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Disclaimer

The opinions expressed in this presentation are those of the presenter 
and do not necessarily reflect the official policy of Pierre Fabre.
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Introduction

• Pierre Fabre conducted global pivotal worldwide clinical trials for oncology product in CRC and 
NSCLC:
• Supported FDA and EMA approvals
• China mainland not included

• Pierre Fabre initiated in 2021 specific clinical trials in China mainland and Taiwan to access 
Chinese market:
• First submission to NMPA in August 2024
• Second submission planned in January 2025
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How data submission to NMPA looks like for 
Pierre Fabre?
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How data submission to NMPA looks like for 
Pierre Fabre?
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Let’s start with NMPA Guidance

药物临床试验数据递交指导原则 (nmpa.gov.cn)

• Available in Chinese on the NMPA website

• Translated version obtained from professional network

• Additional documentation found on the web: P21 webinar, 
PharmaSUG or PHUSE archives

https://www.nmpa.gov.cn/directory/web/nmpa/images/obbSqc7vwdm0ssrU0enKb7dtd29u9a4tbzUrdTyo6jK1NDQo6mhty5wZGY=.pdf
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Six key elements of clinical data package

Analysis Database: ADaM*
[XPT version 5 of above]

Data Definition file [.xml or .pdf]

Data reviewer’s guide [.pdf]

Annotated CRF [.pdf] Programming code [.txt]

Study/Raw Database: SDTM* 
[XPT version 5 of above]

* If a sponsor submits clinical trial data according to CDISC standards; not mandatory
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CDE consultation

• One of Pre-NDA meeting objectives was to ensure the data package and translation strategy 
is adequate

• Response from CDE: “Please submit the Chinese version of the relevant contents”
• Recommendation from Affiliate and Global CRO regulatory teams based on guidance:

• No change in data package submission
• Integrated Safety Pool translated but not submitted: upon request during the NDA review 

(timelines)

English Version Chinese Version
Global worldwide trial Yes Yes
Local safety lead-in trial (different dosage) Yes No
Local pivotal trial in China Yes Yes
Integrated Safety Pool Yes No



CONFIDENTIAL | P 9CONFIDENTIAL | P 9

Study and Analysis databases - Translation

• For study database, at least the following content should be in Chinese: 
• dataset label and variable label
• adverse events terms
• generic name of concomitant medications
• Medical history in CSR and other documents

• Process:
• Excel file created with all unique terms translated, reviewed by Sponsor Affiliate 
• Translated terms uploaded and replacing English terms
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Study and Analysis databases - Example

Dataset label and variables label are translated

View with variable 
name

View with variable label
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Study and Analysis databases - Example

Adverse Event terms and coding variables translated
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Study and Analysis databases - Challenges

Chinese translations in database should be consistent with all other documents in submission 
package
Two vendors used for translation: 

• Affiliate vendor for study documents (e.g. CSR)
• Global CRO Chinese programming team for databases

→ CRO consistency step needed at the time of translation

Dataset labels and variable labels should be in Chinese and should not exceed 40 bytes in 
length.
After translation threshold sometimes exceeded in Chinese, label was reworded.
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Study and Analysis databases - Challenges

Reencoding of study datasets using UTF-8 was needed prior to starting translation activities to 
allow Chinese characters which require more than one byte.
Some Chinese characters require more than one byte
PROC COMPARE was done to ensure there was no change in English version of datasets after 
encoding change

Due to transcoding from wlatin1 to utf8, the length of some variables increased to more than 
200 characters, which is not allowed for XPT file version 5
Decision to use XPT V8 as per guidance: SAS Transport File Format version 5 (…) or above is 
recommended 
Example: Protocol deviation terms in DV/ADDV 
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Data Definition file

• Data Definition file provided in the Guidance is referring to define.xml
• Both SDTM and ADaM define should be submitted
• At least the following content should be translated in Chinese:

• description/label and specification of each dataset in the database
• description/label and derivation process of variables in dataset
• values or codelists of efficacy indicators 

• Process: 
• SDTM and ADaM specification excel files were translated in Chinese to recreate Define.xml 

document
• Note: aCRF or SAP pagination could change during translation, page number reference in 

Define.xml should be adjusted
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Data Definition file - Example

Description Structure Documentation
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Data Definition file - Examples

Derivation of confirmed Best Overall Response

Codelist for OS censoring Codelist for confirmed Best Overall Response

Label Codelist Description



CONFIDENTIAL | P 17CONFIDENTIAL | P 17

Data reviewer’s guide translated in Chinese, 
with version encoding
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Annotated CRF

• For aCRFs, at least the following content should be in Chinese: 
• description of questions designed to collect data
• values or codelists of efficacy indicators

• Process: 
• aCRF translation was done starting with Blank CRF translation in Word
• SDTM mapping added in Chinese in PDF version.
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Annotated CRF - Example
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Programming code

• Sponsors should submit programming codes in TXT format:
• Derivation process of derived variables of analysis datasets: ADaM datasets only (not 

SDTM)
• Generation process of analysis results for the efficacy endpoints

• Programming codes submitted should be readable, understandable, executable, and do not 
include external program calls, which in particular avoid using external macro programs:
• Macro variables embedded at the top of each program
• SAS programs are not translated

• Pierre Fabre decision: Submit Primary and key secondary efficacy endpoint programs
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How to integrate the Chinese documentation in 
module 5?

Option 2: 
Create subfolders for Chinese

translated databases

Option 1: Create a new « Study » folder for 
Chinese translated databases
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How to integrate the Chinese documentation in 
module 5?

PF decision to create a dedicated STUDY folder 
for each translated study

Global Study NDA data package

Global Study NDA data package 
translated
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How to integrate the Chinese documentation in 
module 5?

Option 2: 
Create subfolders for Chinese documentation

PMDA recommandation April 2024: LINK

https://www.pmda.go.jp/files/000267935.pdf


CONFIDENTIAL | P 24CONFIDENTIAL | P 24

Teamwork was key element of success

Data preparation
Encoding
Documentation*

Translation
Consistency between 
documents

MedicalRegulatoryPF 
Affiliate

CRO 
Affiliate

Regulatory

Submission Strategy
Pre-NDA meeting
Planning activities

Final translated 
data package 

Project Team BiometryPF HQ Biometry Biometry

ProgrammingProgrammingProgramming

Regulatory

* Protocol, SAP, CSR
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You remember how data submission to NMPA 
initially looked like for Pierre Fabre, right?
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Well, that’s how it really was!
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SA05
Navigating first Data Submission: 
Pierre Fabre's Journey and Insights 
into Data Submission Challenges 
with the NMPA
Contact details:

Benoît Sansas
Laboratoires Pierre Fabre
3 avenue Hubert Curien – 31035 Toulouse
Email:benoit.sansas@pierre-fabre.com

Thank you for your attention

Q&A



CONFIDENTIAL | P 28CONFIDENTIAL | P 28

Links

• Preparing CDISC Submissions for China’s NMPA [Updated] | Pinnacle 21
• New Requirements of Clinical Trial Data Submission for China Filing: An Implementation 

(lexjansen.com)
• Challenges and solutions for e-data submission to NMPA under new regulation 

(lexjansen.com)
• Submitting Software Programs to the Regulatory Agencies - Clinical Trial Software & Data 

Analysis | Cytel | Contact Us

https://www.pinnacle21.com/blog/preparing-cdisc-submissions-chinas-nmpa
https://www.lexjansen.com/pharmasug/2021/SS/PharmaSUG-2021-SS-073.pdf
https://www.lexjansen.com/pharmasug/2021/SS/PharmaSUG-2021-SS-073.pdf
https://www.lexjansen.com/pharmasug-cn/2021/DS/Pharmasug-China-2021-DS047.pdf
https://www.lexjansen.com/pharmasug-cn/2021/DS/Pharmasug-China-2021-DS047.pdf
https://cytel.com/perspectives/submitting-software-programs-to-the-regulatory-agencies/
https://cytel.com/perspectives/submitting-software-programs-to-the-regulatory-agencies/
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