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‣Next steps



NEW NMPA REQUIREMENTS



ACCEPTING CDISC SUBMISSIONS

‣Guidance published on July 20, 2020
‣ http://www.cde.org.cn/news.do?method=viewInfoCommon

&id=7a43c3abfde95950

‣ Effective October 1, 2020 for drugs and biologics

‣ TBD for Chinese medicine

http://www.cde.org.cn/news.do%3Fmethod=viewInfoCommon&id=7a43c3abfde95950


KEY REQUIREMENTS

‣Data in Chinese language

‣ SAS XPORT v5 format 

‣ SDTM and ADaM

‣Define (XML or PDF)

‣DM and ADSL are required, other 
datasets if applicable



MINIMUM REQUIREMENTS FOR 
TRANSLATION

‣ Database: data set labels and variable labels; names 
of adverse events, names of combined medications, 
and medical history that appear in clinical summary 
reports and other documents.

‣ Data description file: the description/label and 
description of each data set in the database; the 
description/label and derivation process of each 
variable in the data set; the value or code list 
involving the efficacy index.

‣ aCRF: a description of the problem designed to 
collect data; the value or coding of the problem 
involving the efficacy index.

‣ Data review instructions should be in Chinese.
‣ Matters needing attention: Keep the Chinese 

language consistent between different documents



MINIMUM REQUIREMENTS FOR 
TRANSLATION

‣Dataset contents
‣ Dataset and variable labels
‣ Adverse events and medical history terms
‣ Concomitant medications
‣ Clinical endpoints

‣Define.xml

‣ aCRF

‣Data Reviewer’s Guides

‣Keep Chinese translations consistent between datasets 
and different documents (e.g. clinical summary reports)



DATASETS REQUIREMENTS
‣ The maximum length of the data set name is 8 bytes

‣ The maximum length of the variable name is 8 bytes
‣ Data set labels and variable labels should use Chinese

‣ Split: storage size, you can only submit the split data 
set. Note: In the data review instructions, the split 
rules of the data set and the detailed steps for 
merging should be explained in detail



DATASETS REQUIREMENTS

‣Dataset and variable names should not exceed 8 bytes

‣ Variable labels should not exceed 40 bytes

‣ Variable length should not exceed 200 bytes 

‣Dataset and variable labels should be in Chinese

‣Depending on encoding a character may use 1-4 bytes

‣When splitting datasets, make sure to provide rules for 
splitting and merging details in Data Reviewer’s Guide



CHALLENGES IN CURRENT DATA VALIDATION



NEW REQUIREMENTS FOR VALIDATION

‣ Support for Chinese character encodings
Originally: LATIN1
Needed: UTF-8, EUC-CN, GBK, …

‣Messages and Descriptions in Chinese

‣ Subset of rules for NMPA submissions



CHALLENGES

‣CDISC is still working on Chinese translation of
standards and terminology 
‣ SDTM-IG 3.2 is available, SDTM-IG 3.3 is in progress
‣ ADaM-IG 1.1 is in progress
‣ CDISC CT translation for common codelists is in progress

‣ Translation of other documents also needed 
‣ Define.xml stylesheet
‣ PhUSE Data Reviewer’s Guide templates

‣NMPA business rules are not finalized



PINNACLE 21 IMPLEMENTATION PLAN



SPEEDING UP IMPLEMENTATION

‣Quick initial release
‣ Basic functionality

‣Monthly updates
‣ New functionality
‣ Adding support for new standards and versions
‣ Tuning rules 

‣Close collaboration with all stakeholders
‣ NMPA
‣ CDISC
‣ Users



FIRST NMPA ENGINE



AUGUST

‣ Engine NMPA 1907.2 released on August 24, 2020
‣ Community: NMPA 1907.3

‣ SDTM-IG 3.2 and 3.1.3
‣ 288 rules
‣ Chinese language MedDRA

‣UTF-8 encoding

‣Messages and Descriptions in simplified Chinese

‣Pinnacle 21 Chinese-speaking forum



SELECTING THE NEW NMPA ENGINE 

Community Enterprise



ISSUE DETAILS WITH CHINESE DATA



TRANSLATED RULE MESSAGES AND DESCRIPTIONS



NEXT STEPS



SEPTEMBER

‣ SDTM
‣ Additional rules with support for Chinese language CT

‣Define-XML
‣ Translation of Messages and Descriptions
‣ Chinese language stylesheet

‣Additional Encodings
‣ UTF-8
‣ EUC-CN, GB2312
‣ MS936, CP936, GBK
‣ GB18030
‣ Big5



SELECTING DATASET ENCODING

Community Enterprise



CHINESE LANGUAGE DEFINE.XML



OCTOBER

‣ADaM
‣ Initial support for ADaM-IG 1.1
‣ Translated Messages and Descriptions

‣ SDTM
‣ Continue to add rules for translated CDISC CT and standard metadata
‣ Add any NMPA specific rules



FUTURE

‣ Software localization

‣ Translate user interface and reports into 
Chinese and Japanese



COLLABORATION

‣NMPA
‣ Clarifying business rules

‣CDISC
‣ Translation of standards

‣PhUSE
‣ Translation of Data Reviewer’s Guide templates

‣Users
‣ Testing
‣ Request for new functionality
‣ Education



QUESTIONS?



THANK YOU ;)



KEEP IN TOUCH!

MAX@PINNACLE21.COM

MAX KANEVSKY

You will receive an email when the 
slides are are posted on our blog: 
www.pinnacle21.com/blog

http://www.pinnacle21.com/blog

