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» E2E Data Transparency & Traceability

* Visualization for Stakeholders
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Quality by Design by using MDR
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What data will be collected and where will they go?

Fig.1 Concept map from SDTM 2.0

When a subject is pregnant or becomes
pregnant, it is important and may be necessary

Group of
individually
specified datasets

Concept Map. Relationships Between SDTM Domains

Study Data
Tabulation

Model

to collect both prenatal and postnatal data on
the infant.

Extensible set of
domains based

includes,
on a common model = S

— R

Subject Data Persons Data Level Data

Domains Domains for Domains for Relationship
for Associated Study- Datasets

Fig.2 Subject pregnancy-fetus/infant in MDR
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* E2E Data Visualization for an eCRF

Fig.2 eCRF E2E Data Visualization in MDR
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E2E Data Visualization for an eCRF

Fig.1 eCRF E2E Data Visualization for an item in MDR
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-+  E2E Data Visualization for an eCRF
: s Fig.1 DM eCRF Fig.2 eCRF E2E Data Visualization for an item in MDR
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= Data Conformance

i+ FDA-STUDY DATA TECHNICAL
. "%, CONFORMANCE GUIDE

822 Support on Data Validation Rules

Sponsors should evaluate their study data before submission against the conformance
rules published by an SDO, the eCTD Technical Rejection Critera for Study Data (See
Appendix F), and the FDA Business Rules. Sponsors may also wish to use the FDA
Validator Rules to understand what 1s avalable to the FDA reviewer. Sponsors should
either correct any discrepancies between study data and the standard or the busiess rules
or explain meaningful discrepancies in the relevant Reviewer Guide (RG). Additional
information about conformance to the standard, FDA Business Rules, or FDA Validator
Rules that could factlitate review of the submitted data, or establish consistency and
traceability between the study data and the Study Report, should also be provided in the
relevant RG.

Study Data Technical Conformance Guide —
Technical Specifications Document | FDA

cdisc

PMDA-Technical Conformance Guide on

Electronic Study Data Submissions

3.6.1 Validation of data conforming to the CDISC standards

The PMDA will perform validation of data that conform to the CDISC standards
using Pinnacle 21 Enterprise.

The rules used for validation have been classified by the level of importance
taking into consideration the characteristics of each rule and based on conformity to
the standards, ease of use of the data in review, quality of the clinical study data
which the PMDA should know beforehand, and future uses of the clinical study data
by the PMDA. The levels of importance are shown below.

(a) Rules which, if violated, will cause the review to be suspended until

corrections have been made
Very basic rules such as the presence/absence of necessary datasets for each
clinical study

(b) Rules which, if violated, will require an explanation

In many cases, these rules are clearly stated in each standard and
implementation guide, and if violated, the applicant should explain in the
reviewer’s guide about the reason for the violation and the reason why it is
not possible to correct it.

(c) Rules which, even when violated, will not necessarily require any explanation

The reason for the violation possibly is requested separately for the above (c)
from the perspective of the quality of the clinical study data.

https://www.pmda.go.jp/english/review-services/reviews/0002.html 21


https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document

PMDA PMDA FDA PMDA
20102 2211.0 NMPA Severity Severity 312 313 32 33 Notes

Rule ID Publisher ID Message Description Domains

e Missing value for Category for Disposition Event (DSCAT) should be

A~ SD1035 FDABO14 DS X X X Warning X X X X
. . DSCAT populated.

DSDECOD is not the

Reported Term for the Disposition Event (DSTERM,) and

same as DSTERM, T
Standardized Disposition Term (DSDECOD) should contain X
SD1315 CG0066 when X X X X Warning X X X
} the same value, when Category for Disposition Event
DSCAT="PROTOCOL
X (DSCAT) is 'PROTOCOL MILESTONE'.
MILESTONE

RM3/SDTM SAS Name(s), Topic/Decode, RD Item(s)

RM3/SDTM SAS Name(s)

Topic / Decode RD Item(s)

Decode N Q CAT N Q SCAT N Q

[ CTpate v Q Topic# N Q Topic N Q
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Deficiencies

« SDTM dataset is maintained out of MDR
« Controlled Terminology is maintained out of MDR

Visual Navigator

Form Section DMICFEDTCIT vé DM_FIRST_STUDY_ICF

DMSN v23
DMICFDTCIT_DTS v7 V7

DMICFDTC vi0 DMICEDTCIT_ND v7 DM_FIRST_STUDY_ICF
DT_DTS

v7 DSDECOD v8

| DM_FIRST_STUDY_ICF DSSTDTC v8

DT_ND
\ - DSTERM 3

Item RefName ®equirea) Question Text

DMICFDTC Date of First Study Informed Consent Obtained
Field Type equirea) Field Format Length

Date REQ - REQ - REQ

RM3/SDTM SAS Name(s) Topic / Decode RD Item(s)
CT Date Topic# Topic Decode CAT SCAT
O
O 2018-06-29 INFORMED CONSENT OBTAL... INFORMED CONSENT OBTAI... PROTOCOL MILESTONE

o B



.l;r;;:)‘]irleta ry

“+~ Look Forward

.+ CDISC 360 Piloted development of linked biomedical concept
... metadata to enable end to end automation
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