
NMPA
CDISC

2020 9 29

Max Kanevsky –



CEO
MAX KANEVSKY

‣ Pinnacle�21
‣ FDA PMDA
‣ FDA�JumpStart coreDF



‣ NMPA
‣
‣Pinnacle�21
‣ NMPA
‣



NMPA



CDISC
‣ 2020 7 20

http://www.cde.org.cn/news.do?method=viewInf
oCommon&id=7a43c3abfde95950

‣ 2020 10 1
‣

http://www.cde.org.cn/news.do?method=viewInfoCommon&id=7a43c3abfde95950


‣
‣SAS�XPORT�V5
‣SDTM ADaM
‣Define XML PDF
‣ DM ADSL



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
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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
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