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1. Regulatory Requirements
US FDA vs China NMPA
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https://www.cde.org.cn/main/news/viewInfoCommon/f649995d3a9ade8dcd67f6a2ced36f0b
https://www.fda.gov/media/153632/download

. What to submit #3sHIME
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Encoding 4fg

OUS FDA:

v"Variable names, as well as variable and
dataset labels should include American
Standard Code for Information Interchange
(ASCII) text codes only.

v"Variable values are the most broadly
compatible with software and operating
systems when they are restricted to ASCII
text codes (printable values below 128).

v'Use UTF-8 for extending character sets;
however, the use of extended mappings is
not recommended. Transcoding errors,
variable length errors, and lack of software
support for multi byte UTF-8 encodings can
result in incorrect character display and
variable value truncations.
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2 Translation Process
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Translation Process

|dentify What to

translate

Label

Derivation Rules/Comments
CT (Codelist)

Other Values

Medical Coding

AN N NN

Translate

Apply Translated
Contents to
Define.xml/Data Sets
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What to Translate

define.xml
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Label/Description/
Question Text
R 22 [/ (o] 3

Code list4mi35FE

v Efficacy Endpoint
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Q How to Translate

AN

AN

Label

Derivation
Rules/Comments
CT (Codelist)
Other Values
Medical Coding

SDTM-EN ADaM-EN Code/Tools
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Detail Methods

Not regular
translation

v" Medical Coding

Code/Tools

Standard Switch to CN

Label
CT (Codelist)

AN

Translation

Spec

Non-Standard Translation

Label

Other Data Values
Derivation Rules/
Comments

ASANEN
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@ cwRroEE- Option 1

Translation

Translation Translation

Raw Data
(lan1)

CSR
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Translation
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© chERURAYAES — Option 2

SDTM-EN ADaM-EN

Raw Data Bi-lingual spec Bi-lingual spec

Bi-lingual spec
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3. Data Submission Package Validation




FDA Business and Validator Rules

* FDA Business Rules
The Business Rules vi.5 (May 2019) help ensure that the study data are
compliant, useful, and will support meaningful review and analysis. This
applies to SDTM formatted clinical studies and SEND formatted non-

clinical studies. For more information see Section 8 of the Technical
Conformance Guide.

« FDA Validator Rules

The Validator Rules vi.5 (March 2021) are used by the FDA to ensure data
are standards compliant and support meaningful review and analysis.

» Technical Rejection Criteria for Study Data


https://www.fda.gov/industry/fda-data-standards-advisory-board/study-data-standards-resources
https://www.fda.gov/media/116935/download
https://www.fda.gov/media/103587/download

NMPA#ZE& M Conformance Check Rules

.+« Required Filess& 314 + Required Variables» B &
v define.xml (or define.pdf) jLSJ;LljBJYIIIS
v Zgrlzgdgstudy database only): v SUBJID(in dm)
,,,,,,, v' Reviewer’s Guide:
csdrg.pdf/adrg.pdf « Dataset/Variable Label #r%
V' dm.xpt/adsl.xpt « In Chinese
= « No special characters
- Data file format3Z 1 5\ - Consistency with define.xml—E 14
v' xpt: V5 or higher - Dataset: name, label
» Variable: name, label, type
» Values: CT
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Q ¥Z3& T B Validation Tools
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« SAS codes/macro

* OpenDV
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Questions?
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* Plan to submit to both NMPA and US FDA, should we
use English/Bilingual version in data collection

stage?(eCRF and Data)
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Thank You!

weastil e Contact:

T . Victor Wu: victor.wu@datascie.com
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