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What’s ADaM Metadata?
Recap

— Metadata is central to the whole process of a CDISC-compliant
submission

— It provides a framework for the data;
« some metadata (e.g. variable type, maximum length etc) is fixed in the standards
» the metadata can be used as a data specification, e.g. for sharing with suppliers

— and traceability;
* Akey concept in CDISC is a fully-traceable analysis,
Analytical Results = Analysis Dataset = Collected Data =» Source

— at every level of the data;
» Metadata for datasets, variables, values of variables
« Additionally, displayed data can optionally have metadata
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Introduction to the Toolkit
Requirements

— A central repository to store key ADaM metadata
 version control
« Easily updatable

— Easily incorporate to MS tools

— Web based solution

— Consuming of data
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Introduction to the Toolkit
Metadata EcoSystem
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Components of the Toolkit : Storage @
ADaM Metadata Database

— Oracle Database storing a series of tables containing the Metadata.
— Key tables within the AMD include:

* The Domains table
« The specifications table

— Version Control
« controlled terms list that has no version control
+ Specs and Variables tables have Implementation Guide version and date version control
* “From IG Version” is populated when a spec is entered into the database

+ “To IG Version” (initially missing). When a specification changes as per the IG, the old spec has the
“To 1G Guide” populated with the old version and a new spec is created for the new IG.

ADSL CORE CORE
ADSL CORE CORE 2.0
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Components of the Toolkit : Storage @
ADaM Metadata Database

Each piece of metadata in the database has “From Date” and “To Date”
attributes associated with it.

» This allows updates and new versions to be stored in the same way as the |G
version.

The database has been set up so that the specifications are additive.
We hold Core, Therapeutic Area (TA), and Indication level specifications.

 Core is the lowest level and all the core variables are available in the TA
and Indication level specifications.

« The TA and Indication specific variables and metadata are then added to
the core specification.

« This inter-dependence means that any changes made to the core
specifications get cascaded down to the TA and Indication levels.
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Components of the Toolkit : Storage @
ADaM Metadata Database

— There are 2 tables relevant to Controlled Terms within the database.

— The first is The controlled Terms List that stores the domain and type
that are associated with the controlled term. This table has no version
control.

— The second is the Controlled Term table that stores the code/decode
pairs this has internal control only.

— Computational Methods table stores default computational methods. If
a default CM is updated then it automatically applies to all new studies,
no version control is applied.
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Components of the Toolkit : Viewing
ADaM Metadata Viewer

@ADaM Metadata Viewer

ADaM Domains = ADaM Specs Master Variable List Value Level Metadata | Computational Methods Controlled Terminology List

Filters:
Domain Name: ALL v Class: ALL  ~ Filter Table I
ools: | Reset All Filters Export to Excel |

Click on column headers to sort table

One record per subject per each
IADAE Adver;e Events Y ADAE |AE adverse event recorded in SDTM STUDYID, USUBJD, Contains the adverse event analysis
Analysis . ASTDT, AEDECOD
AE domain
Concomitant .
N~ One record per subject per USUBJID, ADECOD, . ; N .
JADCM P::::;:;ons Y OTHER |CM medicationfingredient CMSTDTC, CMENDTC Contains Concomitant Medications The GSK drug version should be same as the one used for SDTM.
STUDYID, USUBJID,
Compliance One record per usubject per APERIOD, AVISITN, . . .
JADCOMP Analysis Y BDS DA avist per dascat per paramcd DACAT, DASCAT, Contains the compliance analysis
PARAMN
One record per subject per STUDYID, USUBJID, ADT,
ADDS Disposition Analysis Y BDS DS P, erp mme'fer per resutt |ATH, PARCAT, Contains Disposition analysis
per pa p PARANCD, AVALORD
. One record per study, per . . .
Deviation and Pop 3 . STUDYID, USUBJID, Contains protocol deviation and analysis
ADDV Exclusion Analysis 0DS DV, POPEXC subject, per term, per start time, | repy ASTDT, ARETPT | population exciusion details
per reporting timepoint
One record per subject per STUDYID, USUBJID,
IADEG ECG Analysis Y BDS EG, ADSL parameter per analysis visit per |PARAM, AVISIT, ADT, Contains ECG analysis
Simmmmmint AT aTAT
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Components of the Toolkit : Viewing
ADaM Metadata Viewer

@ADaM Metadata Viewer

ADaM Domains | ADaM Specs | Master Variable List | Value Level Metadata Computational Methods | Controlled Terminology List

Filters:
Domain Name: ADPFT  ~ [Therapeutic Area: RESPIRATORY ~ Indication: RESPIRATORY: CORE ~ Variable Name: ALL - Filter Table
Tools: ResetAllFiters |  Exportto Excel

Click on column headers to sort table

RESPIRATORY: Study
ADPFT  |RESPRATORY |RCoF! Tuovio BN |rext |9 10 Y 1 RE.STUDYID Req
. Unique
ADPFT  |RESPIRATORY Fc‘giEP'RATORY' suBuiD  [subject  |Text |30 20 v 2 RE.USUBJID Req
Identifier
ADPFT  |RESPRATORY |RESPRATORY: forpy  [StudySte oot |10 30 Y ADSL.SITED perm
CORE Identifier
ADPFT  |ResPRATORY | RESPRATORY e Age nteger |8 40 ADSL.AGE perm
ADPFT  |RESPIRATORY ggiE”RATORY: ksex Sex Text |1 50 SEX Y ADSL.SEX Perm
ADPFT |RESPRATORY |RESPRATORY: lopce Race Text |100 60 RACE Y ADSL.RACE perm
ADPFT  |[RESPIRATORY | RESPRATORY: B e ouprry [AM3YSS  lrext  [100 70 Y ADSL.ACOUNTRY Perm
CORE Country
. Completers
A0PFT  |RespRATORY | SEORATORY heompier fropuation  [Text |1 80 Ny ADSL.COMPFL perm
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Components of the Toolkit : Using
ADaM Metadata Spec Builder

B 55 U 3 r
: J
Z ‘el .
; compou A 1 %--ﬂ. luwiaialiaa Con
1 Stuc _ e _ _
; |__ - - - - - I - -
5 = L
7 |Instructi6 % } Compound: Start: Initialize Spec
3| Tobeg 3 Study:
El 8 i A — —
9 Next, 9 5 ‘[Crearte New Study Spec j X
L = PO | Standard Domain
2] 0. 7 Instructl_ons: —
3| Finally 3 | To begin, click on the buttdn || Select ADaM 16 Version: [1o | |
4 o ) ADaM sp ——
5_ 2_ o_ m i = |
5 3 7 Next, click on "Add Standa raputic Area: | core
7| 4_ 1 standard GSH
3| = 2 Select Indication: | core =D
9 2 3 Finally, to add custom dom|
0 5 4 Select GSK Version — @l
A 7 5 et | 13/Aug/2015
Al 8 g Reset Workbook
) - 5
9
9 7 I 9 ok S
0 5
1] 9
: > — — & T
3 1
A 5
3|
6|
C4 > M _Setup.
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Components of the Toolkit : Updating
ADaM Metadata Manager

GSK ADaM Metadata Manager v0.4.01

Instructions:
To start, click the "Start: Load Domain" button.
Choose the dataset to be modified from the list or choos

Start: Load Domain ‘
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Components of the Toolkit : Updating

ADaM Metadata Manager

\ A B C D E F Ho| I | J K L
q q Attach VLM to Attach Controlled Attach Computational
1 Add New Variable to Spec | Remove Variable(s) | Variable Terminology to Variable Method to Variable
L ADSL Subject-Level Analysis -
3 ADSL One record per subject
4 N USUBJID
5 DM, DS, EX, VS
ADaM IG From | ADaM IG To (Variable Significant Controlled Term Value Level
6 Therapeutic Area Indication Variable Name Version Version |Order Digits Sort Order Required or Formats Metadata
CONSUMER CONSUMER HEALTHCARE:
102 HEALTHCARE CORE TRTEDTM 1.0 960 Cond Exp
103
104

CORE

DTHDT

ONSUMER CONSUMER HEALTHCARE:

EALTHCARE CORE SCRDT 1.0 1000 Perm
ONSUMER CONSUMER HEALTHCARE:

EALTHCARE CORE FSTCTDT 1.0 1010 Perm
ONSUMER CONSUMER HEALTHCARE:

EALTHCARE CORE LSTCTDT 1.0 1020 Perm

CONSUMER HEALTHCARE:
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Toolkit interaction (how all components work together)
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Summary @

— The ADaM Metadata Toolkit is the current method that enables the
management, storage and viewing of the metadata that has thus far
been developed. The toolkit is user friendly enabling the metadata to be
viewed by version and/or date and allows updates to the metadata by
administrators.

— Uploading of updated metadata is loaded into the database via a SAS®
script. The creation of a define.xml from AMSB is also via a SAS script.
These SAS scripts complete the requirements of the toolkit.

— The toolkit provides a complete system to manage GSK’s ADaM
Metadata and the initial user feedback (for the pilot) has been very
positive on every aspect.
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