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3.6.1 Validation of CDISC-conformant data

The PMDA will perform validation of CDISC-conformant data using Pinnacle
21 Enterprise.

The rules used for validation have been classified by the level of importance
taking into ideration the ch istics 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 must know beforehand, and future uses of the clinical 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 p bsence of y d for
each clinical study

BATTICHEENT BRRICIF,
PMDADOEMHZ L >HD &1n

Execution

ADCENEE !

(b) Rules which, if violated without any prior explanation, will cause the review to

Q1-23: s there anything special to consider when the appli provides the necessary
for the violations of “Error” (one of the severitics of PMDA's validation rules) that cannot be corrected
in data guide or the section of “Infc ion about conformity of the el ic data to the CDISC

in h 8, “Supporting D on Consultation on Data Format of Submission

of Electronic Study Data™ based on section 2. (4) b of “Noufication on Practical Operations of

( )
1'% E . N Ova rt i S Electronic Study Data Submissions™, hercinafier referred to as “notification on practical operations™?
— n
. J

A:  Regarding violations of “Error” that cannot be corrected, PMDA evaluates the amount of
influence on analyses conducted in the review process based on the explanation provided by the
applicant. With the explanation such as “Data was stored as collected in CRF” or “Correction has not
been made because it does not affect analyses conducted by the applicant™, itis i ibl luat

P

( )
Ig [ 5 % the influence on utilization of the data in the review process because it is not comprehensible how the
= I | . %‘-’ TB ala i crefore, please explain how the daja is gored actually gbaut the violation, Wheg
\ J

Novartis
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