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development of novel biological drugs for metabolic diseases (Gimeno & Moller 2014, Chen et
al. 2017). Serum FGF21 levels are elevated in human subjects with diabetes, obesity, NASH, and
other metabolic disorders. As such, raised levels reflect increased secretion of FGF21 by organs
and cells under various types of stress (e.g., nutrient stress, oxidative stress) and appears to be a
compensatory protective response. Higher levels of FGF21 have also been interpreted as
evidence of FGF21 resistance (Li et al. 2013, Wu et al. 2017).

In NASH, FGF21 appears to address both the underlying disease driver, i.e., excessive flux of
calories and lipids into the liver, and the ensuing downstream sequelae of hepatocyte stress
leading to hepatic inflammation and fibrosis. Fibroblast growth factor 21 directly modulates
whole-body lipid metabolism to reduce hepatic lipid accumulation and has been shown to
reverse hepatic steatosis and to prevent diet-induced obesity in both rodents and nonhuman
primates (Lin et al. 2013, Camporez et al. 2013, Mu et al. 2012, Xu et al. 2009, Coskun et al.
2008, Wu et al. 2017, Talukdar et al. 2016).

Various in vitro and in vivo findings suggest potential beneficial effects of FGF21 agonism in
NASH, including improvements in liver fat, inflammation, and fibrosis (Xu et al. 2009, Lee et al.
2016, Tanaka et al. 2015, Cui et al. 2020). Administration of recombinant human FGF21 or
long-acting FGF21 analogues prevented an increase in liver fat and suppressed inflammation and
fibrosis, as assessed by histology in rodent models of liver disease (Tanaka et al. 2015, Fisher et
al. 2014, Bao et al. 2018, Opoku et al. 2020). The models used a range of pathological insults,
including excessive intake of fat and fructose, alcohol, diet deficient in methionine and choline,
or chemical toxins (e.g., carbon tetrachloride, dimethyl nitrosamine; [ Xu et al. 2016]). Increasing
FGF21 tone was effective in all the models, whereas loss of FGF21 function exacerbated
development of liver pathology.

Genetic and pharmacological studies provide further evidence that FGF21-receptor agonism
could have potentially beneficial effects on NASH. Fibroblast growth factor 21 knock-out mice
are viable, fertile, and show no strong metabolic phenotypes when fed a normal chow diet.
However, they become insulin resistant with hepato-steatosis and have significantly elevated
plasma glucose and triglyceride (TG) levels when challenged with high-fat or ketogenic diets. In
contrast, transgenic mice over-expressing FGF21 are lean and resistant to diet-induced or
age-associated obesity and insulin resistance.

1.2. Efruxifermin Background

Efruxifermin (EFX) is a 92.0 kD E. coli-expressed human immunoglobulin G1 (IgG1) Fe-FGF21
fusion polypeptide—a long-acting FGF21 analog. Each molecule contains 1 dimeric Fc domain
and 2 modified FGF21 chains. Efruxifermin has 8 disulfide bonds, 6 intra-chain and 2 inter-
chain, as depicted in Figure 1-1. Two of the intra-chain disulfide bonds are in the FGF21
polypeptide between Cys318 and Cys336; 1 for each monomer. Additionally, 3 mutation sites,
LI98R (corresponding residue 341 in Fc-FGF21 fusion polypeptide), P171G (residue 414), and
A180E (residue 423) have been introduced into the consensus human FGF21 sequence to
decrease its susceptibility to in vivo proteolytic degradation, and to reduce aggregation while
maintaining balanced FGF21 agonism across FGFR1c/2c/3¢ with selectivity over FGFR4. A
schematic of the structure of EFX is shown in Figure 1-1.
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1.4. Clinical Trials of Efruxifermin

As of 01 May 2021, EFX has been evaluated in Phase 1 single- and multiple-ascending dose
studies with up to a 4-week treatment duration in subjects with type 2 diabetes (T2D), a Phase 2a
study in subjects with NASH that comprised of 2 cohorts (fibrosis stages 1—3 and a separate
cohort of subjects with fibrosis stage 4), and it is currently being evaluated in a Phase 2b study in
non-cirrhotic subjects with NASH (fibrosis stages 2—3). In the Phase 1a single-ascending dose
study, the highest dose tested was EFX 210 mg administered SC. In the Phase 1b
multiple-ascending dose study, the highest dose tested was EFX 140 mg, SC, QW. In the

Phase 2a study, 28, 50, and 70 mg doses of EFX were evaluated over 16-weeks of treatment. In
all studies, the drug was generally well tolerated. Findings from both cohorts of the Phase 2a
study are briefly described below. Information on the Phase 1 clinical studies and additional
details on the Phase 2 clinical study are described in further detail in the current EFX IB.

1.4.1. Study AK-US-001-0101 - Phase 2a, Randomized, Double-Blind,
Placebo-Controlled Study Evaluating the Safety and Efficacy of EFX in Subjects
with Nonalcoholic Steatohepatitis (NASH)

Study AK-US-001-0101 was a Phase 2a, randomized, double-blind, placebo-controlled study
evaluating the safety and efficacy of EFX in subjects with NASH. The study consisted of a Main
Study in subjects with fibrosis stages 1—3 (Section 1.4.1.1) and a separate cohort, Cohort C, in
subjects with compensated cirrhosis or fibrosis stage 4 (Section 1.4.1.2).

14.1.1. Main Study

The primary endpoint was to evaluate the absolute change from baseline in hepatic fat fraction
assessed by Magnetic Resonance Imaging - Proton Density Fat Fraction (MRI-PDFF) at

Week 12. Secondary and exploratory endpoints included evaluation of percent change in hepatic
fat fraction assessed by MRI-PDFF, histology, reductions in ALT, and safety and tolerability.

1.4.1.1.1. Subject Disposition

In the Main Study, eligible subjects were randomized to receive 28, 50, or 70 mg of EFX or
placebo in a ratio of 1:1:1:1. The planned sample size was approximately 80 subjects.
Efuxifermin or placebo was administered QW for 16 weeks.

A total of 80 subjects were enrolled with 79 (19 [24.1%], 19 (24.1%), and 20 (25.3%) subjects in
the 28-, 50-, and 70-mg EFX groups, respectively, and 21 (26.6%) subjects in the placebo group)
subjects receiving at least 1 dose of study drug. A total of 66 (82.5%) subjects completed
investigational product as per the dosing regimen for 16 weeks. Thirteen (16.3%) subjects
discontinued investigational product (3, 4, and 4 subjects in the 28-, 50-, and 70-mg EFX groups,
respectively, and 2 subjects in the placebo group). Seven (9.0%) subjects discontinued
investigational product because of adverse events (AEs) and 7 (9.0%) subjects discontinued the
study due to administrative reasons. A total of 66 (82.5%) subjects completed the study.
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1.4.1.1.2. Safety Results

Overall, 70 (88.6%) subjects experienced a treatment-emergent adverse event (TEAE): 18
(94.7%), 17 (89.5%), and 19 (95.0%) subjects in the 28-, 50-, and 70-mg EFX groups,
respectively, and 16 (76.2%) subjects in the placebo group. The most common TEAEs by
preferred term (PT) were diarrhea (27 [34.2%] subjects), nausea (26 [32.9%] subjects), vomiting
and increased appetite (15 [19.0%] subjects each), fatigue (13 [16.5%] subjects), and
nasopharyngitis (11 [13.9%] subjects).

The majority of subjects experienced a Grade 1 or 2 TEAE with the maximum TEAE severity
being Grade 1 in 18 (22.8%) subjects, Grade 2 in 46 (58.2%) subjects, and Grade 3 in

5 (6.3%) subjects. One (1.3%) subject (Subject 101-006 in the 70-mg EFX group) experienced a
Grade 4 treatment-emergent serious adverse event (TESAE) of acute pancreatitis (considered
related to study drug) and subsequently, diabetic ketoacidosis (considered unrelated to study
drug).

Fifty-two (65.8%) subjects experienced a study drug-related TEAE: 13 (68.4%), 15 (78.9%), and
17 (85.0%) subjects in the 28-, 50-, and 70-mg EFX groups, respectively, and 7 (33.3%) subjects
in the placebo group. The majority of study drug-related TEAEs were Grade 1 or 2.

One (5.0%) subject experienced a TESAE of acute pancreatitis in the 70-mg EFX group that was
considered related to study drug. There were no study drug-related deaths due to TEAE:s.

Overall, 2 (2.5%) subjects experienced a serious adverse event (SAE): 1 (5.3%) subject in the
28-mg EFX group experienced abdominal pain and pyrexia, which was considered unrelated to
the study drug but related to the pre-treatment liver biopsy procedure; 1 (5.0%) subject in the
70-mg EFX group experienced acute pancreatitis which was deemed to be related to study drug
and subsequently, diabetic ketoacidosis. This subject was morbidly obese (body-mass index
[BMI] 46.6 kg/m?) and had multiple metabolic abnormalities, including severe insulin resistance
as indicated by acanthosis nigricans and hyperinsulinemia prior to starting the study. Following
withdrawal of study drug and appropriate management of acute pancreatitis, including
hospitalization and administration of medications, the subject recovered, was discharged from
the hospital, and the event was considered resolved.

In the subjects receiving at least 1 dose of EFX and considered evaluable for the assessment of a
treatment-emergent anti-drug antibody (ADA) response, 41 of 57 individuals (71.9%) were
positive for treatment-induced ADA, compared to none in the placebo group. While the majority
of subjects developed ADA during the study, individual data from all subjects with
treatment-induced ADA indicated that the measured antibody titers were low with a median
observed titer value at 20 weeks of 1:8.67. In addition, only 4 subjects (7.0% of EFX-treated
subjects) demonstrated emergence of FGF21 cross-reactive antibodies. Only 1 subject was
positive for neutralizing antibodies (NAb) at a single time point, and this subject subsequently
tested negative for ADA.
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Efruxifermin also ameliorated 2 common comorbidities of NASH: inadequate glycemic control
and dyslipidemia. Clinically meaningful reductions in HbAlc were achieved atop existing
antidiabetic medication and by enhancing insulin sensitivity, while at the same time reducing
body weight. The magnitude of improvement in lipoprotein profile were sufficient to restore a
normal profile; a potentially important effect given the susceptibility of NASH patients to
cardiovascular disease.

Efruxifermin appeared to be generally well tolerated with an acceptable safety profile.
1.4.1.2. Cohort C

The primary objective of the study was to evaluate safety and tolerability of EFX 50 mg in
subjects with compensated cirrhosis due to NASH. Secondary objectives evaluated improvement
in non-invasive markers of fibrosis as well as markers of glucose and lipid metabolism.
Histologic improvements were evaluated in a subset of subjects who underwent end of study
biopsies.

1.4.1.2.1. Subject Disposition

Thirty subjects with biopsy-proven compensated cirrhosis (fibrosis stage 4) due to NASH were
enrolled in Cohort C: 20 subjects in the EFX 50 mg group and 10 subjects in the placebo group.

Twenty-nine (96.7%) subjects completed the treatment period; 19 (95.0%) subjects in the EFX
50 mg group and 10 (100.0%) subjects in the placebo group. One subject (3.3%) in the
EFX 50 mg group discontinued treatment due to an AE.

In total, 28 (93.3%) subjects completed the study: 19 (95.0%) subjects in the EFX 50 mg group
and 9 (90.0%) subjects in the placebo group. Two (6.7%) subjects discontinued early from the
study: 1 (5.0%) subject in the EFX 50 mg group due to an AE and 1 (10.0%) subject in the
placebo group due to withdrawal of informed consent.

1.4.1.2.2. Demographics and Baseline Characteristics

The mean age of subjects in Cohort C was 59.8 years, with 36.7% of subjects being male and
63.3% of subjects being female. The majority of subjects were White (93.3%) and 43% were of
Hispanic ethnicity.

As expected for this population, the mean weight and BMI at baseline were 105.0 kg and
37.1 kg/m?, respectively. Fifteen subjects (50%) had T2D; 30% were taking a statin and
approximately 17% were taking vitamin E/thiazolidinedione at the time of the Baseline visit.

Most demographic characteristics were well balanced across the 2 groups with the exception of
sex (70% males in the placebo group compared to 20% in the EFX group) and mean body weight
(119 kg in the placebo group vs 98 kg in the EFX group).

All 30 (100.0%) subjects had fibrosis stage 4 confirmed by local read at screening; 27 (90%) of
which were subsequently confirmed to have fibrosis stage 4 at baseline by a central reader.
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Baseline and end of study biopsies were evaluated by a central reader for 17 (56.7%) subjects
who were confirmed (via central read) to be fibrosis stage 4 at baseline, with a mean NAS of 3.8.

As expected in subjects with fibrosis stage 4, the non-invasive markers of fibrosis were
indicative of cirrhosis with an average liver stiffness value of 23.3 kPa, a mean baseline ELF
score of 10.2, and the mean Pro-C3 value of 24.6 pug/L at screening. The baseline mean ALT and
AST values were 32.0 and 30.5 U/L, respectively.

1.4.1.2.3. Safety

Overall, 27 (90.0%) subjects experienced a TEAE; 19 (95.0%) subjects in the EFX 50 mg group
and 8 (80.0%) subjects in the placebo group. The majority of TEAEs experienced by subjects

were either a Grade 1 or Grade 2 TEAE. One (3.3%) subject in the placebo group experienced a
Grade 4 TEAE.

Sixteen (53.3%) subjects experienced a study drug-related TEAE, the majority of which were
Grade 1 or 2. Study procedure-related TEAEs were observed in 8 (26.7%) subjects and all were
Grade 1.

Adverse events of special interest (AESI) including injection site reactions and related terms,
diarrhea, and decreased blood glucose, were noted in 12 (40.0%) subjects; 11 (55.0%) subjects in
the EFX 50 mg group and 1 (10.0%) subject in the placebo group.

One (3.3%) subject in the placebo group experienced a SAE of pulmonary embolism, which was
considered not related to study drug or study procedures. One (3.3%) subject in the EFX 50 mg
group experienced multiple TEAEs leading to early discontinuation. There were no deaths in this
study.

1.4.1.2.4. Efficacy

Efruxifermin-treated subjects demonstrated improvements in non-invasive markers of fibrosis
including, absolute change from baseline in LS mean liver stiffness by transient elastography
(=5.7 kPa for the EFX group vs —1.9 kPa for the placebo group; p=0.2226 vs placebo), Pro-C3
(-9.0 pg/L for the EFX group vs —3.4 ng/L for the placebo; p=0.0130 vs placebo), and ELF
score (—0.4 for the EFX group vs 0.3 for the placebo group; p=0.0095 vs placebo).

Improvements were also noted in markers of liver injury including, absolute change from
baseline in LS mean ALT (-10.3 U/L for the EFX group vs —1.3 U/L for the placebo group;
p=0.0098 vs placebo) and AST (-9.6 U/L for the EFX group vs —4.5 U/L for the placebo group;
p=0.0752 vs placebo).

As observed in the main study, significant improvements were also seen in lipoprotein profiles,
including change from baseline in LS mean LDL-C (-12.1 mg/dL for the EFX group vs

9.7 mg/dL for the placebo group; p=0.0012 vs placebo), HDL-C (14.9 mg/dL for the EFX group
vs 1.4 mg/dL for the placebo group; p=0.0125 vs placebo), non-HDL—C (—20.4 mg/dL for the
EFX group vs 9.3 mg/dL for the placebo group; p=0.0001 vs placebo), and TG (—39.7 mg/dL for
the EFX group vs —4.6 mg/dL in the placebo group; p=0.0089 vs placebo).
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main study portion of AK-US-001-0101. Fibrosis improvement by at least 1 stage with no
worsening of NASH was observed in 33% of subjects with fibrosis stage 4 treated with EFX 50
mg, with a tolerability profile that was consistent with that seen in earlier stage NASH subjects
(fibrosis stages 1—3).

Additionally, nonclinical toxicology studies up to 26 weeks in duration have been conducted in
monkeys and rats, at exposure margins multiple folds above the expected clinical exposure.
Efruxifermin exposures in non-cirrhotic subjects at the respective NOAELs in rats and monkeys
are expected to range from approximately 8- to 27-fold based on Cmax and approximately 9- to
41-fold based on AUCo-t.

In AK-US-001-0101, a significant reduction in HbA1c was observed with EFX 50 mg, and the
magnitude of reduction was more pronounced in subjects with T2D. As a result of the positive
effect of the 50 mg dose on glycemic parameters in subjects with T2D, Cohort D will evaluate
EFX 50 mg in subjects with T2D and liver fibrosis stages 1—3. EFX 50 mg appeared to be safe
and well-tolerated in subjects with T2D, including the subgroup of T2D subjects taking
concomitant GLP-1 receptor agonists (n=5), as well as the overall population of the main study
and Cohort C (AK-US-001-0101).

Taking all data into consideration, the main study will evaluate the 28 and 50 mg doses of EFX
in subjects with compensated cirrhosis due to NASH, combining the likely effective dose range
with acceptable safety and tolerability. Cohort D will evaluate the 50 mg dose of EFX in
subjects with T2D and liver fibrosis (stages 1—3) due to NASH, noting the clinically meaningful
reduction of HbAlc observed in AK-US-001-0101 in subjects with T2D.

1.8. Compliance

This study will be conducted in compliance with this protocol, Good Clinical Practice (GCP),
and all applicable regulatory requirements.
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27. Known hypersensitivity to the study drug, the metabolites, or formulation excipients
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7. PLANNED STATISTICAL METHODS
7.1. Endpoints

Details will be provided in the statistical analysis plan (SAP).

7.1.1. Efficacy Endpoints

7.1.1.1. Primary Endpoint

For a complete list of endpoints, refer to Section 2.

7.1.1.2. Secondary Endpoints

For a complete list of endpoints, refer to Section 2.

7.1.1.3. Exploratory Efficacy Endpoints

For a complete list of endpoints, refer to Section 2.

7.1.2. Safety Endpoints

Main Study: The safety endpoint is safety and tolerability of EFX in subjects with NASH.

Cohort D: The safety endpoint is the safety and tolerability of EFX in subjects with T2D and
liver fibrosis due to NASH when added to an existing GLP-1 receptor agonist.

Safety analyses may include: summaries of extent of exposure, AEs, clinical laboratory tests,
ECGs, ultrasounds (main study only), bone mineral density (BMD; main study only), vital sign
assessments, body weight, ADA and NAb assessments, and concomitant medication usage.

7.2. Planned Analyses
7.2.1. Primary Endpoint Analysis — Main Study Only

A Week 36 primary endpoint analysis is planned after all randomized subjects have completed
their Week 36 visit (or prematurely discontinued from the study prior to Week 36). The analysis
may be submitted to regulatory agencies to seek guidance for the overall clinical development
program.

At the database lock for the Primary Analysis, limited personnel from Sponsor and its designee
(e.g., project statistical team who will be analyzing the data) will be unblinded to the treatment
allocation. All other Sponsor personnel and its designee, Investigators, study site personnel, and
study participants will remain blinded to the treatment allocation until the final database lock.
Details regarding the management of unblinded data will be described in the SAP and study
Blinding Plan.
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7.2.2. Final Analysis

The final analysis for the main study and Cohort D will be performed after all subjects have
completed the respective study, outstanding data queries have been resolved or adjudicated as
unresolvable, and the data have been cleaned and finalized.

7.3. Analysis Conventions

All individual subject data will be listed as measured. All statistical summaries and analyses will
be performed using Statistical Analysis System® (SAS®) software (SAS Institute, Cary,
North Carolina, USA).

74. Analysis Sets
The study analysis sets are detailed below.
7.4.1. Full Analysis Set (FAS)

The FAS will include all subjects who were randomized and received at least one dose of study
drug.

Subjects who receive a dose of study drug other than that to which they were randomized for the
entire duration of treatment will be analyzed according to treatment group to which they were
randomized.

7.4.2. Per Protocol (PP) Sets

The Per Protocol (PP) Sets will be a subset of the FAS and will include subjects who finish
scheduled visits with applicable assessments and do not have major protocol deviations.

7.4.3. Safety Analysis Set

All subjects who receive at least 1 dose of study drug will be included in the Safety Analysis Set.
All safety endpoints will be summarized using the Safety Analysis Set and will be based on
actual treatment received if this differs from the randomized treatment.

7.4.4. Pharmacokinetics Set

The PK analysis set will include all randomized subjects who took at least one dose of study
drug and for whom concentration data for EFX is available. Subjects in this analysis set will be
summarized according to the actual treatment received.

7.4.5. Biomarkers Analysis Set

The Biomarker Analysis Set will include data from subjects in the Safety Analysis Set who have
the necessary baseline and on-study measurements to provide interpretable results for the
specific parameters of interest.
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7.4.6. Liver Biopsy Analysis Set (LBAS) — Main Study Only

The analysis set for histological efficacy analyses will be the Liver Biopsy Analysis Set (LBAS),
which will be a subset of the FAS. It will include all FAS subjects who have the baseline and on-
study liver biopsy results.

7.4.7. MRI-PDFF Analysis Set — Cohort D Only

The MRI-PDFF Analysis Set will be a subset of the FAS. It will include all FAS subjects who
have baseline and on-study measurements assessed by MRI-PDFF.

7.5. Data Handling Conventions

Missing data can have an impact on the interpretation of the trial data. In general, values for
missing data will not be imputed unless specified.

Where appropriate, safety data for subjects who did not complete the study will be included in
summary statistics. For example, if a subject received study drug, the subject will be included in
a summary of AEs according to the treatment received; otherwise, if the subject was not dosed
then the subject will be excluded from the summary. If safety laboratory results for a subject are
missing for any reason at a time point, the subject will be excluded from the calculation of
summary statistics for that time point. If the subject is missing a baseline value, then the subject
will be excluded from the calculation of summary statistics for the baseline value and the change
from baseline values.

Values for missing safety laboratory data will not be imputed; however, a missing baseline result
will be replaced with a screening result, if available. If no pre-treatment laboratory value is
available, the baseline value will be assumed to be normal (i.e., no grade [Grade 0]) for the
summary of graded laboratory abnormalities.

Values for missing vital signs data will not be imputed; however, a missing baseline result will
be replaced with a screening result, if available.

Further details of data handling conventions and transformation will be provided in the SAP.
7.6. Estimands — Main Study Only

In line with International Council for Harmonisation (ICH) E9 (R1) addendum, 5 attributes
(treatment, population, endpoint, intercurrent events, and population-level summary) have been
specified to translate the primary and key secondary efficacy objectives into treatment effects
that are to be estimated (estimands).

The treatment conditions of interest are EFX 28 mg administered weekly, and EFX 50 mg
administered weekly, and are compared with placebo administered weekly.

The treatment effect is assessed by the primary histological endpoint of improvement in liver
fibrosis and no worsening of steatohepatitis at Week 36.
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The Investigator must give the monitor access to all relevant source documents to confirm their
consistency with the data capture and/or data entry. Akero monitoring standards require full
verification for the presence of informed consent, adherence to the inclusion/exclusion criteria,
documentation of SAEs, and of data that will be used for all primary variables. Additional
checks of the consistency of the source data with the CRFs are performed according to the
study-specific monitoring plan. No information in source documents about the identity of the
subjects will be disclosed.

All clinical study documents must be retained by the Investigator until at least 2 years or for a
period according to local laws, whichever is longer, after the last approval of a marketing
application in an ICH region (i.e., US, Europe, or Japan) and until there are no pending or
planned marketing applications in an ICH region; or, if no application is filed or if the
application is not approved for such indication, until 2 years after the investigation is
discontinued and regulatory authorities have been notified. Investigators may be required to
retain documents longer if specified by regulatory requirements, by local regulations, or by an
agreement with Akero. The Investigator must notify Akero before destroying any clinical study
records.

Should the Investigator wish to assign the study records to another party or move them to another
location, Akero must be notified in advance.

If the Investigator cannot provide for this archiving requirement at the study site for any or all of
the documents, special arrangements must be made between the Investigator and Akero to store
these records securely away from the site so that they can be returned sealed to the Investigator
in case of an inspection. When source documents are required for the continued care of the
subject, appropriate copies should be made for storage away from the site.

8.1.6. Electronic Case Report Forms

Designated Investigator-staff will enter the data required by the protocol into the eCRF using
fully validated secure web-enabled software that conforms to US CFR 21 Part 11 requirements.
Designated Investigator site staff will not be given access to the system until they have been
trained. Subsequent to data entry, a study monitor will perform source data verification within
the EDC system. Original entries as well as any changes to data fields will be stored in the audit
trail of the system.

Automatic validation procedures within the system check for data discrepancies during and after
data entry and, by generating appropriate error messages, allow the data to be confirmed or
corrected online by the designated Investigator-site staff. The Investigator must certify that the
data entered into the eCRF are complete and accurate.

At the conclusion of the trial, Akero will provide the site with a read-only archive copy of the
data entered by that site. This archive must be stored in accordance with the records retention
requirements outlined in Section 8.1.5.
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10. APPENDICES

Appendix A. Main Study Schedule of Assessments Table — Screening through
Week 36

Appendix B. Main Study Schedule of Assessments Table — Long-Term Follow-
up

Appendix C. Cohort D Schedule of Assessments Table

Appendix D. Pregnancy Precautions, Definition for Female of Childbearing
Potential, and Contraceptive Requirements

Appendix E. West Haven Criteria

Appendix F. Child-Pugh Score

Appendix G. Definitions of Compensated Cirrhosis Due to Nonalcoholic
Steatohepatitis (NASH)
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