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From SDA to NMPA
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Data Submissions in China



Data 
Submission 

in China
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Source:
https://data42.cn/c3c/webinar/20200527/C3C_NMPA.mp4

https://www.phusewiki.org/docs/2017_Shanghai_SDE/1_Victor_China%20CFDA%20Data%20Submission%20Regulatory%20Requirements%20and%20Updates.pdf
https://data42.cn/c3c/webinar/20200527/C3C_NMPA.mp4


Consultation Meetings



Pre-IND/NDA consultation meeting

Source: https://cdn.ymaws.com/www.casss.org/resource/resmgr/cmc_japan/2018_CMCJP_MengYang.pdf

https://cdn.ymaws.com/www.casss.org/resource/resmgr/cmc_japan/2018_CMCJP_MengYang.pdf


Formal 
Consultation 

Meetings 

Type I 
1. A meeting that is necessary for solving a critical issue in clinical 
trials of an innovative drug or to address an important safety issue 

Type II 
1. Meeting at critical development stages Pre-Phase I, End of 
Phase II, Pre-Phase III and Pre-NDA 
2. Risk Evaluation and Management Meeting pre-NDA approval 

Type III 
1. Any meeting other than Type I or Type II of new drug, and 
critical issues in the development of improved new drugs and 
generic drugs 
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Source: https://www.pharmasug.org/proceedings/2019/SS/PharmaSUG-2019-SS-014.pdf

https://www.pharmasug.org/proceedings/2019/SS/PharmaSUG-2019-SS-014.pdf


China Specific Documents



Report contents:

• Participating entities/departments and their responsibilities
• Data management milestones
• CRF and database design
• Data validation and cleaning
• Medical coding
• External data management
• Quality evaluation of data management
• Data transfer at key milestones
• Version change record for key documents

… and appendices
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Note: It should be written in Chinese. 

China 
Specific 

Document –
Data 

Management 
Report 

Source: Appendix Guidelines for the Planning and Reporting of 
Data Management and Statistical Analysis of Drug Clinical Trials



• Dataset label 
• Variable label 
• Adverse events terms 
• Generic name of concomitant medications 
• Medical history 
• Names of the clinical endpoints in normalized datasets
• CRFs
• aCRFs
• Data definition files
• Data reviewer’s guides

Chinese translations in database should be consistent with all 
other documents in submission package
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Note: It should be written in Chinese. 

China 
Specific 

Document –
Foreign 

language 
database

Source: Guideline on the Submission of Clinical Trial Data



Report contents:

•Trial Overview
•Statistical Analysis Method
•Results of Statistical Analysis

• Disposition of Subjects
• Analysis of Demographic Information and Baseline 

Characteristics
• Analysis of Compliance and Concomitant Medication
• Efficacy Analysis
• Safety Analysis
• Statistical Conclusions

… and appendices
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China 
Specific 

Document –
Statistical 
Analysis 
Report 

Note: It should be written in Chinese. 

Source: Appendix Guidelines for the Planning and Reporting of 
Data Management and Statistical Analysis of Drug Clinical Trials



Guidelines and Deliverables



NMPA Guidelines: 
NMPA Guidance for Clinical Trial Datasets and Related 
Materials in eCTD (draft SEP 2020)
Guideline on the Submission of Clinical Trial Data (final JUL 
2020)  
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• The guidance (NMPA Guideline on the 
Submission of Clinical Trial Data) was final Jul-
2020

• The guidance (Application Requirements for 
Clinical Trial Dataset and Related Materials in 
eCTD) is a draft version – it has been out for 
review

• We do not know when the final version is 
expected

Guidelines 



Collected data:
• aCRF in pdf format and in Chinese
• Tabulation dataset containing all original data collected from 

the CRF and external files
• Dataset labels and variable labels in Chinese

• Define file for SDTM in xml or pdf format – in Chinese
• Reviewer’s guide in Chinese

Analysis data:
• Analysis dataset for statistical analysis should contain all the 

variables required for the analysis
• Dataset labels and variable labels in Chinese

• Define file for ADaM in xml or pdf format – in Chinese
• Reviewer’s guide in Chinese
• Key programming code (such as the derivative process of 

analysis database and the generative process of main analysis 
results). The programming code should be readable, not 
contain complex external program calls and use text 
format (.txt files).
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Deliverables 
according to  
guidelines 



General:
• NMPA has stated that they can accept data in 

accordance with the CDISC standards
• Must be delivered as SAS XPORT (version 5 or higher 

transport format) – xpt format
• If the size of a single dataset is too big, it need to be 

split, and the splitting must be explained in the Define 
file and reviewer’s guides.
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Deliverables 
according to  
guidelines 



eCTD folder structure
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FDA PMDA NMPA

Very much like the FDA 
structure



Expectations for the Future
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• Draft guideline will be finalised
• The version out for review has aligned to the 

FDA guideline wrt
• size of datasets
• eCTD folder structure naming

• To provide further guidance to the 
sponsors NMPA could consider to create 
• Data Standards Catalogue
• Technical Conformance Guide

Expectations 
for the future 
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Thank You for Your Attention!

Marianne Caramés
Principal Statistical Programmer
Biostatistics Centre of Expertise

Novo Nordisk A/S
maca@novonordisk.com

Sujit Khune
Standards Specialist
Clinical Data Systems and Standards

Novo Nordisk A/S
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