%) 43 (82.7%) 44 (84.6%) 

END OF STUDY NORMAL NA 4 (7.7%) 4 (7.7%) 

TOTAL NA 4 (7.7%) 4 (7.7%) 

EMP16-02 150mg/50mg (N=52) VISIT 6 (WEEK 28) NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

END OF STUDY NORMAL NA 5 (9.6%) 5 (9.6%) 

TOTAL NA 5 (9.6%) 5 (9.6%) 

PLACEBO (N=52) VISIT 6 (WEEK 28) NORMAL NA 46 (88.5%) 46 (88.5%) 

TOTAL NA 46 (88.5%) 46 (88.5%) 

END OF STUDY NORMAL NA 2 (3.8%) 2 (3.8%) 

TOTAL NA 2 (3.8%) 2 (3.8%) 

Protein EMP16-02 120mg/40mg (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS NA 6 (11.5%) 6 (11.5%) 

NORMAL 1 (1.9%) 37 (71.2%) 38 (73.1%) 

TOTAL 1 (1.9%) 43 (82.7%) 44 (84.6%) 

END OF STUDY NORMAL NA 4 (7.7%) 4 (7.7%) 

TOTAL NA 4 (7.7%) 4 (7.7%) 

EMP16-02 150mg/50mg (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS 1 (1.9%) 5 (9.6%) 6 (11.5%) 

NORMAL 4 (7.7%) 35 (67.3%) 39 (75.0%) 

TOTAL 5 (9.6%) 40 (76.9%) 45 (86.5%) 

END OF STUDY ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 4 (7.7%) 4 (7.7%) 
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Assessment Treatment Assessment timepoint Result 

ABNORMAL NCS 

n (%) 

NORMAL 

n (%) 

TOTAL 

n (%) 

TOTAL NA 5 (9.6%) 5 (9.6%) 

PLACEBO (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS 1 (1.9%) 7 (13.5%) 8 (15.4%) 

NORMAL 1 (1.9%) 37 (71.2%) 38 (73.1%) 

TOTAL 2 (3.8%) 44 (84.6%) 46 (88.5%) 

END OF STUDY NORMAL NA 2 (3.8%) 2 (3.8%) 

TOTAL NA 2 (3.8%) 2 (3.8%) 

Specific Gravity EMP16-02 120mg/40mg (N=52) VISIT 6 (WEEK 28) NORMAL NA 44 (84.6%) 44 (84.6%) 

TOTAL NA 44 (84.6%) 44 (84.6%) 

END OF STUDY NORMAL NA 4 (7.7%) 4 (7.7%) 

TOTAL NA 4 (7.7%) 4 (7.7%) 

EMP16-02 150mg/50mg (N=52) VISIT 6 (WEEK 28) NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

END OF STUDY NORMAL NA 5 (9.6%) 5 (9.6%) 

TOTAL NA 5 (9.6%) 5 (9.6%) 

PLACEBO (N=52) VISIT 6 (WEEK 28) NORMAL NA 46 (88.5%) 46 (88.5%) 

TOTAL NA 46 (88.5%) 46 (88.5%) 

END OF STUDY NORMAL NA 2 (3.8%) 2 (3.8%) 

TOTAL NA 2 (3.8%) 2 (3.8%) 

Urobilinogen EMP16-02 120mg/40mg (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS NA 5 (9.6%) 5 (9.6%) 

NORMAL NA 39 (75.0%) 39 (75.0%) 

TOTAL NA 44 (84.6%) 44 (84.6%) 

END OF STUDY NORMAL NA 4 (7.7%) 4 (7.7%) 

TOTAL NA 4 (7.7%) 4 (7.7%) 

EMP16-02 150mg/50mg (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS NA 4 (7.7%) 4 (7.7%) 

NORMAL 1 (1.9%) 40 (76.9%) 41 (78.8%) 
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Assessment Treatment Assessment timepoint Result 

ABNORMAL NCS 

n (%) 

NORMAL 

n (%) 

TOTAL 

n (%) 

TOTAL 1 (1.9%) 44 (84.6%) 45 (86.5%) 

END OF STUDY NORMAL NA 5 (9.6%) 5 (9.6%) 

TOTAL NA 5 (9.6%) 5 (9.6%) 

PLACEBO (N=52) VISIT 6 (WEEK 28) ABNORMAL NCS 1 (1.9%) 2 (3.8%) 3 (5.8%) 

NORMAL 2 (3.8%) 41 (78.8%) 43 (82.7%) 

TOTAL 3 (5.8%) 43 (82.7%) 46 (88.5%) 

END OF STUDY NORMAL NA 2 (3.8%) 2 (3.8%) 

TOTAL NA 2 (3.8%) 2 (3.8%) 

 
Data based on Full analysis set population. Results are presented as n(%)/N, where N is the total number of observations at that specific 

timepoint. NA: Not available - no observations in subgroup.  EP-002 Laboratory measurements - urine, shift table, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. Data extracted at: 2021-03-25T14:26:12 UTC 
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14.5.6 Physical examinations 

Table 14.5-14 Physical examinations (Full analysis set) 

Parameter Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

General health 

condition 

VISIT 2 (WEEK 1), PRE-DOSE ABNORMAL NCS 2(3.8%)/52 0 0 2(1.3%)/156 

NORMAL 50(96%)/52 52(100%)/52 52(100%)/52 154(99%)/156 

VISIT 3 (WEEK 7), PRE-DOSE ABNORMAL NCS 0 0 0 0 

NORMAL 48(100%)/48 50(100%)/50 50(100%)/50 148(100%)/148 

VISIT 4 (WEEK 14), PRE-

DOSE 

ABNORMAL NCS 1(2.2%)/45 0 1(2.0%)/49 2(1.4%)/141 

NORMAL 44(98%)/45 47(100%)/47 48(98%)/49 139(99%)/141 

VISIT 5 (WEEK 26), PRE-

DOSE 
ABNORMAL NCS 1(2.3%)/44 0 0 1(0.74%)/135 

NORMAL 43(98%)/44 45(100%)/45 46(100%)/46 134(99%)/135 

VISIT 6 (WEEK 28) ABNORMAL NCS 0 0 0 0 

NORMAL 44(100%)/44 45(100%)/45 46(100%)/46 135(100%)/135 

END OF STUDY ABNORMAL NCS 0 0 0 0 

NORMAL 4(100%)/4 6(100%)/6 3(100%)/3 13(100%)/13 

Abdomen (liver 

and spleen) 

VISIT 2 (WEEK 1), PRE-DOSE ABNORMAL NCS 0 0 0 0 

NORMAL 52(100%)/52 52(100%)/52 52(100%)/52 156(100%)/156 

VISIT 3 (WEEK 7), PRE-DOSE ABNORMAL NCS 0 2(4.0%)/50 1(2.0%)/50 3(2.0%)/148 

NORMAL 48(100%)/48 48(96%)/50 49(98%)/50 145(98%)/148 

VISIT 4 (WEEK 14), PRE-

DOSE 

ABNORMAL NCS 1(2.2%)/45 1(2.1%)/47 1(2.0%)/49 3(2.1%)/141 

NORMAL 44(98%)/45 46(98%)/47 48(98%)/49 138(98%)/141 

VISIT 5 (WEEK 26), PRE-

DOSE 
ABNORMAL NCS 0 0 0 0 

NORMAL 44(100%)/44 45(100%)/45 46(100%)/46 135(100%)/135 

VISIT 6 (WEEK 28) ABNORMAL NCS 0 0 0 0 

NORMAL 44(100%)/44 45(100%)/45 46(100%)/46 135(100%)/135 

END OF STUDY ABNORMAL NCS 0 0 0 0 

NORMAL 4(100%)/4 6(100%)/6 3(100%)/3 13(100%)/13 

VISIT 1 SCREENING ABNORMAL NCS 7(13%)/52 9(17%)/52 9(17%)/52 25(16%)/156 

NORMAL 45(87%)/52 43(83%)/52 43(83%)/52 131(84%)/156 

Cardiovascular VISIT 2 (WEEK 1), PRE-DOSE ABNORMAL NCS 0 1(1.9%)/52 0 1(0.64%)/156 

NORMAL 52(100%)/52 51(98%)/52 52(100%)/52 155(99%)/156 

VISIT 3 (WEEK 7), PRE-DOSE ABNORMAL NCS 0 2(4.0%)/50 1(2.0%)/50 3(2.0%)/148 

NORMAL 48(100%)/48 48(96%)/50 49(98%)/50 145(98%)/148 

VISIT 4 (WEEK 14), PRE-

DOSE 
ABNORMAL NCS 0 0 1(2.0%)/49 1(0.71%)/141 

NORMAL 45(100%)/45 47(100%)/47 48(98%)/49 140(99%)/141 

VISIT 5 (WEEK 26), PRE-

DOSE 

ABNORMAL NCS 0 0 1(2.2%)/46 1(0.74%)/135 

NORMAL 44(100%)/44 45(100%)/45 45(98%)/46 134(99%)/135 

VISIT 6 (WEEK 28) ABNORMAL NCS 0 0 0 0 

NORMAL 44(100%)/44 45(100%)/45 46(100%)/46 135(100%)/135 

END OF STUDY ABNORMAL NCS 0 1(17%)/6 0 1(7.7%)/13 

NORMAL 4(100%)/4 5(83%)/6 3(100%)/3 12(92%)/13 
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Parameter Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

VISIT 1 SCREENING ABNORMAL NCS 0 2(3.8%)/52 0 2(1.3%)/156 

NORMAL 52(100%)/52 50(96%)/52 52(100%)/52 154(99%)/156 

Ears VISIT 1 SCREENING ABNORMAL NCS 0 1(1.9%)/52 0 1(0.64%)/156 

NORMAL 52(100%)/52 51(98%)/52 52(100%)/52 155(99%)/156 

Extremities VISIT 1 SCREENING ABNORMAL NCS 2(3.8%)/52 2(3.8%)/52 2(3.8%)/52 6(3.8%)/156 

NORMAL 50(96%)/52 50(96%)/52 50(96%)/52 150(96%)/156 

Eyes VISIT 1 SCREENING NORMAL 52(100%)/52 52(100%)/52 52(100%)/52 156(100%)/156 

Head VISIT 1 SCREENING NORMAL 52(100%)/52 52(100%)/52 52(100%)/52 156(100%)/156 

Lungs VISIT 2 (WEEK 1), PRE-DOSE ABNORMAL NCS 0 0 0 0 

NORMAL 52(100%)/52 52(100%)/52 52(100%)/52 156(100%)/156 

VISIT 3 (WEEK 7), PRE-DOSE ABNORMAL NCS 0 1(2.0%)/50 0 1(0.68%)/148 

NORMAL 48(100%)/48 49(98%)/50 50(100%)/50 147(99%)/148 

VISIT 4 (WEEK 14), PRE-

DOSE 

ABNORMAL NCS 0 0 1(2.0%)/49 1(0.71%)/141 

NORMAL 45(100%)/45 47(100%)/47 48(98%)/49 140(99%)/141 

VISIT 5 (WEEK 26), PRE-

DOSE 

ABNORMAL NCS 0 0 0 0 

NORMAL 44(100%)/44 45(100%)/45 46(100%)/46 135(100%)/135 

VISIT 6 (WEEK 28) ABNORMAL NCS 0 0 0 0 

NORMAL 44(100%)/44 45(100%)/45 46(100%)/46 135(100%)/135 

END OF STUDY ABNORMAL NCS 0 1(17%)/6 0 1(7.7%)/13 

NORMAL 4(100%)/4 5(83%)/6 3(100%)/3 12(92%)/13 

VISIT 1 SCREENING ABNORMAL NCS 1(1.9%)/52 0 1(1.9%)/52 2(1.3%)/156 

NORMAL 51(98%)/52 52(100%)/52 51(98%)/52 154(99%)/156 

Lymph nodes VISIT 1 SCREENING NORMAL 52(100%)/52 52(100%)/52 52(100%)/52 156(100%)/156 

Neurological VISIT 1 SCREENING ABNORMAL NCS 0 0 1(1.9%)/52 1(0.64%)/156 

NORMAL 52(100%)/52 52(100%)/52 51(98%)/52 155(99%)/156 

Nose VISIT 1 SCREENING NORMAL 52(100%)/52 52(100%)/52 52(100%)/52 156(100%)/156 

Skin VISIT 2 (WEEK 1), PRE-DOSE ABNORMAL NCS 1(1.9%)/52 1(1.9%)/52 0 2(1.3%)/156 

NORMAL 51(98%)/52 51(98%)/52 52(100%)/52 154(99%)/156 

ABNORMAL CS 0 0 0 0 

VISIT 3 (WEEK 7), PRE-DOSE ABNORMAL NCS 2(4.2%)/48 0 3(6.0%)/50 5(3.4%)/148 

NORMAL 46(96%)/48 50(100%)/50 47(94%)/50 143(97%)/148 

ABNORMAL CS 0 0 0 0 

VISIT 4 (WEEK 14), PRE-

DOSE 

ABNORMAL NCS 1(2.2%)/45 0 1(2.0%)/49 2(1.4%)/141 

NORMAL 43(96%)/45 47(100%)/47 48(98%)/49 138(98%)/141 

ABNORMAL CS 1(2.2%)/45 0 0 1(0.71%)/141 

VISIT 5 (WEEK 26), PRE-

DOSE 

ABNORMAL NCS 2(4.5%)/44 0 1(2.2%)/46 3(2.2%)/135 

NORMAL 42(95%)/44 45(100%)/45 45(98%)/46 132(98%)/135 

ABNORMAL CS 0 0 0 0 

VISIT 6 (WEEK 28) ABNORMAL NCS 2(4.5%)/44 0 0 2(1.5%)/135 

NORMAL 42(95%)/44 45(100%)/45 46(100%)/46 133(99%)/135 

ABNORMAL CS 0 0 0 0 
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Parameter Assessment timepoint Result 

EMP16-02 

120mg/40mg 

EMP16-02 

150mg/50mg PLACEBO Total 

END OF STUDY ABNORMAL NCS 0 0 0 0 

NORMAL 4(100%)/4 5(83%)/6 3(100%)/3 12(92%)/13 

ABNORMAL CS 0 1(17%)/6 0 1(7.7%)/13 

VISIT 1 SCREENING ABNORMAL NCS 1(1.9%)/52 2(3.8%)/52 2(3.8%)/52 5(3.2%)/156 

NORMAL 51(98%)/52 50(96%)/52 50(96%)/52 151(97%)/156 

ABNORMAL CS 0 0 0 0 

Throat VISIT 1 SCREENING NORMAL 52(100%)/52 52(100%)/52 52(100%)/52 156(100%)/156 

Thyroid VISIT 1 SCREENING ABNORMAL NCS 0 0 2(3.8%)/52 2(1.3%)/156 

NORMAL 52(100%)/52 52(100%)/52 50(96%)/52 154(99%)/156 

 
Data based on Full analysis set. Results are presented as n(%)/N, where N is the total number 

of observations at that specific timepoint.  EP-002 Physical examinations, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. 

Data extracted at: 2021-03-25T14:26:12 UTC 

 

Table 14.5-15 Physical examinations, shift table (Full analysis set) 

Assessment Treatment Assessment timepoint Result 

ABNORMA

L NCS 

n (%) 

NORMAL 

n (%) 

TOTAL 

n (%) 

General health 

condition 

EMP16-02 

120mg/40mg (N=52) 

VISIT 3 (WEEK 7), 

PRE-DOSE 

NORMAL 2 (3.8%) 46 (88.5%) 48 (92.3%) 

TOTAL 2 (3.8%) 46 (88.5%) 48 (92.3%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL 2 (3.8%) 42 (80.8%) 44 (84.6%) 

TOTAL 2 (3.8%) 43 (82.7%) 45 (86.5%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL 2 (3.8%) 41 (78.8%) 43 (82.7%) 

TOTAL 2 (3.8%) 42 (80.8%) 44 (84.6%) 

VISIT 6 (WEEK 28) NORMAL 2 (3.8%) 42 (80.8%) 44 (84.6%) 

TOTAL 2 (3.8%) 42 (80.8%) 44 (84.6%) 

END OF STUDY NORMAL NA 4 (7.7%) 4 (7.7%) 

TOTAL NA 4 (7.7%) 4 (7.7%) 

EMP16-02 

150mg/50mg (N=52) 

VISIT 3 (WEEK 7), 

PRE-DOSE 

NORMAL NA 50 (96.2%) 50 (96.2%) 

TOTAL NA 50 (96.2%) 50 (96.2%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

NORMAL NA 47 (90.4%) 47 (90.4%) 

TOTAL NA 47 (90.4%) 47 (90.4%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

VISIT 6 (WEEK 28) NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

END OF STUDY NORMAL NA 6 (11.5%) 6 (11.5%) 

TOTAL NA 6 (11.5%) 6 (11.5%) 

PLACEBO (N=52) VISIT 3 (WEEK 7), 

PRE-DOSE 

NORMAL NA 50 (96.2%) 50 (96.2%) 

TOTAL NA 50 (96.2%) 50 (96.2%) 
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Assessment Treatment Assessment timepoint Result 

ABNORMA

L NCS 

n (%) 

NORMAL 

n (%) 

TOTAL 

n (%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 48 (92.3%) 48 (92.3%) 

TOTAL NA 49 (94.2%) 49 (94.2%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 
NORMAL NA 46 (88.5%) 46 (88.5%) 

TOTAL NA 46 (88.5%) 46 (88.5%) 

VISIT 6 (WEEK 28) NORMAL NA 46 (88.5%) 46 (88.5%) 

TOTAL NA 46 (88.5%) 46 (88.5%) 

END OF STUDY NORMAL NA 3 (5.8%) 3 (5.8%) 

TOTAL NA 3 (5.8%) 3 (5.8%) 

Abdomen 

(liver and 

spleen) 

EMP16-02 

120mg/40mg (N=52) 

VISIT 3 (WEEK 7), 

PRE-DOSE 

NORMAL NA 48 (92.3%) 48 (92.3%) 

TOTAL NA 48 (92.3%) 48 (92.3%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 44 (84.6%) 44 (84.6%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

NORMAL NA 44 (84.6%) 44 (84.6%) 

TOTAL NA 44 (84.6%) 44 (84.6%) 

VISIT 6 (WEEK 28) NORMAL NA 44 (84.6%) 44 (84.6%) 

TOTAL NA 44 (84.6%) 44 (84.6%) 

END OF STUDY NORMAL NA 4 (7.7%) 4 (7.7%) 

TOTAL NA 4 (7.7%) 4 (7.7%) 

EMP16-02 

150mg/50mg (N=52) 

VISIT 3 (WEEK 7), 

PRE-DOSE 
ABNORMAL NCS NA 2 (3.8%) 2 (3.8%) 

NORMAL NA 48 (92.3%) 48 (92.3%) 

TOTAL NA 50 (96.2%) 50 (96.2%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 46 (88.5%) 46 (88.5%) 

TOTAL NA 47 (90.4%) 47 (90.4%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

VISIT 6 (WEEK 28) NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

END OF STUDY NORMAL NA 6 (11.5%) 6 (11.5%) 

TOTAL NA 6 (11.5%) 6 (11.5%) 

PLACEBO (N=52) VISIT 3 (WEEK 7), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 49 (94.2%) 49 (94.2%) 

TOTAL NA 50 (96.2%) 50 (96.2%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 48 (92.3%) 48 (92.3%) 

TOTAL NA 49 (94.2%) 49 (94.2%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

NORMAL NA 46 (88.5%) 46 (88.5%) 

TOTAL NA 46 (88.5%) 46 (88.5%) 
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Assessment Treatment Assessment timepoint Result 

ABNORMA

L NCS 

n (%) 

NORMAL 

n (%) 

TOTAL 

n (%) 

VISIT 6 (WEEK 28) NORMAL NA 46 (88.5%) 46 (88.5%) 

TOTAL NA 46 (88.5%) 46 (88.5%) 

END OF STUDY NORMAL NA 3 (5.8%) 3 (5.8%) 

TOTAL NA 3 (5.8%) 3 (5.8%) 

Cardiovascular EMP16-02 

120mg/40mg (N=52) 

VISIT 3 (WEEK 7), 

PRE-DOSE 

NORMAL NA 48 (92.3%) 48 (92.3%) 

TOTAL NA 48 (92.3%) 48 (92.3%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 
NORMAL NA 44 (84.6%) 44 (84.6%) 

TOTAL NA 44 (84.6%) 44 (84.6%) 

VISIT 6 (WEEK 28) NORMAL NA 44 (84.6%) 44 (84.6%) 

TOTAL NA 44 (84.6%) 44 (84.6%) 

END OF STUDY NORMAL NA 4 (7.7%) 4 (7.7%) 

TOTAL NA 4 (7.7%) 4 (7.7%) 

EMP16-02 

150mg/50mg (N=52) 

VISIT 3 (WEEK 7), 

PRE-DOSE 

ABNORMAL NCS NA 2 (3.8%) 2 (3.8%) 

NORMAL NA 48 (92.3%) 48 (92.3%) 

TOTAL NA 50 (96.2%) 50 (96.2%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

NORMAL NA 47 (90.4%) 47 (90.4%) 

TOTAL NA 47 (90.4%) 47 (90.4%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

VISIT 6 (WEEK 28) NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

END OF STUDY ABNORMAL NCS 1 (1.9%) NA 1 (1.9%) 

NORMAL NA 5 (9.6%) 5 (9.6%) 

TOTAL 1 (1.9%) 5 (9.6%) 6 (11.5%) 

PLACEBO (N=52) VISIT 3 (WEEK 7), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 49 (94.2%) 49 (94.2%) 

TOTAL NA 50 (96.2%) 50 (96.2%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 48 (92.3%) 48 (92.3%) 

TOTAL NA 49 (94.2%) 49 (94.2%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 46 (88.5%) 46 (88.5%) 

VISIT 6 (WEEK 28) NORMAL NA 46 (88.5%) 46 (88.5%) 

TOTAL NA 46 (88.5%) 46 (88.5%) 

END OF STUDY NORMAL NA 3 (5.8%) 3 (5.8%) 

TOTAL NA 3 (5.8%) 3 (5.8%) 

Lungs NORMAL NA 48 (92.3%) 48 (92.3%) 
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Assessment Treatment Assessment timepoint Result 

ABNORMA

L NCS 

n (%) 

NORMAL 

n (%) 

TOTAL 

n (%) 

EMP16-02 

120mg/40mg (N=52) 

VISIT 3 (WEEK 7), 

PRE-DOSE 

TOTAL NA 48 (92.3%) 48 (92.3%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

NORMAL NA 44 (84.6%) 44 (84.6%) 

TOTAL NA 44 (84.6%) 44 (84.6%) 

VISIT 6 (WEEK 28) NORMAL NA 44 (84.6%) 44 (84.6%) 

TOTAL NA 44 (84.6%) 44 (84.6%) 

END OF STUDY NORMAL NA 4 (7.7%) 4 (7.7%) 

TOTAL NA 4 (7.7%) 4 (7.7%) 

EMP16-02 

150mg/50mg (N=52) 

VISIT 3 (WEEK 7), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 49 (94.2%) 49 (94.2%) 

TOTAL NA 50 (96.2%) 50 (96.2%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 
NORMAL NA 47 (90.4%) 47 (90.4%) 

TOTAL NA 47 (90.4%) 47 (90.4%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

VISIT 6 (WEEK 28) NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

END OF STUDY ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 5 (9.6%) 5 (9.6%) 

TOTAL NA 6 (11.5%) 6 (11.5%) 

PLACEBO (N=52) VISIT 3 (WEEK 7), 

PRE-DOSE 

NORMAL NA 50 (96.2%) 50 (96.2%) 

TOTAL NA 50 (96.2%) 50 (96.2%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 48 (92.3%) 48 (92.3%) 

TOTAL NA 49 (94.2%) 49 (94.2%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

NORMAL NA 46 (88.5%) 46 (88.5%) 

TOTAL NA 46 (88.5%) 46 (88.5%) 

VISIT 6 (WEEK 28) NORMAL NA 46 (88.5%) 46 (88.5%) 

TOTAL NA 46 (88.5%) 46 (88.5%) 

END OF STUDY NORMAL NA 3 (5.8%) 3 (5.8%) 

TOTAL NA 3 (5.8%) 3 (5.8%) 

Skin EMP16-02 

120mg/40mg (N=52) 

VISIT 3 (WEEK 7), 

PRE-DOSE 

ABNORMAL NCS 1 (1.9%) 1 (1.9%) 2 (3.8%) 

NORMAL NA 46 (88.5%) 46 (88.5%) 

TOTAL 1 (1.9%) 47 (90.4%) 48 (92.3%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

ABNORMAL CS NA 1 (1.9%) 1 (1.9%) 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL 1 (1.9%) 42 (80.8%) 43 (82.7%) 

TOTAL 1 (1.9%) 44 (84.6%) 45 (86.5%) 

ABNORMAL NCS NA 2 (3.8%) 2 (3.8%) 
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Assessment Treatment Assessment timepoint Result 

ABNORMA

L NCS 

n (%) 

NORMAL 

n (%) 

TOTAL 

n (%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

NORMAL 1 (1.9%) 41 (78.8%) 42 (80.8%) 

TOTAL 1 (1.9%) 43 (82.7%) 44 (84.6%) 

VISIT 6 (WEEK 28) ABNORMAL NCS NA 2 (3.8%) 2 (3.8%) 

NORMAL 1 (1.9%) 41 (78.8%) 42 (80.8%) 

TOTAL 1 (1.9%) 43 (82.7%) 44 (84.6%) 

END OF STUDY NORMAL NA 4 (7.7%) 4 (7.7%) 

TOTAL NA 4 (7.7%) 4 (7.7%) 

EMP16-02 

150mg/50mg (N=52) 

VISIT 3 (WEEK 7), 

PRE-DOSE 

NORMAL 1 (1.9%) 49 (94.2%) 50 (96.2%) 

TOTAL 1 (1.9%) 49 (94.2%) 50 (96.2%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

NORMAL NA 47 (90.4%) 47 (90.4%) 

TOTAL NA 47 (90.4%) 47 (90.4%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

VISIT 6 (WEEK 28) NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 45 (86.5%) 45 (86.5%) 

END OF STUDY ABNORMAL CS NA 1 (1.9%) 1 (1.9%) 

NORMAL 1 (1.9%) 4 (7.7%) 5 (9.6%) 

TOTAL 1 (1.9%) 5 (9.6%) 6 (11.5%) 

PLACEBO (N=52) VISIT 3 (WEEK 7), 

PRE-DOSE 

ABNORMAL NCS NA 3 (5.8%) 3 (5.8%) 

NORMAL NA 47 (90.4%) 47 (90.4%) 

TOTAL NA 50 (96.2%) 50 (96.2%) 

VISIT 4 (WEEK 14), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 48 (92.3%) 48 (92.3%) 

TOTAL NA 49 (94.2%) 49 (94.2%) 

VISIT 5 (WEEK 26), 

PRE-DOSE 

ABNORMAL NCS NA 1 (1.9%) 1 (1.9%) 

NORMAL NA 45 (86.5%) 45 (86.5%) 

TOTAL NA 46 (88.5%) 46 (88.5%) 

VISIT 6 (WEEK 28) NORMAL NA 46 (88.5%) 46 (88.5%) 

TOTAL NA 46 (88.5%) 46 (88.5%) 

END OF STUDY NORMAL NA 3 (5.8%) 3 (5.8%) 

TOTAL NA 3 (5.8%) 3 (5.8%) 

 
Data based on Full analysis set population. Results are presented as n(%)/N, where N is the 

total number of observations at that specific timepoint. NA: Not available - no observations 

in subgroup.  EP-002 Physical examinations, shift table, SAS program: 

descriptive_stat_tables.sas. Run by: Jerker Linne, jerker.linne@ctc-ab.se 2021-05-05T21:03:56. 

Data extracted at: 2021-03-25T14:26:12 UTC 
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