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Agenda

¡ Alignment of PMDA and FDA

¡ Alignment of the Agencies and CDISC

¡ Dealing with differences in a Submission
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Submitting simultaneously was going to be easy, right?



Use Data Exchange 
Standard

Supported 
Version(s)

Implementation 
Guide Version

Exchange 
Format

Date Support 
Begins 
(YYYY-MM-DD)

Date Support 
Ends 
(YYYY-MM-DD)

Clinical study datasets SDTM 1.4 3.2 XPT 2016-10-01

Clinical study datasets SDTM 1.3 3.1.3 XPT 2016-10-01

Clinical study datasets SDTM 1.2 3.1.2 Amendment1 XPT 2016-10-01

Clinical study datasets SDTM 1.2 3.1.2 XPT 2016-10-01

Clinical study datasets ADaM 2.1 1.0 XPT 2016-10-01

Clinical study data 
definition files

Define 2.0 - XML 2016-10-01

Clinical study data 
definition files

Define 1.0 - XML 2016-10-01

PMDA

FDA PMDA

Data Exchange 
Standard

Supported 
Version

Supported 
Implementation 
Guide Version

Date Support 
Begins 

(MM/DD/YYYY)

Date Support 
Ends 

(MM/DD/YYYY)

ADaM 2.1 1.1 03-15-2018

Define 1.0 N/A Ongoing 03-15-2018

Define 2.0 N/A 08-07-2013

Data Exchange 
Standard

Supported 
Version

Supported 
Implementation 
Guide Version

Date Support 
Begins 

(MM/DD/YYYY)

Date Support 
Ends 

(MM/DD/YYYY)

Analysis Data 
Model (ADaM) 2.1 1.0 Ongoing

03/15/2019 [1] 
03/15/2020 [2]

Analysis Results Metadata
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Not only the versions differ

FDA PMDA FDA + PMDA

SDTM 17 1 436

ADaM 90 251

Define 1 136

This table does not take into account differences in Severity 
– Except for REJECTION criteria, 
no longer published by FDA, still present in Pinnacle21

Conformance Checks by agency



Differences in “REJECTION” Criteria



Where difference in rejection criteria lead to conflict

¡ Issue : Collected Screened Subject withdrew consent prior to data entry: 

1. Remove screen failures? No, FDA review division requested that screen failures 
are included.

2. Discuss with PMDA? Sure, but when?

3. Create 2 different DM datasets? 

Dataset Rule ID Publisher ID Message FDA PMDA

DM SD0002
FDAB027, 
CG0014 NULL value in SEX variable marked as Required Error Reject

file:///C:%5CUsers%5CJasmineKestemont%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CINetCache%5CContent.MSO%5CRules


It get’s worse



Technical conformance guides deviating from CDISC

“The SDTMIG should be 
followed unless 
otherwise indicated in 
this Guide or in the 
Catalog.”
(pg 18 FDA SDTCG July 
2020)



FDA TCG moving away from SDTM IG, 
… and from PMDA TCG

Use of specific controlled term “Other”

Handling of Screen Failure Data in (ACT)ARM(CD)

Adding SUBJID to multiple domains

Removal of metadata submission guidelines v1.0

Adding custom “DM-like” domain

SDTMIG v3.2 = BASELINE

Conventional units



Discrepancies ‘Conformance checks’ – CDISC IG

Rule ID Publisher ID Message FDA PMDA

CT2001

CG0020, 
CG0085, 
CG0131, 
CG0232-CG0235, 
CG0387-CG0396 AEACN value not found in 'Action Taken with Study Treatment' non-extensible codelist Error Error

file:///C:%5CUsers%5CJasmineKestemont%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CINetCache%5CContent.MSO%5CRules


And sometimes the SDTM IG lags on regulations
Rule ID

Publisher 
ID Message FDA PMDA 1810.3

SD1097 FDAB001 No Treatment Emergent info for Adverse Event X X



Not everything is terrible



Analysis Results Metadata (PMDA) vs FDA request

5 Submit a table detailing all of the tables and figures featured in the clinical efficacy     
 and safety sections of the application. The table should contain the following:     
 a. Title of the table or figure in the application     
 b. A hyperlink to the location of the table or figure with page number     
 c. A hyperlink to the SAS code used to create the table or figure (including     
 information regarding the datasets that were used)     
 



And some differences are expected



Impact on Submissions



What did we do?
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Being Fully Compliant Means:
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ADaM Define.xml
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CDISC gave structure, we should focus on content

To: FDA
To: PMDA

To: NMPA?
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