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AGENDA

- New NMPA requirements

>~ Challenges in current data validation
~ Pinnacle 21 implementation plan

- First NMPA engine

- Next steps
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ACCEPTING CDISC SUBMISSIONS

~ Guidance published on July 20, 2020

> http://www.cde.org.cn/news.do?method=viewlnfoCommon
&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
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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.q. clinical summary reports)
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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
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CHALLENGES IN CURRENT DATA VALIDATION




NEW REQUIREMENTS FOR VALIDATION

- Support for Chinese character encodings
Originally: LATINT
Needed: UTF-8, EUC-CN, GBK, ...

- Messages and Descriptions in Chinese
- Subset of rules for NMPA submissions
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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-1G 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



X9 "A‘%b\ ) 4
AR ‘P /' '
"3\1 i

4 ““t’l‘ . J v 34‘_
o
> ’ N [
- : >y e 1N
~. YRV
«/ 4 (““ \ : 3%3? ) \
| —4 / / 5 :
y 4 . 1 g ’
-, N \ / ! /
4 N —— ]\‘ 5}/ r y
\ ) / . J
v

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
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AUGUST

- Engine NMPA 1907.2 released on Auqust 24, 2020
» Community: NMPA 1907.3

»SDTM-1G 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
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SELECTING THE NEW NMPA ENGINE

Community Enterprise

@ Home Configure Studies My First NMPA submission New Data Package

Validator

New Data Package

« Validate Data )
Details

Engine NMPA (1907.3) = Compatibility

NMPA (1907.3)
Source Format Configuratio

FDA (1907.2)

Validation Engine ) P21 1907.2 Version: 1907.2
O FDA 1907.2 Chinese-language validation engine. Use to prepare

for NMPA submission.
Source Data

) FDA 1903.1 (Legacy)
) PMDA 1810.3
O PMDA 1511.6 (Legacy)

@ NMPA 1907.2

FDA Legacy (1903.1)
PMDA (1810.3)

PMDA Legacy (1511.6)
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ISSUE DETAILS WITH CHINESE DATA

Domain

Record

Count

Variables

AEOUT

AEPRESP
AEREL
AEREL

AESEV

AESEV

AESEV
ETHNIC
ETHNIC

RACE
RACE

RACE
RACE
RACE
VARIABLE
VARIABLE
VARIABLE

VARIABLE

Values Pinnacle 21 ID

BRI R

=]
=

BLCES
AX

=g
A

RE

EMFRATH

SEEMEF AT &
HERRRERIEMATF
BEA

BA
EEENER AR FRIHTINR
=3:3

BRI B AT AN AN A
BRARENTEEREA
DTHDTC

DTHFL

RFICDTC

RFICTTC SD0058

Publisher ID

CG0016
CG0016
CG0016

CG0013,
CG0542,
CG0564,
CG0565,
CG0566,
CG0567

AE)HF E X MR35I R K EIAEOUTE EME

*#e7E(No Yes Response (Yes

only) AP EX KR IBSIRPIHEIAEPRESPEEME

K EETE(Causality) 7 B XHABSIRPHRIAERELEEME

R EETE(Causality) 7 E XA BIIRPRIAERELEEME
RHEETE (Severity/Intensity Scale for
AE)AFEXHRIBIIRPKEIAESEVERME

RHETE (Severity/Intensity Scale for
AE)AFEXHRIBIIRPIKEIAESEVERME

RHEETE (Severity/Intensity Scale for
AE)AFEXHRIBIIRPKEIAESEVERME

RHEEE(Ethnic Group)RAF & X MR BFIRFHKEIETHNICEEMIE
FEETE(Ethnic Group)AF & X MK I35IRFHKEIETHNICEEME

REEFE(Race)AF~ E XK IBFIR P EIRACEEZEHIE
REETE(Race)AF E X BSIR PHEIRACEEEHE

REETE(Race)AF E X BSIRPHEIRACEEEHE
FREETE(Race) A E XK IBFIR P EIRACEEEHIE
FKEEFE(Race)AF E XK IBFIR P EIRACEEZEHE
REEHKEISDTMAE K E L EDTHDTC
REEFKEISDTMAE I 2 L EDTHFL
REEHKEISDTMAE R HE L ERFICDTC

LTEAERFEEDLI, BEFESDTMRE H



TRANSLATED RULE MESSAGES AND DESCRIPTIONS

Pinnacle 21 ID  Publisher ID Message Description
BEVMRMIERERE, $XeCTDN, 45484 (GFEK) 5585&4A (BK) PETHARBLAFT—1
define.xmi3 k& efine.xmiXX#, &% : RIKITTEREIRARBESERX EENRHOBIETEE R, Presence
CG0408 BIRRPEFHCR BERPNELFE—NCR, Presence
CG0014,
CG0208 WFEVariable L EBRIEAZE (NULL) FERERPBLETE ("BD"EBHEAR 'Req'ERE) HMAFAZE (NULL) , Presence
CG0238 ISO 8601 VariableZE&E XK B/ EEEE (*DTC) &AM SISO 8601 E Rt Format
CG0413 DOMAINEFR—3 445 (DOMAIN) T8N 5 HIREMETF—H. Consistency
#—NEH, BRCRNIAFERE (-SEQ) HMBEHLTZM—H, ZEPFENE I HE—SHERRF
(USUBJID), #1#7iR%F (POOLID), BENEHEE4FRG (SPDEVID) TRELCIWIAFTE (-
CG0028 -SEQLEEES SEQ) this7i2mE—/, Consistency

Category

NE. WL, RNWEEHH (-TESTCD) . %5 (-CAT) . HAEE (-SPEC) . URMHARKREAZE (-
REBMER—H METHOD) #RIMICE, HinA{LEs (-STRESU) HARF—H. Consistency

HHFTEARIE (-DECOD) LTEHEWXFAdefine.xmiEEKIMedDRATE LIS EEARIE (Preferred

CG0379 KREETEMedDRAG 8L h$;E|-DECODRIE Tem) HEE (FHKXNE) . Terminology
WHETERE (-
DECOD) ZTEMWNEFHBAE, FH{EMAdefine.xmiEEMRAKMedDRAG S hHIEHEIEARIE (Preferred
-DECODEEXR/NEEEIR Tem) (RAXRINE) , Terminology

~-STDY#-ENDY 2[5 B, B, SNRHFFEER (-STDY) LIUNFRFTEMH, #M, XWRMERBH (-ENDY) . Limit
B, B, SNRBFFEBER/ME (-STDTC) FUNFRFTEMH, i, XMWRNHEERBH/AE (-
—~STDTC#-ENDTCZ /5 ENDTC) Limit
~-DOSEAfE F& (-DOSE) ERAMENBAKXTHFO, Limit
-DURAAE B, M. RVRMRFSEE (-DUR) ERARENLAKRTFHFTFO, Limit

—REHRTFHREN, NMBEA-TMERNERZRE (B : RIERERENZE (-
OCCUR) =N', AR (-STAT) I=", HFFLME (-DUR) =", BNFEHRFAMLRBH/ME (-
P 21 S5 RS 1B RUR K ENDTC) . SEXTESRHMEIMLSEER (-ENRF) . SN TSRABMNLER (-ENRTPT) FAEREK) . Consistency






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
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SELECTING DATASET ENCODING

Community Enterprise

A Home Validate Data

Validator :
Validate Data

« Validate Data Validation Setup

- o j NMPA submission
Engine ) Standard | SDTM Project

Study My First NMPA submission
Source Format Configuration SDTM-IG 3.2 (NMPA)

Data Package SDTM
Source Encoding

Data Encoding UTF-8 N
Comment EUC-CN, GB2312
MS936, CP936, GBK
GB18030
Big5
[}

Source Data

21



CHINESE LANGUAGE DEFINE.XML

IMRIDEEA
Annotated Case Report Fori
#hFEXM
BiEE
AE (FREH)
DM (AO%)
TA (iR364H)
ZEAIE
TN
SERR AR
SERRD HARFD
FRR AT REXEFETE
13
PN
FEERE
FUIREAL
TR EHER
T 44w
ExR
TCRER
A ER
TR
TREE
No Yes Response (No o
%
R
No Yes Response (Yes ¢
SMEBiEER
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Define-XML3Z A4 8II52 H #A/f318): 2020-09-11T21:11:07-04:00
Define-XMLARZ: 2.0.0
HRARRA: 2018-11-21

Lo 3 SDTM-IG 3.2
RRBMR EIDRSE A

MREE EROROLREATT g

HIXBHR 002-1vV&

TTHIERM Study (MEILMRSEE Data Definitions

RS

WIRR Rk ES % Bi o5 XmEg B

srEE—SiER | Tabulation | STUDYID, USUBIID

- %0 S ARENE RN —&i2% | Tabulation | STUDYID, ARMCD, TAETORD -

EIFIDefine-XMLX A4 #TAER

TA (iR3048) - RIRigIT fiE: ta.xpt &

HRIDE BB text IE 1| RIS EEES Assigned
o A" = g AT
«"B" = "% B
. P = " <"
 "SCRNFAIL" = "fHaski"

text 1{? ik RIS AR Protocol
[6 RiE]



OCTOBER

- ADaM
> Initial support for ADaM-1G 1.1
> Translated Messages and Descriptions

-SDTM

» Continue to add rules for translated CDISC CT and standard metadata
~ Add any NMPA specific rules
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FUTURE

» Software localization

> Translate user interface and reports into
Chinese and Japanese
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COLLABORATION
- NMPA

~ Clarifying business rules

- CDISC

> Translation of standards

- PhUSE

>~ Translation of Data Reviewer’s Guide templates

- Users
- Testing
~ Request for new functionality
~ Education






. TRANK YOU ;)
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KEEP IN TOUCH!

MAX KANEVSKY

MAX@PINNACLE21.COM

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


http://www.pinnacle21.com/blog

