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1.0 PURPOSE 
This SAP describes the methods to be used in the analysis of study data from 
clinical protocol 43USV1704 titled “A Randomized, Evaluator-Blinded, Parallel, 
Comparator-Controlled Study to Evaluate the Safety and Effectiveness of 
GAL1704 for Cheek Augmentation and the Correction of Midface Contour 
Deficiencies” in order to answer the study objective(s), and is based on version 
3.0 of the study protocol, dated 28AUG2018.

Populations for analysis, data handling rules, statistical methods, and formats for 
data presentation are described within this document.  The statistical analyses 
and summary tabulations described in this SAP will provide the basis for the 
results sections of the CSR for this study.  The SAP outlines any differences in 
data analysis methods relative to those planned in the study protocol.  Any 
changes to the data analysis methods after database lock will be described in the 
CSR.

2.0 ACRONYMS
Below is the list of acronyms that will be used throughout this document.

Abbreviation Description
AE Adverse Event
AESI Adverse Event of Special Interest

ATC-3 Anatomical Therapeutic Chemical 3th level
BE Blinded Evaluator

BMI Body Mass Index
BOCF Baseline Observation Carried Forward
CDISC Clinical Data Interchange Standards Consortium

CIPR Central Independent Photographic Reviewer
CSR Clinical Study Report
G Gram

eCRF Electronic Case Report Form
EOS End of Study
ET Early termination

eCTD Electronic Common Technical Document
FST Fitzpatrick Skin Type

ICH International Conference on Harmonisation
ICF Informed Consent Form
IP Investigational Product
IPR Independent Photographic Reviewer

IRE Injection Related Events
ISO International Organization for Standardization
ITT Intention-to-treat
MedDRA Medical Dictionary for Regulatory Activities
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 Intention-to-Treat (ITT) Population: Includes all subjects who were 
randomized. Subjects are analysed according to the treatment they were
randomized to.

 Per-Protocol (PP) Population: Includes all subjects in ITT who complete the 
Week 12 visit without any deviations considered to have substantial impact on 
the primary effectiveness outcome.

Safety population will be the basis for all safety evaluations. When performing 
effectiveness analysis, the ITT population will be used. Primary effectiveness
analysis will be repeated using the PP populations. Additional endpoints maybe 
explored in the PP population if deemed necessary.

6.0 SUBJECT DISPOSITION 

Subject disposition will be summarized separately for Group A and Group B. The 
number of subjects screened and randomized will be presented. The number of 
subjects in the Safety, ITT and PP populations will be summarized. The number 
and percentage of subjects in the ITT population who complete the study will be 
summarized, along with the number and percentage of subjects who do not 
complete the study for each discontinuation reason as specified on the eCRFs. 

Subject accountability will be summarized by visit with the following:
i) Number of subjects expected at each visit
ii) Number of subjects performed each visit
iii) Number of subjects missed at each visit
iv) Number of subject withdrawn at each visit

Data will be summarized by treatment group and overall except for the number 
of subjects screened.

All withdrawn subjects will be listed individually, including at least subject 
number, date, and reason for withdrawal, and last visit performed.
Inclusion/exclusion data will be presented by subjects in a data listing.

7.0 PROTOCOL DEVIATIONS

Protocol deviations will be presented by subject in a data listing. Subjects with 
protocol deviations will be listed individually, including subject number and 
observed deviation. Number and percentage of subjects with each type of 
protocol deviation will be summarized by site for individual treatment group and 
overall, as appropriate, for the ITT population.

Depending on the seriousness of the deviation, subject might be excluded from 
the PP population, which shall be documented prior to database lock.
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11.4 Examination of Subgroups

Robustness of the results of the primary endpoint analysis will be 
investigated across the subgroups of subjects determined by factors 
according to the exploratory objectives

To evaluate consistency of AEs across different subgroups, AEs will also be 
summarized by subgroups 

11.5 Interim Analysis and Data Monitoring

There is no interim analysis planned for this study.

12.0 EXTENT OF EXPOSURE

Data of extent of exposure and treatment procedure will be summarized for 
initial treatment, optional touch-up, and optional re-treatment separately for 
safety population.

Following parameters will be summarized for left and right side of the midface
combined for extent of exposure in Group A:

 Total Volume Injected

 Type of Needle Used

 Injection Depth

 Injection Method

Following parameters will be summarized for left and right side of the midface, 
separate for the side treated with needle and the side treated with cannula, for 
extent of exposure in Group B:

 Total Volume Injected

 Injection Tool Used 

 Cannula Brand

 Cannula Gauge

 Cannula Length

 Type of Needle

 Type of Cannula

 Injection Depth

 Injection Method

Extent of exposure data will be presented by treatment and subject in data 
listings.

Following parameters will be summarized for treatment procedure:

 Procedural Anesthetics (No, Yes)

 Type of Anesthetics (Topical, Local Injection, Nerve Block)
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13.1 Adverse Events

Adverse events (AEs) will be summarized for the safety population.  All AEs 
will be coded using MedDRA and presented by MedDRA system organ class 
(SOC), preferred term (PT), and treatment.

Only AEs occurring after treatment for subjects will be included in analysis.
AEs occurring before, if any, will only be listed in subject data listings.
Missing dates, severity, relationship, and seriousness will be imputed as 
described in section 11.1.

All AE endpoints will be summarized for Group A and Group B separately by 
treatment as follows:

i) Initial treatment; after their first treatment up until their optional 
retreatment, or end of study.

ii) Retreatment; after their optional retreatment up until end of 
study.

For AE analysis, Touch-up treatment will not be analyzed separately, thus
initial treatment + touch-up will be counted as 1 treatment.

Apart from the summary of AEs table described below, all other AE tables 
will be presented by treatment as follows:

Group A – separate columns for each treatment group.

Group B – one column with AEs associated with side treated with needle, 
one column with AEs associated with side treated with cannula, and one 
total column including the total of the first two columns + AEs not 
associated with any side.

A summary of AEs will be provided, which will include:

i) number of subjects with at least one AE and number of events (in 
total as well as serious AEs)

ii) number of subjects with at least one AE, related to study product 
or injection procedure, and number of events (in total as well as 
serious AEs)

iii) number of subjects with at least one AE, unrelated to both study 
product and injection procedure, and number of events (in total
as well as serious AEs)

iv) number of subjects with at least one adverse events of special 
interest (AESI), and number of events (in total as well as serious 
AEs)

v) number of subjects who did not have an AE

Summary of AEs table will be presented by treatment for Group A.
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13.12 Concomitant Medications and Concomitant Procedures/ 

Treatments

The number and percentage of subjects reporting concomitant medications 
will be summarized by treatment.

In addition, the number and percent of subjects reporting concomitant 
medication, and the number of drugs (total number and the number of 
ongoing drugs), will be summarized by reason.

The same summary will be done for concomitant procedures/treatments. 

Also, the number and percentage of the subjects who took each medication 
will be tabulated by WHO Drug Dictionary Anatomical Therapeutic Chemical 
3rd level (ATC-3) and preferred name for concomitant medications. This 
table will include only those medications that are taken by >2% of the 
subjects. If the 3rd level term is not available, the next available level (e.g., 
ATC-2) will be used. A subject will only be counted once within each ATC-3 
code and within each preferred name.

Concomitant medications that started due to an AE will be summarized 
separately.

All concomitant medication and concomitant procedures/treatments data 
will be presented by treatment and subject in a data listing. 

14.0 QUALITY CONTROL 

All data displays and analyses will adhere to the International Conference on 
Harmonisation (ICH) Harmonized Tripartite Guideline: Structure and Content of 
Clinical Study Reports (ICH Topic E3).

All analyses will be performed using SAS® Version 9.4 (or later).  Advanced 
Clinical will follow its standard operating procedures in the creation and quality 
control of all tables, listings, figures, and analyses.  Galderma or its designee will 
review all tables, listings, and figures prior to final database lock.  All final SAS 
programs and associated output files will be transferred to Galderma in agreed-
upon format at project completion.
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15.0 TABLES AND LISTING CONVENTIONS

Mock-ups for statistical tables and listings will be provided.  Final formats for the 
statistical tables and listings may deviate from these mock-ups upon agreement 
with Galderma.  Footnotes will be used as needed to clarify the information that 
is presented in the tables and listings.  Unless otherwise requested by Galderma, 
the term ‘subject’ will be used in all tables and listings, in accordance with 
Clinical Data Interchange Standards Consortium (CDISC) standards.

All tables and listings will use landscape orientation.  Margins will be at least 2.0 
cm at the top and bottom and at least 0.8 cm on the left and right, excluding 
headers and footers, in accordance with electronic Common Technical 
Documents (eCTD) guidelines.  Font will be Courier New, unless otherwise 
specified, with a 10-point font size in most cases.  Page numbering will be 
sequential within each table, listing, and figure.  Column headers should be in 
initial capital letters.  Units for numeric data will be included when appropriate.

Tables and data listings will be created from different SAS programs.  A single 
program may produce multiple tables or multiple data listings from the same 
dataset (e.g., all clinical chemistry data listings may be generated by a single 
program).

The general layout of tables and listings will be as follows:

Mock-ups for statistical tables will include headers, title numbers, titles, column 
headers and footers, and a proposed layout for the display of data.  The final 
decision on the precision (i.e., number of decimal places) for presentation of 
descriptive statistics will be made by Galderma after review of draft statistical 
tables and before database freeze.  

Galderma Research and Development, LLC Page x of y

Protocol: 43USCH1702 Run Date: DDMMMYY HH:MM
Clinical Study Report

Listing 16.2_x (or Table 14.x_x)

<Title>

<Population>

___________________________________________________________________________________________________

                                  

Col 1 Col 2 Col 3 Etc.

___________________________________________________________________________________________________

<Any footnotes>

File Name:   <pathname for SAS program>

Title Doc id  
43USV1704 Statistical Analysis Plan

V
er

si
on

: 

 

 
E
ffe
ct
iv
e

 
1.

0

 

 





Template #: ST-T-002A  Ver.: 4.0                                                           
CONFIDENTIAL EXCLUSIVE PROPERTY OF ADVANCED CLINICAL, LLC   Page 33 of 35

19.0 APPENDICES
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