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Change History

Version/Date Change Log
1.0/ 26-Apr-2019 Final (stable) version
2.0/ 22-0Oct-2020 Specified sample size and power calculation

Extended the section Definitions for ERIPD, average daily dose, overdose, TEAE
Updated the definition of safety analysis set

3.0/ 27-May-2021 Specified changes from Protocol
Updated the definition of TEAE

Added sections Site Closure Related Database limitations and Randomization
Stratification and Analysis Covariate

Updated Table 6 describing hypoglycemic events summaries and analyses
Restructuring of Section 11.8.2 describing Hypoglycemic TEAEs
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4. Study Objectives

4.1

4.2
4.21

4.2.2

423

4.3

Primary Study Objective

To evaluate equivalence of Gan & Lee Insulin Glargine Injection and Lantus® in terms of
immunogenicity by comparing the proportions of subjects between the two treatment arms who
develop treatment induced anti-insulin antibodies (AlAs), which is defined as either treatment
emergent AlA development or important increase (at least 4-fold) in AIA titers up to visit Week 26.

Secondary Study Obijectives

Immunogenicity

To evaluate the percentage of subjects with negative anti-insulin antibodies (AlAs) at baseline
who develop confirmed positive AIA up to visit Week 26, the percentage of subjects with at least
a 4-fold increase in titers compared to baseline value, mean change from baseline in AIA titers
between treatment groups, the percentage of subjects with confirmed positive AIA who develop
any anti-insulin neutralizing antibodies up to visit Week 26, and percentage of subjects who
develop confirmed positive AIA up to visit Week 26 of Gan & Lee Insulin Glargine Injection in
comparison with that of Lantus®.

Safety

To evaluate the safety of Gan & Lee Insulin Glargine Injection in comparison with that of Lantus®

Efficacy

To evaluate the efficacy of Gan & Lee Insulin Glargine Injection in comparison with that of
Lantus® by comparing subjects’ average change of HbA1c at visit Week 26 from baseline
between the two treatment arms. Although efficacy is not specified in the protocol objectives as a
key objective, evaluation of the efficacy measured by HbA1c at visit Week 26 of Gan & Lee
Insulin Glargine Injection in comparison with that of Lantus® is considered a key secondary
endpoint of the study.

To evaluate the percentage of subjects who achieve a fasting blood glucose (FBG) test result of
< 6.0 mmol/L (< 108.0 mg/dL) at visit Week 26, the percentage of subjects who achieve a HbA1c
of < 7.0% at visit Week 26 of Gan & Lee Insulin Glargine Injection in comparison with that of
Lantus®

Exploratory Objective

To investigate the retrospective hypoglycemic rate and time in hypoglycemia and hyperglycemia
using continuous glucose monitoring (CGM) data

To examine the relationship between the plasma concentrations of insulin glargine, M1, and M2,
and immunogenic response

5. Study Design

This open-label, randomized, multicenter study is designed to compare the immunogenicity, efficacy, and
safety of Gan & Lee Insulin Glargine Injection compared with that of Lantus® in subjects with Type 1
diabetes mellitus to determine equivalence.

Subjects between the ages of 18 and 75 who meet the study inclusion criteria and none of the exclusion
criteria as defined in the protocol, will be centrally and randomly assigned in a 1:1 allocation ratio to receive
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Figure 1: Study Diagram
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d = day; DA = Basal insulin dose optimization; EOT = End of Treatment; ET = Early Termination; FU =
follow-up; TC = telephone call; V = visit; W = week

Note: At weeks 11 and 25, subjects will attend a brief visit for application of a continuous
glucose-monitoring sensor.
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5.1 Sample Size and Power

Enrollment was planned for 550 subjects overall (275 subjects per treatment group). The primary analysis
for the immunogenicity primary endpoint was to be an equivalence test for the difference in proportion of
subjects who develop treatment-induced AlAs between Gan & Lee insulin Glargine Injection and Lantus®
using the 2 Wald one-sided tests (TOST) with a=0.05 (Chow and Shac 2002 (1)). After scientific and
regulatory review, the method to evaluate immunogenicity equivalence will be the 90% confidence intervals
of risk difference from the logistic regression analysis (see Section 3.1). Under this newly adopted
approach, no power loss is expected.

This sample size of 275 subjects per treatment group was chosen to achieve over 80% power using the
TOST equivalence test for two proportions, a risk difference of zero and equivalence margins dependent
on the observed treatment-induced AlA rate per Table 3 below. For example, a total sample size of 550 will
provide approximately 85% power for the TOST equivalence test using a treatment-induced AIA rate of
30% and a margin of 12% (Table 3). The treatment-induced AIA is defined as newly confirmed positive AIA
development or important (at least a 4-fold) increase in AlA titers, after baseline and up to visit Week 26
(see the definition of Primary Endpoint in Section 6.1 and Section 7.2). No drop outs are considered in the
calculation. A larger than expected early discontinuation rate was observed as part of study monitoring
activities and therefore protocol amendment 3 approved on 25-Apr-2019 included procedures to encourage
subjects to return for assessments even if they had discontinued treatment early.

The appropriate similarity margin, based on the actual observed event rate for the intended reference
product, will be used for final analysis after database lock as summarized in Table 3 below. The power
calculation in the table was adapted for a sample size of 550 using the treatment-induced AIA rate for the
reference product. Linear interpolation will be used for values between AIA rates in the table.
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6.2 Key Secondary Endpoint
6.2.1 Efficacy
e The change in HbA1c from baseline at visit Week 26
6.3 Other Secondary Endpoints
6.3.1 Immunogenicity
» The percentage of subjects in each treatment group with negative AIA at baseline who develop
confirmed positive AlA after baseline and up to visit Week 26
» The percentage of subjects in each treatment group with confirmed positive AlA at baseline and at
least a 4-fold increase in titers after baseline and up to visit Week 26
* The mean change from baseline in each treatment group in AIA titers after baseline and up to visit
Week 26. Though not specified in the protocol, this analysis is planned for the subset of subjects
with confirmed positive AIA at baseline.
» The percentage of subjects in each treatment group with confirmed positive AIA after baseline and
up to visit Week 26 who develop any anti-insulin neutralizing antibodies after baseline and up to
visit Week 26
= The percentage of subjects in each treatment group with confirmed positive AIA after baseline and
up to visit Week 26. This summary is planned to include all subject regardless subject’s status of
AlA at baseline.
6.3.2 Safety
e Theincidence and severity of all treatment-emergent adverse events (TEAE) and the following
subgroups:

» Hypoglycemia, which will be fully documented in the Hypoglycemic Events Record, using
data from subject report (symptomatic), FBG from central lab, study issued glucometer
and CGM

e SAEs, including fatal events
Adverse events leading to termination of the study treatment and/or early withdrawal from
the study

e |P-related AEs

e Injection site reactions

* The incidence of clinically significant laboratory abnormalities

» The incidence of clinically significant abnormalities in electrocardiogram (ECG) and vital signs
6.3.3 Efficacy

e The number and percentage of subjects who achieve a FBG test result of < 6.0 mmol/L

(< 108.0 mg/dL) at visit Week 26

* The number and percentage of subjects who achieve a HbA1c of < 7.0% at visit Week 26
6.4 Exploratory Endpoints

e Retrospective CGM hypoglycemia rate

» Time in hypoglycemia and hyperglycemia event based on CGM data

* Relationship between plasma concentrations of insulin glargine, M1, and M2, and AlA titers
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8) Diabetes Disease Duration

The duration of diabetes is defined as the number of years from the date of original diagnosis of Type 1
Diabetes Mellitus to the date of randomization (presented in full years):

(date of randomization — date of Type 1 diagnosis + 1)/365.25

If the date of Type1 Diabetes Mellitus diagnosis is partially missing, then the following imputation rules will
be applied:

e Missing day, but month and year are present: the day will be imputed as the 15t of the month.

e Missing day and month but year is present: the day and month will be imputed as July 1, or
date of consent, whichever is earlier.

» Date completely missing: no imputation will be done, and diabetes disease duration will also
be missing.

9) QD Compliance Dosing Regimen

QD Compliance is where the answer to the question “Was the subject compliant with QD dosing since the
previous visit?” is Yes on all Average Daily Dose of Study Drug CRF pages. If a subject does not answer
Yes then they are marked as No in all associated outputs.

10) Double Average Daily Dose

Double Average Daily Dose is defined as having at least double the average daily dose compared to the
first average daily dose after randomization at any subsequent average daily dose assessment.

11) Eligibility-Related Important Protocol Deviation (ERIPD)

Eligibility-related important protocol deviations are important protocol deviations coded to the Inclusion
Criteria or Exclusion Criteria categories or Other category with deviation that has description “Inadequate
source documentation that is required to support eligibility assessment”. Site POL008 has been placed in
this Other category and is used in this derivation as the deviation relates to documentation of eligibility.
(refer to Appendix 4 Immunogenic- and Efficacy-Interfering Important Protocol Deviations for details).

12) End of Treatment visit

The End of Treatment visit (EOT) is defined as the scheduled visit labelled in data as 'Visit 9 Week 26/ End
of Study’. This includes any subject who discontinues from treatment before visit Week 26 who has
scheduled Visit 9 procedures performed at a EOT visit.

13) Exposure
e Duration of therapy (presented in weeks with one decimal place)
Duration of therapy is defined as (date of last dose — date of first dose + 1)/7.
s Estimated total cumulative dose (presented in U with one decimal place)

The estimated total cumulative dose for a given subject will be calculated using the following
formula:

ne
Z(Number of Days between C; and C;_,) * Average Daily Dose;

i=2

where C; represents the subject’s i" contact (including clinic visits as well as telephone contacts)
and nc represents the number of contacts for the given subject. Missing data will not be imputed.
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21) Prior and Concomitant Medications

Prior medications are defined as those with a start date prior to the date of randomization and an end date
on or before the date of randomization.

Concomitant medications are defined as those ongoing at the date of randomization or with a start date on
or after the date of randomization.

22) Study Day

Study Day 1 is defined as the date of first dose of IP. For subjects whose treatment assignment is randomly
assigned but not dosed, Study Day 1 is defined as the date of randomization assignment. For dates prior
to Study Day 1, the Study Day is calculated as:

Study Day = (Date of Interest/Assessment — Date of Study Day 1)
For dates post Study Day 1,
Study Day = (Date of Interest/Assessment — Date of Study Day 1 + 1)
23) Study Completers
Subjects with non-missing baseline and scheduled visit Week 26 assessment of AIA (study day 182 +/- 3
days as per protocol) and who received IP for at least 22 weeks will be used for the analysis.
24) Thyroid Function Abnormality

Thyroid Function Abnormality is defined as any post-baseline thyroid-stimulating hormone (TSH) or free
thyroxine (T4) from the central laboratory that is outside the normal range.

25) Time from First Dose of IP to Early Treatment Discontinuation
The time from first dose of IP to early treatment discontinuation will be defined as:
(date of last dose of IP — date of first dose of IP + 1)

Subjects who completed the study will be censored at the date of last dose of IP or study day 182 (week
26).

26) Treated with IP
All randomized subjects
* for whom a date of first dose of IP is documented on the First Dose of Study IP CRF page or
e for whom a date of last dose of IP is documented on the End of Study CRF page or

e for whom an average daily dose is documented on the Average Daily Dose of Study Drug CRF
page
will be considered as having received any IP. Subjects not satisfying any of the above criteria will be
considered as having not received any IP.
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7.3 Safety

1) American Diabetes Association (ADA) Severe Hypoglycemic AE

A hypoglycemic AE will be classified as “ADA-severe” if the answer to the question “Was third party
intervention required for this episode of hypoglycemia?” is Yes on the Hypoglycemia CRF page as
mentioned in the ADA hypoglycemia position statement (3).

ADA Severe Hypoglycemic AE should not be confused with hypoglycemia AEs that are graded severe
(Grade 3) per National Cancer Institute Common Terminology Criteria for Adverse Events (NCI CTCAE)
grade (see Section 11.8.2.1).

2) Adverse Event Leading to Discontinuation of IP

An AE will be classified as an AE leading to discontinuation of IP if the answer to the question “Did the
adverse event cause the subject to be discontinued from the study?” is Yes on the AE CRF page.

3) Hypoglycemic AE

An AE will be classified as a hypoglycemic AE if the answer to the question “Is this a hypoglycemic event?”
is Yes on the AE CRF page.

4) Injection Site Reactions

Injection site reactions will be identified using the Medical Dictionary for Regulatory Activities (MedDRA)
High Level Term = "Injection site reaction”.

5) IP-related adverse events

An AE will be classified as related to IP if the relationship to study treatment is Possibly Related, Probably
Related, or Definitely Related. Additionally, if the relationship is missing, then the AE will be deemed
IP-related.

6) Persistent/Non-persistent Hypoglycemic AE

Hypoglycemic event with Time in hypoglycemia (see definition in Section 7.4) greater or equal to an hour
(per CGM) would be classified as persistent. A hypoglycemic event with Time in hypoglycemia below an
hour (per CGM) would be classified as non-persistent.

7) Symptomatic Hypoglycemic AE

A Hypoglycemic AE will be classified as symptomatic if the answer to the question “Was subject aware of
symptoms?” is Yes on the Hypoglycemia CRF page.

8) Treatment-emergent adverse events

Treatment-emergent adverse event (TEAE) is an event that started or worsened in severity on or after the
day of the first dose of IP but not more than 30 days after the subject’s last dose of IP.

7.4  Exploratory

1) Continuous Glucose Monitoring Device Day of Wear

The day of wear will be defined as starting exactly (x-1)*24 hours and ending x*24 hours after the time of
the first assessment at the given visit, where x is the day of wear from 2 to 8 days.

2) Time in hypoglycemia

The time in hypoglycemia will be defined using the CGM data from days 2 through 8 of wear at each of the
3 visits where CGMs are applied as the sum of the time where the glucose value is <3.0 mmol/L.

PRSQ05T17F Page 19 of 64
Strictly Confidential. © 2004-2015, PRA Health Sciences. All rights reserved.



@Gan & Lee Pharmaceuticals USA 'ﬂ% PRAHEALTHSCIENCES

Sponsor: Gan & Lee Pharmaceuticals USA Corporation Statistical Analysis Plan
Protocol no: GL-GLAT1-3001 Version Date: 27-May-2021

PPS will be used for some sensitivity analyses (for example, the primary endpoint for immunogenicity [from
Section 11.6.1.3] and HbA1¢ [from Section 11.7.1.3]).

A second Per Protocol Analysis Set (PPS2) will be composed of all subjects whose treatment assignment
was randomized, who received at least 1 partial dose and do not have any immunogenicity-interfering
important protocol deviations (lIlPD) as defined in Section 11.3 up to visit Week 26. A third Per Protocol
Analysis Set (PPS3) will be composed of all subjects whose treatment assignment was randomized, who
received at least 1 partial dose and do not have any efficacy-interfering important protocol deviations
(EIIPD) as defined in Section 11.3 up to visit Week 26. Subjects in the PPS2 and PPS3 will be grouped
according to actual treatment received. The PPS2 and PPS3 are larger and less restrictive analysis sets
than the PPS and will be used for some sensitivity analyses for the primary endpoint for immunogenicity
[from Section 11.6.1.3] and HbA1c [from Section 11.7.1.3], respectively.

8.4 PK Analysis Set

According to protocol Amendment 3, the Pharmacokinetic (PK) Analysis Set comprises all randomized
subjects who receive at least 1 partial dose and provide at least 1 pre-dose assessment at any study visit
that is sufficient to derive plasma concentration of insulin glargine, M1, or M2. Subjects in the PK analysis
set will be grouped according to treatment they actually received (defined in Section 7.1).

9. Interim Analyses
There are no planned interim analyses for this study.

10. Data Review

10.1 Data Handling and Transfer

All of the data will come from the PRA Health Sciences data management group in SAS® dataset format
(SAS version 9.4 or later), and will be converted to Study Data Tabulation Model (SDTM) version 1.4 using
SDTM Implementation Guide (SDTMIG) Version 3.2 following the standard Clinical Data Interchange
Standard Consortium (CDISC) conventions. Analysis datasets will be created using SAS® and following
CDISC Analysis Data Model (ADaM, version 2.1, Implementation Guide 1.1) Standards.

Medical history and AEs will be coded using MedDRA version 22.0 to assign a system organ class (SOC)
and preferred term to each event. Please refer to the Data Management Plan for details.

The following vendors will be providing data:
e PDH: Abbott CGM Data.
e Arcinova: PK data

e Bioclinica: Randomization assignments (contains unblinding information)
o True randomization assignments will not be loaded into SAS until the time of unblinding
for the final analysis.
Eurofins: Central Laboratory
WuXi: Immunogenicity

10.2 Data Screening

Beyond the data screening built into the PRA Data Management Plan, the PRA programming of analysis
datasets, tables, figures, and listings (TFL) provides additional data screening. Presumed data issues will
be output into SAS logs and sent to Data Management.
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11.2 Subject Disposition

The following information will be summarized for subject disposition in the FAS:
e Number and percentage of subjects in each analysis set
e Number of subjects screened and a breakdown of screen fail reasons
o Number and percentage of subjects randomized in each site
¢ Number and percentage of subjects randomized by country

* Number and percentage of subjects who completed the comparative portion (Visits 2-9) of the
study, together with the number and percentage of subjects who withdrew from the study
prematurely and a breakdown of the corresponding reasons for withdrawal by discontinuation
category as recorded in the End of Study CRF page.

» Time from first dose of IP to early treatment discontinuation (also as a Kaplan-Meier plot)

* Number and percentages of subjects completed the study, and reasons for discontinuation
collected on the CRF End of study page will be summarized for the FAS, SS, and the PPS.

For subject discontinuation where the reason is recorded as ‘Subject withdrawal’ or ‘Other’ in the CRF,
additional details could be captured in the clinical trial management system (CTMS) and may be
summarized manually and discussed in the clinical study report.

A listing of subjects’ randomization numbers, and their actual versus randomized treatment group for all the
subjects in the FAS will be provided.

11.3 Important Protocol Deviations

Per PRA processes, protocol deviations data will be entered into the CTMS, in accordance with the Protocol
Deviation Guidance Document. The study team and the sponsor will conduct on-going reviews of the
deviation data from CTMS, without regard to treatment assignment in accordance with the Blinding Plan.
The per protocol analysis sets determined by types of important protocol deviation must be finalized at the
data review meeting (or earlier), prior to database lock.

Based on the protocol deviations data entered into CTMS, the important protocol deviations thought to
potentially impact the statistical analyses or subject safety will be listed and tabulated using incidence and
percentages by deviation type and randomized treatment group in the FAS. Important protocol deviations
are defined in the protocol deviation guidance document. The last approved version of protocol deviation
guidance will be finalized before the database lock.

1) Immunogenicity-Interfering Important Protocol Deviations (IIIPD)

Important Protocol Deviations are subdivided into those that are thought to interfere with immunogenicity
and those that do not. These immunogenicity-interfering important protocol deviations (lIIPD) are listed
explicitly in Appendix 4 Immunogenic- and Efficacy-Interfering Important Protocol Deviations and will be
used to identify those subjects that are excluded from the Per Protocol Analysis Set 2 (See Section 8.3).
This study population will be used in a sensitivity analysis defined in Section 11.6.1.3.

2) Efficacy-Interfering Important Protocol Deviations (EIIPD)

Important Protocol Deviations are also classified into those that are thought to interfere with HbA1¢c and
those that do not. These efficacy-interfering important protocol deviations (EIIPD) are listed explicitly in
Appendix 4 and will be used to identify those subjects that are excluded from the Per Protocol Analysis Set
3 (See Section 8.3). This study population will be used in a sensitivity analysis defined in Section 11.7.1.3.
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A manual summary of subjects with one or more defective IP pens will be provided and discussed in the
clinical study report based on information collected outside of the clinical database. This manual summary
will include subject ID, site, investigator name, product quality issue reported, and site / clinical research
associate comments.

11.6 Immunogenicity Analyses
All Immunogenicity analysis will be performed using the SS based on all treated subjects.

11.6.1 Primary Endpoint

11.6.1.1 Incidence of Treatment-Induced Anti-Insulin Antibodies

Incidence of treatment-induced AIA is defined as subjects develop newly confirmed positive AIA or have
important (4-fold) increase in AIA titer up to visit Week 26. The objective of the primary immunogenicity
analysis will be to evaluate equivalence of Gan & Lee Insulin Glargine Injection to Lantus® by comparing
the limits of the 90% confidence interval (Cl) of country-adjusted difference in proportions of treatment-
induced AIA development to the specified margins (-margin, +margin) where the margin is dependent on
the unadjusted treatment-induced AlA rate in Lantus® and is defined in Section 5.1, Table 3.

The estimand of interest is the country-adjusted difference in treatment-induced AIA rates regardless if all
subjects tolerate or adhere to study treatment or receive other insulin treatments. Intercurrent events will
be handled according to the treatment policy strategy. Treatment Policy strategy is defined as the strategy
that considers “The occurrence of the intercurrent event is irrelevant: the value for the variable of interest
is used regardless of whether or not the intercurrent event occurs” (See ICH E9 R1 addendum). All AIA
data collected, scheduled and unscheduled, will be considered for the analysis, even if collected after the
occurrence of intercurrent events of (1) discontinuing study treatment, (2) returning to initial treatment
and/or (3) initiating a new treatment.

Any treatment-induced AIA after baseline and up to visit Week 26 will have the subject count as treatment-
induced AlA for the primary endpoint. The visit window (defined in Section 7.1) will only be limited to include
assessment within 210 days from the first dose.

Missing data will be handled as described in Section 11.6.1.2. The SS will be used for the primary analysis.

The number and percentage of subjects in each treatment group who develop treatment-induced AIA as
defined in Section 7.2 after baseline and up to visit Week 26 (upper limit of the visit window) will be
evaluated using a logistic regression mode! adjusted by country (CNTRY) estimating the country-adjusted
difference in proportions along with the corresponding 90% confidence interval (Cl).

Equivalence in difference in proportion & between Gan & Lee Insulin Glargine Injection (r,) and Lantus®
() will be tested by comparing the limits of the 90% CI for treatment-induced AIA development with the
following null hypothesis:

Hy: (my — m3y) <=8y or (my — m,) = §,
Against the alternative hypothesis of:
Hi:—=8;< (my — m,) < 8§,

where §, is the margin dependent on the observed unadjusted treatment-induced AIA rate in Lantus® (,)
and is defined in Section 5.1, Table 3.

To evaluate equivalence of Gan & Lee Insulin Glargine Injection to Lantus® the calculated 90% Cl has to
be entirely contained with the interval (-8, §,).

A sample SAS code fragment is provided below for reference;
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Category | Sample Availability Imputation Likely Scenarios
e  Subject will be counted as

‘NOT developing a

treatment-induced AIA’ if

both Week 12 and Week

26 results are negative.

4 Any positive results e Positive result from *» Sample collection out of the
from unscheduled (or unscheduled AIA sample allowable sample collection
out of window) AlA will be treated the same window.
sample(s) during the way as the Week 12/26 S | llection d
Treatment Period samples when baseline ¢ ample co etl:ttljon. . to

result is present. other protocol deviations.
s Positive result from
unscheduled AIA sample
will render the subject as
‘developing a treatment-
induced AIA’ if baseline
sample is missing.
11.6.1.3 Sensitivity Analyses
Inherent in the primary endpoint analysis described above are several implicit assumptions that can

possibly affect the generalizability of immunogenicity. There are four assumptions that are important to
mention. The primary analysis assumes that the impact on the immunogenicity conclusion of early
discontinuations, important protocol deviations, less than full treatment duration and patterned missing data
is negligible. Although the scientific rationale to make these assumptions is reasonable, sensitivity analyses
for the primary endpoint of immunogenicity to assess the impact of these effects are planned, as follows:

1)

Composite Strategy: Subjects in the SS with the intercurrent event of discontinuing treatment
will be considered as having a treatment-induced AIA. Results of assessment after the end of
treatment are excluded from the analysis. The imputation approach as described in Table 4 will
be used for missing data. This sensitivity analysis will examine the assumption that results were
not impacted by the discontinuation of treatment (as these will be imputed as positive immune
response).

Per Protocol Analysis Set (PPS): Subjects with any important protocol deviations (as defined
in Section 11.3) will be excluded from the analysis. For subjects in the PPS, the imputation
approach as described in Table 4 for primary analysis will be followed. In the primary analysis,
subjects with important protocol deviations could falsely draw the estimated treatment
difference closer. Exclusion of these subjects in this sensitivity analysis will help assess the
magnitude, if any, of this effect.

SS - Completers: This analysis will not use any imputation of missing data. Only subjects with
valid baseline and visit Week 12 and Week 26 assessments conducted within the required visit
window (visit Week 12 + 1 week and visit Week 26 + 4 weeks, respectively) and who had
treatment until visit Week 26 will be used for the analysis. Subjects with less than a full
treatment duration could underestimate the proportion of subjects reporting positive immune
response. By including only completers, as in this sensitivity analysis, this estimated treatment
difference is determined only by subjects whose treatment duration was full.

PRS005T17F Page 27 of 64

Strictly Confidential. © 2004-2015, PRA Health Sciences. All rights reserved.



@Gan & Lee Pharmaceuticals USA %% SEESSEELDREL SN SRLCEIS

Sponsor: Gan & Lee Pharmaceuticals USA Corporation Statistical Analysis Plan
Protocol no: GL-GLAT1-3001 Version Date: 27-May-2021

11.6.2.3 Change in Anti-Insulin Antibody Titer

The change from baseline in AlA titers at visit Week 12 and visit Week 26 will be summarized descriptively
in subjects with confirmed positive AIA at baseline. Though not specified in the protocol, this analysis is
planned for the subset of subjects with confirmed positive AIA only.

11.6.2.4 Subjects with Confirmed Positive Anti-Insulin Antibodies Who Develop Newly
Confirmed Neutralizing AIA

The percentage of subjects in each treatment group with newly confirmed neutralizing AlA after baseline
and up to visit Week 26 will be compared using difference in proportions. The difference in proportions will
be estimated along with the corresponding 90% Cl in the SS using a country-adjusted logistic regression
model.

Missing data will not be imputed, the percentages will be based on the subjects with documented confirmed
positive AlA after baseline and up to visit Week 26.

11.6.2.5 Subjects with Confirmed Positive Anti-Insulin Antibodies

The percentage of subjects in each treatment group with confirmed positive AIA after baseline and up to
visit Week 26 will be compared using difference in proportions. The difference in proportions will be
estimated along with the corresponding 90% Cl in the full SS using a country-adjusted logistic regression
model.

Missing data will be imputed as described for the primary endpoint in Table 4.
11.7 Efficacy Analyses

11.7.1 Key Secondary Endpoint

An overview of planned analyses for the key secondary endpoint of change from baseline in HbA1c,
including sensitivity analyses, is provided in Table 5 below.

Table 5: Overview of key secondary endpoint analyses

Analysis Population used | Analysis Details Section reference
1. Main Full analysis set | Treatment Policy Estimand - ANCOVA using Section 11.7.1.1
analysis MI under the assumption of MNAR; this Change from Baseline

analysis uses unscheduled HbA1c results from | in HbA1c at 26 weeks
discontinued subjects to impute missing in
each treatment arm.

2. Sensitivity Per protocol ANCOVA using MI under the assumption of Section 11.7.1.3
analysis analysis set MNAR; this analysis uses the same approach Sensitivity Analyses -
for imputation as the main analysis. Used to PPS

assess the robustness of main analysis to
important deviations from the protocol.

3. Sensitivity Full analysis set | ANCOVA without imputation. This analysis is Section 11.7.1.3

analysis of completers used to assess the robustness of main analysis | Sensitivity Analyses -
to subjects lost to follow-up. FAS completers
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For subjects who discontinue from treatment before visit Week 26 or who have no HbA1c measurement at
visit Week 26, HbA1c will be assigned to the scheduled time point if they fall within the upper limit of visit
window defined in Section 7.1 (that is, for study day <= 210).

Submissions to Food and Drug Administration (FDA) and European Medicines Agency (EMA) require
different methods for efficacy HbA1c evaluation.

For FDA submission, equivalence in change from baseline in HbA1c between Gan & Lee Insulin Glargine
Injection (¢,) and Lantus® (u,) will be tested using the two one-sided tests (TOST) approach proposed in
Schuirmann (1987) (7) with the following null hypothesis:

Ho: (uy — pp) < —040r (u, — u,) = 04
Against the alternative hypothesis of:
H:=-04< (U — p) < 0.4
with a=0.05.

The 90% CI will be estimated using a pattern mixture model that uses multiple imputation (Ml) analyzed
using Analysis of Covariance (ANCOVA) with treatment and stratification factor of country (CNTRY)
included as fixed effects and baseline HbA1c included as a covariate. Separately in each treatment group,
the imputation will use outcomes in subjects who discontinued treatment prior to Week 26 but returned to
provide a visit Week 26 HbA1c sample to impute outcomes in subjects without actual visit Week 26 recorded
results under the MNAR assumption. Limits of the imputed value will use the minimum of HbA1c values
and the maximum of all HbA1¢ values assessed, and rounded to the nearest integer. These values are
found in the database to be minimum as 5 and the maximum as 13. No imputation will be performed for
missing baseline HbA1c. Equivalence will be assessed based on the 90% CI; no p-values will be computed.
Change from baseline in HbA1c between Gan & Lee Insulin Glargine Injection and Lantus® will be
considered equivalent if the 90% Cl is within the margins (-0.4%, 0.4%).

For EMA submission, non-inferiority in change from baseline in HbA1c between Gan & Lee Insulin Glargine
Injection and Lantus® will be tested using the following null hypothesis:

Ho: (y — #2) = 0.4
Against the alternative hypothesis of:

Hy: (uy = pp) < 0.4
with a 1-sided a=0.025.
In addition, the same non-inferiority test with a margin of 0.3% will be performed.

The 95% CI will be estimated using a pattern mixture model that uses MI analyzed using ANCOVA with
treatment and stratification factor of country (CNTRY) included as fixed effects and baseline HbA1c included
as a covariate. Separately in each treatment group, the imputation will use outcomes in subjects who
discontinued treatment prior to Week 26 but returned to provide a visit Week 26 HbA1c sample (labeled as
the unscheduled) to impute outcomes in subjects without actual visit Week 26 recorded results under the
MNAR assumption. No imputation will be performed for missing baseline HbA1c.

Analysis of HbA1c will follow a hierarchical testing strategy: first, non-inferiority will be tested using a margin
of 0.4% and only if this test is significant, then non-inferiority will be tested using a margin of 0.3%.

Non-inferiority will be assessed based on the 95% CI; no p-values will be computed. Change from baseline
in HbA1c between Gan & Lee Insulin Glargine Injection and Lantus® will be considered non-inferior if the
95% Cl is below the margins of 0.4 and 0.3%, respectively.
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11.7.1.3 Sensitivity Analyses

To evaluate the impact of important protocol deviations and missing data, sensitivity analyses will be
performed using the analysis methods described for the FDA equivalence and EMA non-inferiority
analyses:

1)

3)

4)

PPS: Using MI approach as described for main HbA1c analysis. If in the number of subjects who
discontinued treatment and return to provide an HbA1c sample at Week 26 is insufficient to perform
the MI, the Ml will instead be performed using data from all patients with HbA1c results at Week 26
in each treatment group under the assumption of MNAR. (Table 5, Analysis 2)

FAS Completers: This analysis will not use any imputation of missing data. Only subjects with valid
baseline and visit Week 26 assessment conducted at actual visit Week 26 visit and who had
treatment until visit Week 26 will be used for the analysis. (Table 5, Analysis 3)

Per Protocol Analysis Set 3 (PPS3) - Subjects with any efficacy-interfering important protocol
deviations (EIIPD; as defined in Section 11.3) will be excluded from the analysis. For the subjects
in the PPS3, the imputation approach as described for the main analysis will be followed. In the
main analysis, subjects with efficacy-interfering important protocol deviations could falsely draw the
estimated treatment difference closer. Exclusion of these subjects in this sensitivity analysis will
help assess the magnitude, if any, of this effect. (Table 5, Analysis 4)

Mixed model repeated measure (MMRM): this sensitivity analysis will include all post-baseline
HbA1c measures from each time point as the dependent variable. The independent variables in
the model include fixed effects for treatment assignment (2 levels), time (3 post-baseline times),
treatment-by-time interaction, country, and covariate terms for the baseline HbA1c score and
baseline HbA1c score-by-time interaction (which allows the effect of baseline covariate parameter
to change over time). An unstructured covariance matrix will be used to model the inter-
dependencies among the repeated measures. However, if the model does not converge, an
alternative covariance matrix will be used which is appropriate for the repeated measurements
(e.g., first-order autoregressive). Given the missing data, the Kenward-Roger approximation will be
used for calculating the denominator degrees of freedom and adjusting standard errors. If a
structured variance-covariance matrix is used, sandwich estimator will be used to estimate the
variance of the treatment effect estimate. The FAS will be used to generate the results. (Table 5,
Analysis 5)
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instead examine the results under a MNAR assumption. If the tipping point analysis reveals that the “tipping
point” is at an unreasonable shift, then the robustness of the study results under the MAR assumption are
supported.

A sample SAS code fragment is provided below for reference (note: actual seeds to be used in the analysis
are presented below):

proc mi data=<data> nimpute=10 seed= 337850 out=<out_data> minimum=. 0 0;
class tnt;
monotone reg;

mnar adjust(week_26 /shift = <shift> adjustobs=(irt="Gan & Lee Insulin Glargine Injection’))
adjust(week_26 /shift = -<shift> adjustobs=(trt="Lantus’))

var trt base_HbA1c week_26;
run;

The following shift values will be used (increase for Gan & Lee Insulin Glargine Injection and decrease for
Lantus® simultaneously): 0, 0.2, 0.4, etc. until the conclusion of equivalence or non-inferiority will change,
the equivalence 2-way tipping point analysis utilizes a shift in both directions (additionally decrease for Gan
& Lee Insulin Glargine Injection and increase for Lantus®). The ANCOVA analyses will be performed as
described in Section 11.7.1.1.

11.7.2 Secondary Efficacy Endpoints

11.7.2.1 Proportion of Subjects Achieving Glycemic Control
The following secondary efficacy variables will be analyzed using the 90% ClI of differences in proportions:

e The number and percentage of subjects who achieve an FBG test result of <6.0 mmol/L
(= 108.0 mg/dL) at visit Week 26

e The number and percentage of subjects who achieve a HbA1c of < 7.0% at visit Week 26.

The difference in proportions will be estimated along with the corresponding 90% Cl in the FAS using a
logistic regression model. Subjects without values available at week 26 will be considered as having not
achieved glycemic control. Samples from subjects who have discontinued study but returned to provide
assessment for Week 26 will be included for this analysis.

Additionally, number and percentages of subjects who achieve an FBG test result of < 6.0 mmol/L
(= 108.0 mg/dL) and number and percentages of subjects who achieve a HbA1c of < 7.0% will be presented
by time point and treatment group.

11.7.3 Exploratory Variables

11.7.3.1 Retrospective Hypoglycemic Rate

In addition to the analysis of hypoglycemic events from the AE data, a retrospective analysis of the CGM
data will be performed to identify hypoglycemic events that may have gone unnoticed by the subject
(Table 6, Analysis 1). A retrospective CGM-hypoglycemic event will be defined as anytime the glucose
concentration decreases below the threshold of < 3.0 mmol/L. This definition is supported by Seaquist et al
(8). Multiple hypoglycemic events while a subject is wearing the CGM device may occur and are defined
as having a glucose concentration that returns to > 3.0 mmol/L before decreasing below the threshold
again. The number of hypoglycemic events detected between days 2 through 8 of CGM wear for each
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Table 6: Listing of hypoglycemic event summaries and analyses

Analysis description Section Tables
y P Reference Associated
1. Summary of Retrospective Continuous Glucometer Monitor Section Table
(CGM): Hypoglycemia Rate 11.7.3.1 14.3.3.4.1
2. Retrospective Analysis of Continuous Glucometer Monitoring Section Table
(CGM): Time in Hypoglycemia, Hyperglycemia and Euglycemia 11.7.3.2 14.3.3.42
Section Table
3. Overall Summary of Treatment-Emergent Adverse Events 11.8.1 14321
4. Treatment-Emergent Adverse Events by System Organ Class, Section Table
Preferred Term 11.8.1 14.3.2.2
5. Hypoglycemic Treatment-Emergent Adverse Events by System Section Table
Organ Class, Preferred Term, and Maximum CTCAE Grade (based
11.8.2.1 14.3.2.6.1
on lowest blood glucose values measured by test method)
6. Severe Hypoglycemic Treatment-Emergent Adverse Events by Section Table
Preferred Term 11.81 14.3.2.7
. . Section Table
7. Serious Hypoglycemic Adverse Events by Preferred Term 1183 143913
8. IP-Related Serious Hypoglycemic Adverse Events by Preferred Section Table
Term 11.8.3 14.3.2.14
9. Summary of Symptomatic or Persistent Hypoglycemic Treatment- Section Table
Emergent Adverse Events 11.8.2 14.3.2.17
10. Summary of Symptomatic or Persistent Hypoglycemic Section Table
Treatment-Emergent Adverse Events by Site 11.8.2 14.3.2.18
. . Section Table
11. Analysis of Hypoglycemic Treatment-Emergent Adverse Events 11.8.2 143219
12. Summary of Reported ADA Hypoglycemic Treatment-Emergent Section Table
Adverse Events 11.8.2.2 14.3.2.20
Table
. . 14.3.2.21;
13. Overall Summary and Analysis of Treatment-Emergent Adverse Section 143299
Events by ERIPD Subgroup in SS, PPS2, and PPS3 11.8.1 14'3'2'23f
14.3.2.24
. . . Section Table
14. Maximum Post-baseline Fasting Glucose CTCAE Grade 11.8.4.1 1433416
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Subject incidence of the following TEAEs will be tabulated by preferred term in descending order of
frequency in the total column:

CTCAE Grade = 3 TEAES

Hypoglycemic TEAEs

CTCAE Grade 3 or Greater Hypoglycemic AEs
IP-related TEAEs

CTCAE Grade = 3 IP-related TEAEs
Fatal AEs

SAEs

IP-related SAEs

Serious Hypoglycemic AEs

IP-related Serious Hypoglycemic AEs
AEs Pertaining to Injection Site Reactions

A forest plot of the difference in incidence rates and Cls of TEAEs preferred terms with a = 5% difference
in incidence between groups will be summarized. The 90% Cls will be computed using Wald method for
risk difference without continuity correction.

Additionally, the hypoglycemic event rate will be compared between treatment groups using a negative
binomial regression model (Table 6, Analysis 11). The response variable in the model will be the number
of hypoglycemia events. The model will include factors for treatment group and site. Site has been included
as a factor as different handling of documentation of hypoglycemia event are identified. The logarithm (to
base e) of the follow-up time will be used as an offset variable in the model to adjust for subjects having
different exposure times. The estimated treatment effect and the corresponding 95% Cl, as well as the
2-sided p-value will be presented.

A sample SAS code fragment is provided below for reference:
proc genmod data = <data>;
class trt site;
model count = trt site / dist = negbin offset = time_log;
Ismeans trt / ilink diff exp cl;
run;

All TEAESs will be listed for subjects in the SS. A listing of all TEAES leading to discontinuation of IP will be
provided.

All non-treatment-emergent AEs recorded on the CRF will be listed separately for all screened subjects.

11.8.2 Hypoglycemic Treatment Emergent Adverse Events

Hypoglycemic AEs which are only documented on the AE page and for whom the Hypoglycemia page is
blank or missing will not be considered in the analyses which are described below.

On the Hypoglycemia page further details are documented if the answer to the question “Is this a
hypoglycemic event?” on the Adverse Event page is ‘Yes’. Hypoglycemic TEAEs will be reported using
data recorded on both the Adverse Event page and the Hypoglycemia page as follows:

e Severe Hypoglycemic event (Table 6, Analysis 6)
» Symptomatic Hypoglycemic event (Table 6, Analysis 9)
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nutrition “Was third party intervention
disorders required for this episode of

hypoglycemia?” is Yes

Additionally, summary of ADA graded hypoglycemic event and TEAE by ERIPD subgroup will be produced
for per protocol analysis set 2 and 3 (Table 6, Analysis 12).

11.8.3 Deaths and Serious Adverse Events

SAEs, IP-related SAEs, serious hypoglycemic (Table 6, Analysis 7), and IP-related Serious hypoglycemic
events will be summarized separately by preferred term for the SS (Table 6, Analysis 8). All SAEs recorded
on the CRF will be listed for subjects in the SS.

A table presenting the number and percentage of subjects by preferred term who experienced fatal TEAEs
during the study will be presented for the SS. A further summary of Serious treatment-emergent SAEs by
preferred term will be provided. Deaths occurring in the study will also be listed for all subjects in the SS.

11.8.4 Laboratory Data

Laboratory test results will be reported in International System of Units (SI) units. For observed values
below the lower limit of quantification/detection (for example total bilirubin reported as <3 pmol/L), the lower
limit (3 pmol/L) will be used as the imputed value.

Laboratory values and change from baseline will be summarized using descriptive statistics by time point
and treatment group. Hematology, chemistry, thyroid-stimulating hormone (TSH) and free thyroxine (T4)
results will be collected during screening, at visit Week 12 and visit Week 26.

Shift tables of the maximum post-baseline value will be presented by treatment group, reference range and
time point. Shift tables will include all laboratory assessments. In addition, subject listings of abnormal
(grade = 3) post-baseline laboratory toxicities will be provided. Standard ranges from the central laboratory
will be used for the laboratory analysis.

Lab assessments will be grouped for summary as follows:
* Hematology — white blood cell (WBC) parameters: WBC count and differentials

e Hematology — red biood cell (RBC) parameters: hemoglobin, hematocrit, RBC count, mean
corpuscular hemoglobin, mean corpuscular hemoglobin concentration, mean corpuscular volume

e Hematology — other parameters: platelets

e Serum chemistry — hepatobiliary parameters: alanine aminotransferase (ALT), aspartate
aminotransferase (AST), total bilirubin, alkaline phosphatase

= Serum chemistry — general chemistry: sodium, potassium, chloride, bicarbonate, total protein,
calcium, creatine kinase, total cholesterol, high-density lipoprotein, low-density lipoprotein,
triglycerides

e Serum chemistry — renal function tests: urea, creatinine
e Thyroid — T4, TSH

A summary assessing the potential hepatotoxicity and potential Hy's Law will be presented. A listing of
these potentially hepatotoxic values (along with the corresponding amount times upper limit normal) will be
presented.
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Post-baseline potentially clinically significant (PCS) vital signs results will be summarized and will include
the following categories:

e Pulse < 50 beats per minute

e Pulse > 120 beats per minute

e Pulse = 30 beats per minute increase from baseline

e Pulse 2 30 beats per minute decrease from baseline

» Systolic blood pressure > 150 mmHg or diastolic blood pressure > 100 mmHg
e Systolic blood pressure > 200 mmHg or diastolic blood pressure > 110 mmHg
s Weight 2 5% increase from baseline

* \Weight 2 5% decrease from baseline

A listing of the observations with PCS vital sign results will be provided.

11.8.6 Electrocardiograms

Values and change from baseline in ECG results will be summarized by time point and treatment group.
Descriptive statistics will be shown for baseline and visit Week 26. Post-baseline PCS ECG results will be
summarized and will include the foliowing categories:

e Heart rate < 50 beats per minute
e Heat rate > 100 beats per minute
* PR Interval 2 200 msec
e QRS Interval 2 120 msec
e QT Interval 2 450 msec
e QT Interval change from baseline 2 30 msec - < 60 msec
¢ QT Interval change from baseline = 60 msec
e Corrected QT using Fridericia’s formula (QTcF) Interval = 450 - < 480 msec
s QTcF Interval 2 480 - < 500 msec
e QTcF Interval 2 500 msec
e Corrected QT using Bazett's formula (QTcB) Interval = 450 - < 480 msec
s QTcB Interval = 480 - < 500 msec
= QTcB Interval 2 500 msec
where QTcF = QT/[(heart rate/60)("3)] and QTcB = QT/[(heart rate/60)("/2)].
A listing of the observations with PCS ECG results will be provided.

12. Validation

PRA's goal is to ensure that each TFL delivery is submitted to the highest level of quality. Our quality control
procedures will be documented separately in the study specific quality control plan.
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Appendix 1 Glossary of Abbreviations

Glossary of Abbreviations:
ADA
ADaM
AE
AlA
ALT
ANCOVA
AST
ATC
BID
BMI
CDISC
CGM
Cl
CRF
CTCAE
CTMS
cv
ECG
ENIPD
EMA
ERIPD
EOT
FAS
FBG
FDA
HbA1c
Hgb
ICF

IP

ITT

American Diabetes Association

Analysis Data Model

Adverse Event

Anti-Insulin Antibodies

Alanine Aminotransferase

Analysis of Covariance

Aspartate Aminotransferase

Anatomical Therapeutic Classification

Twice Daily

Body Mass Index

Clinical Data Interchange Standard Consortium
Continuous Glucose Monitor

Confidence Interval

Case Report Form

Common Terminology Criteria for Adverse Event
Clinical Trial Management System

Coefficient of Variation

Electrocardiogram

Efficacy-Interfering Important Protocol Deviation
European Medicines Agency

Eligibility-Related Important Protocol Deviation
End of Treatment

Full Analysis Set

Fasting Blood Glucose

Food and Drug Administration

Glycosylated Hemoglobin

Hemoglobin

Informed Consent

Investigational Product

Intention to Treat
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SS Safety Analysis Set
T4 Free Thyroxine
TEAE Treatment-Emergent Adverse Event
TFLs Tables, Figures, and Listings
TOST Two One-Sided Tests
TSH Thyroid-Stimulating Hormone
ULN Upper Limit of Normal
WBC White Blood Cell
PRS 005 T 17 F Page 47 of 64

Strictly Confidential. © 2004-2015, PRA Health Sciences. All rights reserved.



¥9 10 6t abed

"pansasal spbu |1 '$30UBIDS UNEBH VHd ‘§102-4002 ® ‘[eluspyuod Ajoms

4 /1 1 S00 S¥d

saouanbasuod
Buiusjealyy
-9Jl| :I/|oWW 09l <

pajeaipul
uoijeziendsoy
J1/Ioww 091 - GGl <

/loWw GG - 0G5} <

JAowWw OG- N1N<
WwnIpos ewse|d

elwaljeuladAH

sioplosip
UoIIINU pue Wsijoqe}siy

saduanbasuod
Buiusieaiyi-a noww ol - NT1> Siopiosip
/loWw 0Z| > 4/1oWW 0Z1 - 051> - WNIPOS ewse|y elwoleuodAH uonUINU pPUE WSI{OgeIS
soouanbasuod pajesipul PajeDipur UoUaAISIUI
Buiusrealyi-ay| uoneziendsoy ‘ojewojdwAs Joww g°g - NT1> SJspJosip
oww 6> /oW §°Z - 0°E> oww ¢ - N11> anjea wnissejod poojg elws|exodAH uoljUInu pue wsijogelapy
saouenbasuod pajeoipul
Buiusjeaiy)-ay| uoneziepdsoy oWw g'g - NIN< SSpIoSIp
“oWW Q' L< “J/IoWwW g'/ - 0°9< JIoWw 0°g - §'G< | anjea wnissejod poolg ejwa|exiadiy ucHuInu pue wsijogele
S8INZI9s :sa0uanbasuod
Buiusiealiyi-ay) oww gg -
Toww 7> TMoww /') - Z'g> Joww z'Zz-0€> | NTT> “1p/Bw 56 - NT1> Sisplosip
“1p/Bw og> “1p/bw g - o> “Ip/Bw Op - GG> anjeA asoon|b Bunse eluaoA|BodAy uojuinu pue wsljogeley
saouanbasuod p3a1e2ipul TNoWW '€l - 6'8< J/loWw 6'8 - NN<
Bulusjealiyl-ay uoijezijeudsoy anjea asoon|b Bulyse anjea asoon|b Buise
Toww g/ Z< Tnoww g'/zZ - 6'El< “Ip/Bw 0GZ - 091 < p/Bw 09| - NIN< SISRIOSIR
“1p/Bw 0OS< ‘1p/Bw 0QS - 0GZ< anjea asoon|b buisey anjeA asoon|b Bunse e1waoh|BiadAn uoninu pue wsijogelsiy
NINX0'9-0¢< NINXQ0€-9'L< NIN * 6L - N1N<
NN * 0°9< ‘auljeseq x 0'g< ‘auleseq x Qg - G'l< ‘auleseq x G') - | < pasealoul auluneald suonebisaau|
pajeaipul
saouanbasuod | uojezieudsoy (/o0ww onjewoldwAs /oww J/loww
Buiusyealyy 8'0 - 6'0> Wnio[eo 6'0- 0> wniojes 0'L - NT1> wniojes
ajll ‘7/lowWw 80> wnojed paziuo| j/joww paziuoj /joww paziuoj j/oww
paziuo} /joww §'|> G'L -G/ L> "p/bw G/'L - 0'Z> 1Ip/Bw 0'Z-NT1> "p/Bw
“Ip/Bw 09> jo 09~ 0'/> Jo wnped 0',-0'8>jownpEd | 0'g-NTT> 40 Wnpjeo Sispiosip

WNIo|ed WnJias pajoalio)

WwinJas pajoanog

wnias pajiallod

wnJas pajoanon

eiwao|eoodAH

uonUINU pue WsIjogeIdN

sadusnbasuoo
mc_coumm._r_«-wt_ pajedipul
J\_OEE Co_umN__m«_Qmoz _n_\_oF_E J/loww g7, - T/oww
9’| < Wniojed paziuog| 8°L- 9'L< wni|ojea NIN< Wwniojed Gl - NTN< wniojeos
/10w paziuoj| j/joww paziuo| /joww paziuoj j/iouw
¥'e< pBw gglL< #'€ - L'e< [Tp/Bw 6°C - N1N< "p/bw 6'Z- N1n< "p/bw
10| GEL-GZl<jownoed | gLl - NIN<J0 WNIDED | G|} - NJN< 40 wnidjes SISRIGEIP

WNIS|ED WINJas pajoatiod)

WwnJos psjodLo)

wnias pajoallod

WSS pajoaLo)

ejwagjesladAy

UoIjINU pue WsI|oge}sy

120Z-ABN-22 9l UOISIOA
ueld sisAleuy [eolsnels

L00E-1 1¥19-19 ‘ou |030}0.d
uolelodio) ySN SIeaNnadewLIByd 997 g UBD [10suUodS

SIONITIDSHLIVIHVHA % V571 s/e2nneseulield 37 ¥ ue9

A



@Gan & Lee Pharmaceuticals USA % B I E ST ERSIC E NIE E'S

Sponsor: Gan & Lee Pharmaceuticals USA Corporation Statistical Analysis Plan
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Appendix 3 Shells of Tables, Figures, Listings

The TFL shells for this study are provided in a separate document titled “Gan & Lee GL-GLAT1-3001
TFL Shells Version 3.0_updated_annotated.docm,” which includes a complete table of contents listing
all required outputs.
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