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* Data package content
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Define.xml and Reviewer’s Guide Production

— SDTM datasets (XPT,SAS-files), Define.xml, SDRG
— ADaM datasets (XPT, SAS-files), Define.xml, ADRG

Tabulation Datasets for Study CDISCO1 (SDTM-IG 3.1.2)

I AELLT [AerTeD | AEDECOD
MR308-1501-1984005 Head dscomfot 10018194 Head dsconfort Dataset Class Structure Purpose  Keys Location
MR3081501-1984015 Aopecia 10001760 Aopecia . "
MRo0s 1201 100401 Sl DANESS e e Ta Trial Arms TRIAL DESIGN ::re ;:::‘uvd per planned Element | Tabulation | STUDYID, ARMCD, TAETORD | ta.xpt
Hypetidross 10020642 Hyperhidrosis
HRAG1S0-S64015 4| NAUSEA Nausea 10028313 Nausea TE Trial Elements TRIAL DESIGN | One record per planned Element | Tabulation | STUDYID, ETCD texpt
MR308-1501-1984019 1 CONSTIPATION Constipation 1001077 Constiation
ks Trial TRIAL DESIGN | One record per I/E riterion Tabulation | STUDYID, IETESTCD tixpt
[ T - I e o Inclusion/Exclusion
MR 1878 DV_ED Subject 1 SEOT Cterta
MR 1818 MDV_80 Subject 2 SEO1 TS Trial Summary TRIAL DESIGN | One record per trial summary | Tabulation | STUDYID, TSPARMCD, TSSEQ | tsxpt
wra{ 1818 MDV_80 Subject 3 SEO1 parameter value
gl 11 oo fiond 0 ™ Trial Visits TRIAL DESIGN | One record per planned Visit per | Tabulation | STUDYID, VISITNUM, ARMCD | tv.xpt
WRa{ 818 MDV_80 Subject 5 SEO1 TralVisits - perpl P g g fuxpt
s 1818 MDV_80 Subject & SEO1
3| 1818 MDV_80 Subject 7 SEO1 oM Demoarapl SPECIAL One record per subject Tabulation | STUDYID, USUBJID dm.xpt
WRa| 1818 MDV_80 Subject 8 SEO1 PURPOSE
R3| 1818 MDV_80 Subect 3 SEO1
MR3| 1818 MDV_80 Subject 10 SEO1 SE ‘Sublect Elements SPECIAL One record per actual Element | Tabulation | STUDYID, USUBJID, SESTDTC, | se.xpt
MR3| 1818 MDV_80 Subject 11 SEO1 PURPOSE per subject SEENDTC, TAETORD, ETCD
MR3| 1818 MDV_80 Subject 12 SEO1 — = =
1818 MDV_20 Subject 13 SE01 sV Subiect Visits SPECIAL One record per actual visit per | Tabulation | STUDYID, USUBJID, SVSTDTC, | sv.xpt
1818 MDV_80 Subject 14 SEO1 PURPOSE subject VISITNUM
1e18 MDV_80 Subject.15 SE0T [<]] INTERVENTIONS | One record per recorded Tabulation | STUDYID, USUBJID, CMSTDTC, | cm.xpt
1818 MDV_80 Subject 16 SEOT medication occurrence or CMENDTC, CMCAT, CMTRT,
1e18 MDV_80 Subject 17 SEOT constant-dosing interval per CMDOSTXT, CMDOSU,
1818 MDV_80 Subject. 18 SEO1 subject CMINDC, CMDOSFRQ
1818 MDV_80 Subject.19 SEO1
1818 MDV_80 Subject. 20 SEO1 EX Exposure INTERVENTIONS | One record per constant dosing | Tabulation | STUDYID, USUBJID, EXSTDTC, | ex.xpt
1818 MDV_80 Subject 21 SEO1 interval per subject EXENDTC, EXTRT, EXDOSE
AE Adverse Events EVENTS One record per adverse event | Tabulation | STUDYID, USUBJID, AEDECOD, | ae.xpt
per subject AESTDTC
DS EVENTS One record per disposition status | Tabulation | STUDYID, USUBJID, DSSTDY, | ds.xpt
or protocol milestone per subject DSSTDTC, DSCAT, DSDECOD

Study Data Reviewer’s Guide

SDRG, Inc.
Study SDRG-001A

Version 2014-08-06
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Define.xml and Reviewer’s Guide Production

Day 1-28

STUDYID Study Identifier |text 10 Protocol Yes Identifier
DOMAIN Domain text 2|DOMAIN Assigned Yes Identifier
Abbreviation
UsuBJID Unique text 30 raw.dosept |Assigned Yes Identifier | Site Identifier is X0
Subject Subject Identifier:
Identifier concatenate ‘000" with
subjid (for example:
'000101)
EXSPID Sponsor- text 1 Derived No Identifier sort raw.suelup
Defined (whenever the variable
Identifier up01~=blank) byPT
and UDDTC and assign
number per subject by
uDDTC
EXTPT Planned Time [text 15(TPT raw.dosetime |CRF Pages No Timing Use the compliled
Point Name point 17,22, 45 macro map_vis_{p,
using the visittab as
input
[ swovio  [oowAN]  UsumiD _ [AEseq] AETERM [ AELLT [ AELTCD | "AEDECOD
MR308-1501 AE 'MR308-1501-1984005 1 HEAD DISCOMFORT Head discomfort 10019194 Head discomfort
MR308-1501 AE MR308-1501-1984015 1 ALOPECIA Aopecia 10001760 Alopecia
MR30S1501 AE MR3OB1S01-1984015 2 DizzNess Dizzness 10013573 Dizzness
MR308-1501 AE 3 Hyperhidrosis 10020642 Hyperhidrosis
MR208-1501 AE MRAISON1SB4015 4 NAUSEA. Nausea 10026213 e
MR3021501 AE MRA1S011904019 1 CoN STUDYID. [ MDVOID. [ ‘SUBJKEY [ SVoID
1818 MDV_80 Subject.1 SEO01
MR308-1501 AE 'MR308-1501-1984019 2 DIAR 1818 MDV_8.0 Subject 2 SEO1
1818 MDV_80 Subject.3 SEO01
om0 & mmisonsens e bt
a 1818 MDV_8.0 Subject 5 SEO01
MR308-1501 AE 'MR308-1501-1984025 2 NAs( 1818 MDV_80 Subject 6 SE01
MR308-1501 AE 'MR308-1501-1984025 3 NAU| 1818 MDV_8.0 Subject.7 SEO01
MR308-1501 AE 'MR308-1501-1984026 1 DRY| 1818 MDV_80 Subject 8 SEO01
MR308-1501 AE 'MR308-1501-1984026 2 DRY| 1818 MDV_8.0 Subject 9 SEO1
MR308-1501 AE 'MR308-1501-1984026 3 DRY|1818 MDV_8.0 Subject.10 SEO1
MR308-1501 AE MR308-1501-1984026 4 HEAl 1818 MDV_8.0 Subject.11 SEO01
MR3021501 AE MR3DB1S011984030 150M 1318 MOV.80 St 12 SEol
MR308-1501 AE MR308-15011984033 1 TEN{ 1919 MDV_ 80 Subject 13 SE01
MR308-1501 AE MR308-1501-1984034 10RAlg1g MDVZB 0 Subject. 14 SE01
1RIS1501 AE | MRI0B1501-1904035 T UL 1e1e MDV_80 Subject 15 SE01
1818 MDV_80 Subject. 16 SEO01
1818 MDV_8.0 Subject.17. SEO01
1818 MDV_80 Subject.18 SE01
1818 MDV_8.0 Subject. 13 SEO01
1818 MDV_80 Subject. 20 SEO1
1818 MDV_80 Subject 21 SEO01
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Define.xml and Reviewer’s Guide Production

Day 29-30

Tabulation Datasets for Study CDISCO1 (SDTM-IG 3.1.2)

Dataset Class Structure Purpose | Keys
Ta Trial Arms TRIAL DESIGN | One record per planned Element | Tabulation | STUDYID, ARMCD, TAETORD
per Arm
TE Trial Elements TRIAL DESIGN | One record per planned Element | Tabulation | STUDYID, ETCD texpt
ke Trial TRIAL DESIGN | One record per I/E criterion Tabulation | STUDYID, IETESTCD xpt
Inclusion/Exclusion
Criteria
TS Trial Summary TRIAL DESIGN | One record per trial summary | Tabulation | STUDYID, TSPARMCD, TSSEQ | ts.xpt.
STUDYID JOOMAN]  UsuBiD __ [AEsea] AETERM AELLT [ AT | AEDECOD. parameter value
MR306-1501 AE MR3B-1501-1984005 1 HEAD DISCOMFORT Head disconfot 10019194 Head disconfort
MR308-1501 AE MR308-1501-1984015 1 ALOPECIA| Aopscia 10001760 Aopecis v Trial Visits TRIAL DESIGN | One record per planned Visit per | Tabulation | STUDYID, VISITNUM, ARMCD | tv.xpt
MR306-1501 AE MRI0B1501-1984015 2 DIZZINESS Dizzness 10013573 Dizziness Arm
MR3081501 AE MR30B15011984015 3 HYPERHIDROSIS idoss 10020642 Hypeshicross 7 5 5
MRA081201 i MR3081201 1564018 Noses 028513 Noes oM Demoaraphics :ﬁ%‘; One record per subject Tabulation | STUDYID, USUBJID dm.xpt
MR308-1501 AE MR3S-1501-1984019 1 CONSTIPATION Constpation 10010774 Constiation
MR306-1501 pre pante Sl ougene 177 Dt SE Subiect Elements SPECIAL One record per actual Element | Tabulation | STUDYID, USUBJID, SESTDTC, | se.xpt
STUDYID [ MDVOID SUBJKEY | SVOID PURPOSE per subject SEENDTC, TAETORD, ETCD
MR308-1501 A e MDV_80 Subject.1 SEO1 - -
MR306-1501 PRl D MOV 20 et 2 Eoi sv Sublect Visits SPECIAL One record per actual visit per | Tabulation | STUDYID, USUBJID, SVSTDTC, | sv.xpt
y PURPOSE ubject VISITNUM
e e MDV_80 Subject.3 SEO1
MR306-1501 e |Ee MDV_80 Subject 4 SED m INTERVENTIONS | One record per recorded Tabulation | STUDYID, USUBJID, CMSTDTC, | cm.xpt
MR306.1501 |18 MDV_80 Subject 5 SE01 edication occurrence or CMENDTC, CMCAT, CMTRT,
MR308-1501 AE 1812 MDV_80 Subject & SEO1 constant-dosi terval per CMDOSTXT, CMDOSU,
MR306-1501 A |8 MDV_80 Subject 7 SEO1 subject CMINDC, CMDOSFRQ
MR306-1501 |18 MDV_80 Subject 8 SEO1 = =
MR081501 e MDV20 Subject SE01 X Exposure INTERVENTIONS | One record per constant dosing | Tabulation | STUDYID, USUBJID, EXSTDTC, | ex.xpt
VR0E1501 e MDV_20 Subect 10 SE0T interval per subject EXENDTC, EXTRT, EXDOSE
MR308-1501 AE 1812 MDV_8.0 Subject.11 SEO1 AE Adverse Events EVENTS One record per adverse event | Tabulation | STUDYID, USUBJID, AEDECOD, | ae.xpt
MR308-1501 A |8 MDV_80 Subject.12 SEO1 per subject AESTDTC
1818 MDV_80 Subject.13 SEO1
1818 MDV_80 Subject 14 SEO1 s EVENTS One record per disposition status | Tabulation | STUDYID, USUBJID, DSSTDY, | ds.xpt.
1818 MDV_80 Subject 15 SE01 or protocol milestone per subject DSSTDTC, DSCAT, DSDECOD
1818 MDV_80 Subject 16 SEO1
1818 MDV_80 Subject.17 SEO1
1818 MDV_80 Subject.18 SEO1
1818 MDV_80 Subject 19 SEO1
1818 MDV_80 Subject 20 SEO1
1218 MDV_80 Subject 21 SEO1

SDRG, Inc.
Study SDRG-001A

Version 2014-08-06

Study Data Reviewer’s Guide
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Define.xml and Reviewer’s Guide Production

EXDOSE [ Dose per Administration 6 | integer 2] IF tabl >10 set to 4, else if Table not missing, set to 6. else set to table X 12
EXDOSU | Dose Units text 2 | perived from ARM, ARMCD - equal to mg
EXDOSFRM | Dose Form text 7
Variable Label Type Length/ Controlled Terms or Format Source/Derivation/Comment
Display
Format
AWRANGE | Analysis Window Valid text 9
Relative Range
AWTARGET | Analysis Window Target  |integer 8
AWTDIFF | Analysis Window Diff from | integer 8
Target
AWLO Analysis Window integer 8
Beginning Timepoint
AWHI Analysis Window Ending | integer 8
Timepoint
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Define.xml and Reviewer’s Guide Production

5.2.2 ADTTE - Time to Event Analysis Dataset

The time to event dataset was used to support the primary study endpoints.

5.2.3 ADLBCHEM - Chemistry Results Analysis Dataset,
These laboratory datasets were used primarily to support shift table analysis based on toxicity grade.

4.2 Issues Summary

Dataset Diagnostic Message Severity | Count | Explanation

AE EPOCH value not found in 'Epoch' extensible Warning | 28
codelist

AE Missing End Time-Point value Warning | 3

AE Model permissible variable added into standard Waming | 1
domain

AE Permissible variable with missing value for all Waming | 6
records

AE No Treatment Emergent info for Adverse Event Warning | 28

M CMDOSFRQ value not found in 'Frequency’ Warning | 1
extensible codelist

PRAHEALTHSCIENCES 7



Define.xml and Reviewer’s Guide Production

Solution

— Produce and QC the define.xml content parallel to
dataset production

— Set up a structure to collect information for the
Reviewer's Guide

Codelist / Mandatory
Type Length Controlled Source Origin (Yes/No) Role Comments Additional comments
terms
STUDYID Study Identifier |text 10 Protocol Yes Identifier
DOMAIN Domain text 2|DOMAIN Assigned Yes Identifier
Abbreviation
USUBJID Unique text 30 raw.dose.pt |Assigned Yes Identifier  [Study identifier, site |Site Identifieris :20C
Subject identifier, and Subject Identifier:
Identifier subject identifier, concatenate '000" with
concatenated and  |subjid (for example:
separated by ‘0001017
hyphens.
EXSPID Sponsor- text 1 Derived No Identifier  |Sequential number |sortraw.suelup
Defined identifying records  [(whenever the variable
Identifier within each up01 ~=blank) byPT
USUBJID for and UDDTC and assign
supplemental number per subject by
dosing data UDDTC
EXTPT Planned Time |text 15 raw.dose.time |CRF Pages No Timing Use the compliled
Point Name point 17,22, 45 macro map_vis_tp,
using the visittab as
input
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Postponing Resolving Issues
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Postponing Resolving Issues

Issue Summary

Source Pinnacle 21 ID Publisher ID Message Severity Found
ADAE
AD0042 '4_2 *TM does not have the ADaM required SAS time format Error 2
AD0269 269270271 TRTEMFL flag value is not Y or null Error 111
AD0279 "279.282 AESEVN value =1, 2, 3, or null Error 235
ADEG
AD0018 '1_8 Variable label mismatch between dataset and ADaM standard Error 5
AD0047 47.49 50 .51 5 Required variable is not present Error 1
AD0110 1 Inconsistent value for AVISIT Error 149
AD0256 '2& USUBJID value does not exist in the ADaM ADSL domain Error 21561
ADLB
AD0018 '1_8 Variable label mismatch between dataset and ADaM standard Error 4
AD0047 4749 50 51.5Required variable is not present Error 1
AD0110 110 Inconsistent value for AVISIT Error 196
AD0141 '1& Inconsistent value for PARAM within a unique PARAMCD Error 1531
AD0146 '1& Inconsistent value for PARAM Error 1531
AD0185 '1& lllegal variable name: y is not in [1-9] for PARCATy(N) Error 1
AD0192 '1& lllegal variable name: y is not in [1-9] for SHIFTy(N) Error 1
ADO0196 "196.197 Required PARAM value is null Error 260
AD0196 "196 197 Required PARAMCD value is null Error 260
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Postponing Resolving Issues

*

e Solution

— Separate data issues from programming issues

— Run compliance checks on every completed domain
(i.e., Pinnacle 21)

— QC define.xml content together with the SDTM or
ADaM dataset
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When to sign off what?

Pifmm]
800
Oxyooc
soce
MedDRA Preferred Term =2
A AE
Blood And Lymphatic System Disorders
Anaemia 500
Gardiac Disorders
‘Angina Pectoris
Aial Fiortation 5001
Cardiac Failre
Cardlovascuiar Disorder
Wyocardial nfarcton 4001
Palpiations
Congental, Famial And Genelc Disorders
Plamented Naevus 300 1 Number of Subjects (%)
Ear And Labyrinh Disorders o 1 2 3 &« 5 s 71 s s 1w n w2
‘Cerumen Impaciion P Ery
Deafness Biateral
Deatne . . Time afterstudy drug intake 1] praiy Py
Endocrine Disorders 4 16
ol 2 08
Hypothyroidism 2 08 subjects soreenea 85 (100.0) 420 (100.0)
£ye Disorers 2 e Eligible supjects at Visit 1 79 (92.9) 414 ( 98.6)
aract 5 is subjects operatea 89 (81.2) 404 ( 96.2)
Conjunctival Haemormage 1 04 Eligible subjects at Visit 2 0( 0.0) 335 (78.8)
Subjects randomized 0 ( 0.0) 335 (78.8)
Subjects treated 0( 0.0) 338 (78.5)
STUDYID [ MDVOID [ SUBJKEY. [ S\VoiD STUDYID [DOWAN]  uUsueip _ [AEseq] AETERM. T AELLT [ AewTeo |
1818 MDV_80 Subject.1 SEO1 MR308-1501 AE MR308-1501-1984005 1 HEAD DISCOMFORT Head discofort 10019194 Head discomfort
1818 MDV_80 Subject.2 SEO1 WR308 1501 AE MRIBIS0II9840TS 1 ALOPECIA Aopeca 10001760 Aopecia
1818 MDV_8.0 Subject.3 SEO1 MR308-1501 AE MR308-1501-1984015 2 DIZZINESS Dizzness. 10013673 Dizziness
1818 MDV_80 Subject 4 SE01 WIR308-1501 2 3 Hyperhidross 10020642 Hyperhidross
1818 MDV_80 Subject 5 SE01 MR308 1501 AE MRIBIS0I1984015 4 NAUSEA Nausea 10028813 Nousea
1818 MDV_E0 Subject § SEO1 MR3081501 AE MRIBIS0I1984019 1 CONSTIPATION Constiation 10010774 Constioation
1818 MDV_E0 TN
1818 MDV_80 [SMQ_code| SMQ_leve| e !Iﬁmsirg ';;;’;Dﬂ“ G PT_CODE MR208-1501 AE MR30B-15011384019 2 DIARRHOEA Diarthoea 10012735 Diartoea
¥ CEBRIAE. MEALUEAGS g
:ﬁ:g ":g&ig 20000008 3 g B [10001547 Alanine a5 1507 AE MR30B-15011984022 1 INFLUENZA LIKE ILLNESS _ nfluenza ke iiness 10022004 efuenza ke iness
i 1OV 80 soovoons| 5 ERSIERAE REBSUERG | toootest Aannea] A MRIBISOMINZS 1 BACKPAN Bk pan 1000398 Eockpon
1818 MDV_E0 RS, MRS LUEAG WR3081501 F3 2 NASOS Nesophanyngtis 10028810 Nasopharyngis
1818 MDV_80 20000008 3 o i 10001942 Ammonialesge 155 AE MR3031501184025 3 NAUSEA Neusea 10028813 Nausea
1818 MDV_80 TSR R, SRS LUMEIR (S MR308-1501 AE MR308-1501-1984026 1 DRY EYES Dry eyes 10013778 Dry eye
1818 MDV_£0 20000008 3 g B [10001946 Ammonial g 1507 AE MRIBIS0N1964026 2 DRYEYES Dy eyes 10013778 Dy eye
1818 MDV_80 20000008 3 NEHBLEEERRE. MBHLUEIRG g 40003445 Ascites |MRRB1S01 AE MR308-15011984026 3 DRYEYES Dry eyes 10013778 Dry eye
118 MOV 80 Ma) ) WR3081501 AE MRIBIS0I1904025 4 HEADACHE Headache 10019211 Headache
1 g0 000008 3 FAPDMBRME MIESEUERG g | 10003477 Asparate MRE0STS A WRI0S1501 1504030 1 somoLENCE Someence 10041349 Sonndence
Tt MoV e0 Ma) . WR3081501 AE MRIDB1S011984033 1 TENSION HEADACHE Tension headache 10043269 Tension headache
1818 MDV 80 20000008 3 WUPLEERKIRE WESLUIEIRS s 10003481 Aspartate MRIB1S01 AE MRIBIS0N-1964034 1 ORAL HERPES Oral hemes 10067152 Oral herpes
A MQ
. — MR3081501 AE MRIBIS0I1984035 1 MUSCULOSKELETAL NECK  Neck stfiness 10028843 Musculoskeletal stfiness
158 MDY 80 20000008 3 fjf}’ﬁaéﬁm?ﬁ‘ BERLUERS g 10068547 Bacterasd- - = STIFFNESS
20000008 o FEREERRIRE BEBIOEAC g 10051344 Bil outputabnomal A v
20000008 3 Ejg:)rébéﬁm?ﬁ BIEBEUERS sy 10051343 Bile ouput decreased A v
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* | When to sign off what?

SDTM
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* | When to sign off what?

Solution
4= Stcp 3. Validation of ADaM
package
ADaM
4= Step 2. Validation of SDTM package
SDTM
4= Step 1. Data
checks
Raw data

PRAHEALTHSCIENCES 14



What CDISC version?

CDISC compliant or
FDA/PMDA compliant?

@ cpiscC

Analysis Data Model (ADaM)
Implementation Guide

Prepared by the
CDISC Analysis Data Model Team

Notes to Readers

This Implementation Guide is Version 1.0 (V1.0) and corresponds to Version 2.1 of the CDISC Analysis Data
Model

Revision History
Date Version | Summary of Changes

Dec. 17,2009 | 1.0 Final | Released version reflecting all changes and corrections identified during comment
period.

May 30.2008 | 1.0 Draft | Draft for Public Comment

¢ cDisC

Analysis Data Model

Implementation Guide
Version 1.1

Prepared by the

CDISC Analysis Data Model Team

Notes to Readers

This Implementation Guide is Version 1.1 and corresponds to Version 2.1 of the CDISC Analysis Data Model.

Revision History

Date Version Summary of
2016-02-12 1.1 Final Released version reflecting all changes and
corrections identified during comment period.
2014-05-23 1.1 Draft Draft for Public Comment
2009-12-17 1.0 Final
Note: Please soe Appendix C for ions and ies; Limitations of Liability, and Disclaimers
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What CDISC version?

@ cDpisc

Analysis Data Model (ADaM)
Implementation Guide
Prepared by the
CDISC Analysis Data Model Team

Notes to Readers

This Implementation Guide 1s Version 1.0 (V1.0) and corresponds to Version 2.1 of the CDISC Analysis Data
Model

Revision History
Date Version | Summary of Changes
Dec. 17,2009 1.0 Final

Released version reflecting all changes and corrections identified during comment
period.

May 30,2008 | 1.0 Draft | Draft for Public Comment

¢ cDiscC

Analysis Data Model

Implementation Guide
Version 1.1

Prepared by the

CDISC Analysis Data Model Team

Notes to Readers

This Implementation Guide is Version 1.1 and corresponds to Version 2.1 of the CDISC Analysis Data Model.

Revision History

Date Version Summary of Changes

2016-02-12 1.1 Final Released version reflecting all changes and
corrections identified during comment period.

2014-05-23 1.1 Draft Draft for Public Comment

2009-12-17 1.0 Final

Note: Please see Appendix C for Representations and Warranties; Limitations of Liability, and Disclaimers.

PRAHEALTHSCIENCES




* ‘ What CDISC version?

Variable label mismatches

SRCDOM Source Datal Char Perm | The SDTM domain name or ADaM dataset name that relates to the analysis value (e.g., AVAL or

AVALC in a BDS dataset). If the source data is a supplemental qualifier in SDTM, this variable
will contain the value of RDOMAIN in SUPP-- or SUPPQUAL.

| SRCDOM | Source Domain| [ Char | | Perm | The 2-character identifier of the SDTM domain that relates to AVAL or AVALC.

'ADEG
AD0018 '1_8 Variable label mismatch between dataset and ADaM standard Error I 4
AD0047 47 .49 50 51,52 ¢Required variable is not present Error 3
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* ‘ What CDISC version?

Missing TRTP in BDS datasets

TRTP Planned Treatment | Char Cond | |TRTP is a record-level identifier that represents the planned treatment attributed to a record for
analysis purposes. TRTP indicates how treatment varies by record within a subject and enables
analysis of crossover and other designs. Though there is no requirement that TRTP will correspond
to the TRTxxP as defined by the record’s value of APERIOD. if populated, TRTP must match at
least one value of the character planned treatment variables in ADSL (e.g.. TRTxxP. TRTSEQP.
TRxxPGy).

As noted previously, at least one treatment variable is required even in non-randomized trials. This

requirement is satisfied by any subject-level or record-level treatment variables (e.g.. TRTxxP.
TRTP. TRTA). Even if not used for analysis. any ADSL treatment vaniable may be included in the
taset.

TRTP Planned Char Req TRTP 1s a record-level identifier that represents the planned treatment attributed to a
Treatment ‘ record for analysis purposes. TRTP indicates how treatment varies by record within a
subject and enables analysis of crossover and other designs. TRTxxP (copied from
ADSL) may also be needed for some analysis purposes, and may be useful for
traceability and to provide context.

ADEG
AD0018 "18 Variable label mismatch between dataset and ADaM standard §rror 4
|A00047 47.49 50 51,52 ¢Required variable is not present Error I 3

PRAHEALTHSCIENCES




What CDISC version?

¢ CDisC

ADaM Structure for Occurrence Data
(OCCDS)

Version 1.0

Prepared by the
CDISC Analysis Data Model Team

Notes to Readers

This Analysis model uses the principles. structures and standards described in the CDISC Analysis Data Model
Version 2.1 and Implementation Guide v1.1 documents.
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What CDISC version?

Invalid data structure
ADaM 1.0: ADSL, BDS and ADaM OTHER
ADaM 1.1 also includes OCCDS

Codelist Name CDISC Submission Value CDISC Synonym(s) CDISC Definition NCI Preferred Term
il S [-] hd Ei
General Observation Class ADAM OTHER An analysis dataset that doesn't conform to a pre-defined ADaM dataset CDISC Other ADaM Dataset
structure (e.g. ADSL, BDS or OCCDS).
General Observation Class BASIC DATA STRUCTURE BDS lAn ADaM BDS dataset contains one or more records per subject, per CDISC Basic Data Structure Dataset

analysis parameter, per analysis time point. Variables include the value being
lanalyzed (e.g., AVAL) and the description of the value being analyzed (e.g.,
[PARAM). Other variables in the dataset provide more information about the
value being analyzed (e.g., the subject identification) or describe and trace
he derivation of it (e.g., DTYPE) or support the analysis of it (e.g., treatment

General Observation Class INTEGRATED BASIC DATA STRUCTURE |IBDS IBDS is the ADaM N'Iodel for the Integrated Basic Data Structure. The CDISC Integrated Basic Data Structure
structure includes per pool as defined in the integrated SAP when multiple Dataset
records per subject are included in integrated ADSL.

General Observation Class INTEGRATED OCCURRENCE DATA I0CCDS I0CCDS is the ADaM Model for Integrated Occurrence Data structure. The  |CDISC Integrated Occurrence Data
STRUCTURE structure includes per pool as defined in the integrated SAP when multiple Structure Dataset
records per subject are included in integrated ADSL.
General Observation Class INTEGRATED SUBJECT LEVEL IADSL IADSL is the ADaM Model for Integrated Subject Level Analysis Dataset. The |CDISC Integrated Subject Level Dataset

structure is one record per subject per pool as defined in the integrated SAP.
Multiple records per subject are required in an integrated ADSL dataset when
any subject’s data is used in more than one pool and the values for subject-

level differ across pools.

General Observation Class OCCURRENCE DATA STRUCTURE 0OCCDS The Occurrence Data Structure (OCCDS) is the ADaM data structure for CDISC Occurrence Data Structure
occurrence analysis. Occurrence analysis is the counting of subjects with a
record or term, and often includes a st d hi hy of dictionary coding

General Observation Class |SUBJECT LEVEL ANALY SIS DATAGET  |JADSL e Subject-Level Analysis Dataset (ADSL) is a one-record-per-subject CDISC Subject Level Analysis Dataset
dataset which i iables that describe subject demographi

characteristics and group the subjects for analysis. ADSL is the primary
source for subject-level variables included in other analysis datasets such as
flags and treatment variabl|

DEFINE
DD0022 Invalid Standard Version value 21" for ‘CDISC ADaM' Error 1
DD0055 Invalid Class value Error | 1"
DD0084 Referenced File is missing Error 1
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* I What CDISC version?

Solution
— Understand your companies expectations
— Understand your client needs

— Make use of the newest implementation guides but
keep your data package compliant with FDA and PMDA
standard catalogues
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