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Working Group is in the process of gathering
comments from industry reviewers.
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<<This required section explains how the standard ADaM variables for treatment, analysis period,
analysis phase relate to the design of the protocol. This can be done in text or in graphic form. For

o . o 1.1 Purpose
b Ot h t h e I n d u St r a n d t h e F D A b rOV I d I n This document provides context for the analysis datasets and terminology that benefit from additional
explanation beyond the Data Definitions document (define.xml). In addition, this document provides a

summary of ADaM conformance findings.

a consistent standard to use for the format 5. Amalyss Isues Related (0 Multipl Anayss Dataset

Acronym Translation 3.1 Comparison of SDTM and ADaM Content

Are data for screen failures, including data for run-in screening (for example, SDTM values of
ARMCD="SCRNFAIL’, or ‘NOTASSGN’) included in ADaM datasets?

example, annotating the protocol schema with what is defined as an analysis period(s) (APERIOD)
or phase(s) (APHASE) and the number of treatment variables (TRTxxP) being defined is a succinct
representation of how ADaM relates to the protocol design>>

and content these reviewer guides.
*** In some sections of the ADRG Template,

Is data taken from an ongoing study?

1.3 Study Data Standards and Dictionary Inventory Additional ¢ -
1tional Content of Interest

<<Sponsors may add additional content such as comparison of variable concepts that are

t h e re i S re q u i re d t eXt t h a t i S fo r m a tt e d a S a Standard or Dictionary Versions Used derived both in SDTM and in ADaM, such as baseline flags or population flags.>>

3.2 Core Variables

q u e St i O n . T h i S Q& A fo r m a t h e I p S d r i Ve Core variables are those that are represented across all/most analysis datasets.

2 Protocol Descrip tion Variable Name Variable Label

consistency and helps direct the reviewer to

Protocol Number:

° ° Protocol Title:
the information th ey nee d Protoco Versions 33 Treatment Variables
°
(Note here changes in protocol amendments that affected data collection or interpretation) e ARMversus TR TxxP

<<The purpose of this section is to describe / contrast values of ARM vs. TRTxxP.>>

<+ All sections of the ADRG are open-ended so V-

<<The purpose of this section is to describe / contrast values of ACTARM vs. TRTxxA. >>

t h t d d b t t e Use of ADaM Treatment Variables in Analysis
a S p O n S O rS C a n a O r S u ra C <<The purpose of this section is to describe the use of planned and actual treatment variables in
the analysis >>
[ ] [ ]
information as necessa Iy PDE ratd 20140513 PO rated 201440513
°
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6. Data Conformance Summary

3.4 Subject Issues that Require Special Analysis Rules

<< Describe issues such as switching sites, incorrect randomization strata, major protocol
violations that significantly affected the analysis, >>

3.5 Use of Visit Windowing, Unscheduled Visits, and Record Selection

<< Simple statements describing whether windowing was performed, whether unscheduled
visits were used in the analysis and/or appear in the dataset, and any general information about
how to identify records used for analysis. These statements should be those that were applied to
multiple datasets. Detail on individual datasets can be provided in Section 5>>

3.6 Imputation/Derivation Methods

<<A general statement regarding whether imputation/derivation was done and if and how
standard ADaM variables such as DTYPE, BASETYPE, *DTF flags were used. Also provides
opportunity to summarize controlled terminology for DTYPE and BASETYPE in one central
place. Detailed information about individual datasets is provided in Section 5>>

4. Analysis Data Creation and Processing Issues

4.1 Source Data Used for ADaM Creation

<< An important required section that describes source data for ADaM>>

4.2 Split Datasets

<< Conditionally required if any analysis dataset was split for submission purposes.>>

4.3 Data Dependencies

<<Describe in text or flow chart any important dependencies between analysis datasets, such as
‘parent, child’ relationship >>

4.4 Intermediate Datasets

<< Conditionally required if any intermediate analysis dataset are submitted >>

4.5 Variable Conventions

<<Optional section to allow sponsor to describe any sponsor-defined variable conventions that
apply to the study. For example, a sponsor may have internal conventions used for the value of
AVISITN or for the creation of PARAMCD that relates to the SDTM xxTESTCD=>>

4.6 Submission of Programs

<<(Conditionally required section if programs are submitted. Information can be provided as
text and/or in table form.>>
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5. Subject Data Description

5.1 Overview

e Do the analysis datasets support all protocol specified objectives?

¢ Include all objectives listed in the SAP which are not supported in the analysis datasets and the
reason for their absence

e Do the submission datasets include screen failures?

Additional Content of Interest

<<Sponsors may add additional information for anything that pertains to multiple analysis
datasets and/or is of high importance to the analyses>>

5.2 ADaM Domains

Dataset —
Dataset Label

Safety

Structure

CLASS
Primary
Objective

Efficacy

other subject

Baseline or
characteristics
PK/PD

<<This table should list all analysis datasets that are in the submission for the given study. An ‘x’
would be used in appropriate column(s) to identify the whether the dataset is for efficacy, safet, etc.
Analysis datasets that need additional information should be hyperlinked to a section 5.2.x below.

5.2.1 ADSL — Subject Level Analysis Dataset

<<This section is required for the subject level analysis dataset and documents any important
summary information about ADSL that may not be apparent in the Define.xml>>

5.2.2 Dataset — Dataset Label

<<This section would be provided for every dataset above that is hyperlinked. It is not necessary to
provide additional information for every analysis dataset.>>
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6.1 Conformance Inputs
e  Woere the analysis datasets evaluated for conformance with CDISC ADaM Validation Checks?
If yes:
o Version of CDISC ADaM Validation Checks:
o Specify software used:
= OpenCDISC
*  Sponsor-defined
= Other (describe)
e  Were the ADaM datasets evaluated in relation to define.xml?

e  Was define.xml evaluated?

Additional Content of Interest

<<Because ADDaM conformance cannot solely be established by computerized checks, sponsors may
use other methods to assess conformance. If such methods are used and are worthy of noting, then
add additional text as desired.>>

6.2 Issues Summary

Dataset | Diagnostic Message Severity Count Explanation

<< Any issues highlighted in the conformance report that was not fixed should be described and
explained in this section>>
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“* In addition to this Template, the ADRG working group »* This ADRG Template and Completion
has developed a Completion Guideline document. The Guidelines are targeted for completion
Completion Guideline document helps guide the user of by the end of April.

* Please provide your comments by
March 28 to susan.kenny@amgen.com
and gstoner@its.jnj.com

the Template to understand what information should be
presented in each section.

*»* The ADRG team has developed 3 ADRG samples to
illustrate real use cases.




