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Meet the Speaker
Guanyu Su

Title: Senior Manager
Organization: ClinChoice Inc.

Guanyu Su is Senior Manager from statistical programming department in
ClinChoice, graduated from China University of Petroleum — Beijing with
bachelor’s degree in Mathematics and Applied Mathematics. He has
abundant experience in Oncology, Vaccine, etc. Till now, he has above 8
years experiences in clinical trial industry.




Disclaimer and Disclosures

i S The views and opinions expressed in this presentation are those of the
author(s) and do not necessatrily reflect the official policy or position of

CDISC.
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Background of the project

Phase I/l

Double-blind,
Randomized

Multi-Regional .

£k Clinical Trial Vaccine

""" (MRCT) (COVID-19)
30000+

Subjects NMPA EUA

""" Submission
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Challenges of the Project

FDA and NMPA

Dual
Submission

NMPA EUA

Submission Vaccine Study
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FDA Guides

eStudy Guidance - (

Binding Guidance— Requires

that studies are compliant

with the standards outlined

in the FDA Data Standards
Catalog _

-

Data Standards -
Catalog

l

g
e
e

cdisc

FDASIA Guidance

How does FDA plan to implement
Section 745A(a) of the FD&C Act?

N

eCTD Guidance

24 months after
guidance is finalized,
content must be
submitted to the
.» Agency electronically
in the format specified
n < < in the guidance.

~ - -
.

What
submission e
types must be
electronic?

What is the

timetable?

~ - .

-7 eCTD
= Tech Conformance
Liieg Guide
supported Recomme.ndations for ’ghe
and/or standardized electronic
required submission format of
standards.

INDs, NDAs, ANDAs,
BLAs, and DMFs
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FDA Guides

Submitting Study Datasets for
Vaccines to the Office of Vaccines
Research and Review

1.0
2.0
3.0

Guidance for Industry

Technical Specifications Document

This guidance is for immediate implementation.

Table of Contents

INTRODUCTION ..ooiiitsinisiiniinsssssssssssss s iass s ssss s s assssas s s ssssssassssssassssssssssssssnsssas 1
SUBMISSION OF DATA FOR VACCINE TRIALS......oiicnsssssssisisssssssssssssnes 2
SUBMISSION OF SAFETY DATA FOR VACCINE TRIALS .....cooiriinisecsssrssnnes 2
31 Reactogenicity DAta .o ceccccciniciisis s sa s s snes 2
3.2 Unsolicited Adverse EVents (AES) ..ocuriinneniriresssiesiesssssssssssssssesssssssssssasssesses 5
3.3 Laboratory Safefy ASSeSSIMEITS .oumrrerersssrisssrsrssssssssssssssssssssssssssassssassssasssssnes 5
3.4  Medically Attended Adverse Events (MAAES) ...ccuviirmrcnsinssssss s sesssasssanes 5
TR 0 1 LR 6
SUBMISSION OF CLINICAL DISEASE ENDPOINT EFFICACY DATA FOR
VACCINE TRIALS ...ttt ssss st sas s s ss s s sassss s s sssssssnsnsas 6
SUBMISSION OF IMMUNOGENICITY DATA FOR VACCINE TRIALS.......coeuuue 7
SUBMISSION OF COMCOMITANT MEDICATION DATA FOR VACCINE

0 3 O 7
SUBMISSION OF DATA FOR MATERNAL IMMUNIZATION TRIALS ... 7

FDA , {Submitting Study Datasets for Vaccines to the Office of Vaccines Research and Review, Version 2.1) , 2019-12
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FDA Data Standards Catalog v9.1 (04/19/2023)

FDA Data Standards Catalog v9.1 (04/19/2023) - Submission Data Standards

For full description of column headings, see Instr.& Column Descriptions tab

Date Requirement -
Designated Date Support Begins Date Support Ends Begins Date Requirement Statutory, Regulatory, or Statutory, Regulatory, or

Version(s) Implementation FDA Center(s) (MM/DD/YYYY) Ends Guidance Authority Guidance Authority

/DDYYYY) /DDIYYYY)
Guide Version(s) 22 (M,::(I;’]D[" 1 (MM/DD/YYYY) Sources Sources

Clinical study datasets V21 1 Ongoing ] oo o ( 20 2] Standardized Study Data

Exchange Standards Development

Data Standard Format Organization (SDO)

Standardized Study Data

Clinical study datasets ADaM XPT cpisC ADaM v 2.1 1.1 CDER, CBER

Clinical study datasets ADaM XPT cDIsC ADaM v 2.1 12,13 CDER, CBER 07/18/2022
Ciinical study datasets SDTM XFT coisc SDTM v1.1 3.1 CDER, CBER Ongoing
Clinical study datasets SDTM XPT cDIsC SDTM v1.2 212 CDER, CBER 2008/10/20 ° Exchange Format Standards
Clinical study datasets SDTM XFT coisc SDTM v1.2 ,“::f;in 2 CDER, CBER . St u dy D at a St an d ard
Clinical study datasets SDTM XFT coisc SDTM v 1.3 212 CDER, CBER . ContrOI Ied Te rmin0|ogy
Ciinical study datasets SDTM XFT coisc SDTM v 1.4 32 CDER, CBER 08/17/2015 an dal'd
Ciinical study datasets SDTM XFT coisc SDTM v 1.7 33 CDER, CBER 03/15/2021 03/15/2023 Standardized Study Dats
Noncinical study datasets SDTM XFT coisc SDTM v1.8 CDER Standardized Study Data

Standardized Study Data

Study data definition XML cpisc 1 N/A CDER, CBER Ongoing

Standardized Study Data

Define XML cpisC

n

N/A CDER, CBER

Study data definition Define XML cpisC 2.1 N/A CDER, CBER Standardzed Study Dats
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Exchange Format — Electronic Submissions

v Extensible Mark-up Language (XML)

Facilitates the sharing of structured data across different information systems.

v Portable Document Format (PDF)

Versions

Security

Fonts

Optimize For Fast Web View

Document Navigation (TOC(Table of Content), hypertext links, bookmarks)
Initial View Settings

v' File Transport Format

SAS Transport Format (XPORT, xpt v5)

Dataset Size (maximum size, split if > 5 GB)

Dataset Column Length (maximum length of the variables)

Variable and Dataset Descriptor Length (Maximum length: Variable Name:8, Label:40)
Special Characters: Variables and Datasets (ASCI| text code only)

Variable and Dataset Names

Variable and Dataset Labels

cdisc ¢J ClinChoice 2% 1



Study Data Standardization Plan (SDSP)

2. Planning and Providing Standardized Study Data

2.1  Study Data Standardization Plan

For clinical and nonclinical studies, sponsors should include a plan (e.g.. during the early
stages of product development conducted under the IND) describing the submission of
standardized study data to FDA. The Study Data Standardization Plan (SDSP) assists
FDA in identifying potential data standardization issues early in the development
program. Sponsors may also initiate discussions at the pre-IND stage. For INDs, NDAs,
and BLAs, the SDSP should be located in ¢CTD sections 1.13.9 General Investigational
Plan or 1.20 General investigational plan for initial IND. Although a specific template is
not specified. an example SDSP is available.!!

The SDSP should be updated in subsequent communications with FDA as the
development program expands and additional studies are planned. Updates to the SDSP
should not be communicated each time a study is started. The cover letter accompanying
a study data submission should describe the extent to which the latest version of the

SDSP was executed. An SDSP should be provided with pre-NDA and pre-BLA meetings.

In addition, for clinical studies that will be submitted to CBER, the SDSP appendix

should be provided to the review office no later than the End-of-Phase 2 (EOP2) meeting.

The CBER SDSP appendix should include tables of proposed SDTM domain/variable
usage. supplemental domain usage and proposed analysis.

FDA , {Study Data Technical Conformance Guide v5.4) , 2023-06

cdisc
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Study [B I Study Start Exchange Terminology
Identifier |Brief Title Study Design Study Status Date Standards Standards
Phase 2 Interventional Studies — Advanced Non-hematological Malignancies
|ABC-AM- |MyNewDrug Orally Randomized, COMPLETED 2010-07-09 SDTM v1.1/ CDISC SDTM
002 \Administered Drug-drug Control None, SDTMIG 3.1.1 Terminology
Interaction with Cross-Over Assignment, 2007-06-05
Ketoconazole in Patients Double Blind, SDTM
with Advanced Non- Pharmacokinetic/ define.xml 1.0 MedDRA
Il logic Mali, 1 Ph d 1 (Adverse Events)
Diagnostic ADaM v2.1/ Initial:12.1
ADaM IG 1.0 Final: 12.1
WHO-DD
define.xml 1.0 (Medications)
2009-03
Up-versioned
2015-06-09 Up-versioned
2015-06-09
SDTM v1.2/
SDTMIG 3.1.2 MedDRA
(Adverse Events/
SDTM Medical History)
define.xml 2.0 Final: 18.0
12




Submission Data Package Components Requirement

_ aCRF Define-XML
' + Ensure that all fields are Transmits metadata
oeieiie annotated with SDTM that describes any
il variables or marked as tabular dataset
. 8 “Not Submitted”. structure
+  Dual Bookmarking

Data Reviewer’s
* Follow CDISC standards Guides

and provide in xpt Suggest to use the latest

format. version on PHUSE
e Pinnacle 21 check the data Website;
and define

nsdrg, csdrg, adrg

* Avoid technical rejection

N criteria Software Programs
‘ """ e Controlled Terminology * TXT format;
: . i Standard * Should provide the programs used

to create all ADaM datasets and
generate tables and figures
associated with primary and
secondary efficacy analysis.

Common dictionaries should
be used
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NMPA Guides

July 27, 2016. Z¥lieARiXIEEIEEESFHIT DI IFIRSIESEN

July 27, 2016. Z¥IRRIAEEIEEE TIERAER

June 01, 2017. XT#MZ “IRARIICEIERE" BFAER]

Oct 09, 2019. eCTDHIEFRIXIHIRREERABRZRHIIRRER

Jul 20,2020. R7 (ZWIRRRIGEIREIESEN (i1T) ) BiES

Sep 30, 2021. X FSLHEZ FREEFIBARA LIRS

Nov 4,2022. AFHEK (KXFHMRIEMEAIELEBFRRNNSE (EKERE ) ) SXHER

=

JRIGEGE. DITEIEEINRAIXPTSESMA ( BFRXPT V5 ) Bl LA EaEdEiE

v
v ERIEDS S IECDISCHuERE IR AR IS EiE
v WIEREIERIASE , AJLAAIXMLEGE PDFSTL
v SRBAEERERAE . N/IPDFIST|

v ERERAIREZRaCRFAAPDFIEE( | ZRAIERATXTIE

cdisc ¢ ClinChoice &%
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. NMPA Data Submission Requirements
.o (AYIEARIR IS BURIE AR S EN) - 2020.07.20

RIAHIRRE (LR BRI (L FHRR)

el . {08 MCRFRISNEB ST 1 ch U S5 0 R I JIR, TTEEELE 2 . THRRTURNXMLEEPDF; BEXMLIERR, BEM A
[ R | ENTERE E# 3 %18 = XSL(Extensible Stylesheet Language)3

- ATFHERBERZHIFENXH (data metadata)
« A S #EDefine-XML1E Iy 5% & 8 14 /g 89 1 STAR

s e s FHBBIBENZBERHITHELHGE, BEEAINE

3 : XEF, BNESEMRE

« ¥5FERIZTE: STUDYID, SUBJID, USUBJID, VISIT,
VISITNUM

« SDTMTA] LUME A JR 4R B3 =

tEeRIRINRA GE3Z)

P R PDFig
SITBERE (L IEE3Z) - MFHIBHII MM, TES%RMADRG/CSDRGRE L
RATE . BT X B CSRA MG S AT B 5 80P X
" s —REEREKIERRBANGTE KR
i : . HBEEYEadxxxx =
°. e : $ =3 AEEHE
8 - ADSL (B EKFH TR IEE) ELBMW e SERER DR 3R (L RHEIZ)

. ADaMT UE A S8R B * RFIPDFfE=

¢ EZACRFMEME, HMERKREEETHNEERTEERS
REFBERBRH XA

- MANXEFEMFTERITRE. REREREXEANEKE,
FERAREA “TiER” (NOT SUBMITTED)

. cdisc ¢ ClinChoice &3
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.~ NMPA Data Submission Requirements

0 —H- Vol e o VT D | =
v o (HIRRIRIEHIEERZ R FE) - 2020.07.20
$ e | mm —mER B BEREER
b issnta MREMTAERIE BTFUNRERRD) E0E | | o e .
L | EmmOREReCRF |1 (DFRER SERRANESTNmnEsgs | 27 CRMETIT 3 BR
b B1E2 MR R R . :
ik - R A5 SICDISCHR RS2 MIE, NIATH | EISRRERE S
i | RRITITERE SDTM/ADaMAL A B4/ 4 AT 4R . Y :
B EONASEREEETSRIEELT. FE. BX | BEETE ; WIEEhE
Lot | mumweRse T RS —RER S TR, R, 28,
RIS 74 2.
v EIFERRT: WIREEARE, FAERES
S —— MR BMER, MRS ERIES, FERE
R TBRE R AR 1R 4 FF A R R S A TR B
.
- SRR (T TR AT TR, PRI
R RERTR. B
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- Difference for submission between FDA and NMPA

File Size for XPT 5GB 4GB

XPT Version V5 V5 or above
[Dataset Standard CDISC standard CDISC standard is recommended
|Define XML XML or PDF

cdisc ¢) ClinChoice 228



Key process to prepare for NMPA submission




Files need to be Translated/Prepared

The submission was based on the IA results. The whole datasets and TLGs package
had been completed in English. To support the NDA to NMPA, the Chinese package
which met NMPA Data Submission Requirements need to be prepared.

o
ggg Define-XML | E ADRG

A

(92)]
O
3
<

(UL

TLG

cdisc ¢ ClinChoice &3
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. Key process to prepare for NMPA submission

Protocol, SAP, |, base Raw data SDTM ADaM TLGs

CRF, aCRF

sote ) - A

i . —> EE— -— > —— -— P
oo BB TS .0 Shas E @ E
... Translation Translation Compare

$t Q —— —_— N
TR s el -l > —

Gl Chinese E — — E
i cSDRG & define.xml | | ADRG & define.xml

cdisc ¢3 ClinChoice &3 20
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aCRF translation

Export annotations/bookmarks

Menu | aCRF PDF
B te Annotat & Bpot 2 import
@ PDF Delivery ° 1 & [ me
SCREPDF @ Browse..
| aCRF POF SpecFile o Brow
N O import ArotaorsBoomarts v Generate Bockmarks
@ PDF Utilty
o Include Annotations — 1] UseForm Name n Vit Sheet?
%1 Spec Transiation ¥ incude Bookmars Domains Node | Domains (] Generate Not Submitted
Keep O Amnotations & Bookrks?
e VisNode | Vi (1] Kesp Ok Bookmares?
Spelling Check
B spns -
% File Conversion .
E‘ Executionlog @ [E ResultFile @ [ openFie [ OpenFolder
£} Configuration
O ClinChoice | 316¥855Ve o €201 Al RightsResened
Sl

Import annotations/bookmarks

B  Manually review

03

cdisc

02

B Central Dictionary

B Update page number if possible

¢ ClinChoice 3

B  Manually review

Translate aCRF annotations/bookmarks

€ eChoice Study Toolkit

Menu  Spec Translation

@b PoF Detvery & Tansie

Option ©) Chinese-Engiish () English-Chinese ] Full Segment Match [ | Header at st Row
| L Dictonary File

b PF i ty

B S Transiation | SKiP Columns () | S5 175 Varible Label Veriable Name Variable Label Type Length

5 Speling Cheec.

B2 e Conversion

£ Contiuration

) linChoice  83ME/247015 NN 100% Total Elapsed Time: 00:00:00

Executionlog @ B  Resuktfile FiSUF 101308-SDTM_ac

5 Browse.

B | & ovenFie »

©2021 Al Rights Reserved

21




o

SDTM datasets translation

Extract items need to be translated

B Dataset label

B Variable label

B Code List

B Free text

Note: Garbled characters
Split variables
Remove duplicates

Import items back to datasets

B Encoding

B Double programming

B Compliance check (P21&CCSCC)

B Compare with origin datasets
O Truncation

Obs number/order

Variable number/type

Ooan

Iltems that have not been translated should be
consistent

cdisc

01
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1 |english
289|NASAL
290 NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER
291 | NCOMPLT
292/xD
293 NECKCIR
294/ NEVQRAVE
295|NON-COMPLIANCE WITH NON-STUDY DEVICE
296/ NON-COMPLIANCE WITH STUDY DEVICE
297|NON-COMPLIANCE WITH STUDY DRUG
298|NOT APPLICABLE
299 NOT DONE
300/NOT HISPANIC OR LATINO
301/NOT RECOVERED/NOT RESOLVED
302/NOT REPORTED

Prepare Dictionary

SDTM 1G3.2 Metadata

ADaM IG1.1 Metadata

ADaM-IG 1.1 OCCDS 1.0 metadata
Controlled_Terminology_Chinese_Translation
MA Team

g [P [#=

5 5 BOmS BE TR
o
=K

8308 AR

4 A B c > E F
1 [english chinese
289 asaL £
290/ NATIVE HAVALIAN OR OTHER PACIFIC ISLAVDEF MR ERMAATHER
291 NCONPLT NoowpLT
2020
293 NECKCTR NECKCIR
294 NEVQIAVE NERQIAVE

295 NON-COVPLIANCE WITH NON-STUDY DEVICE  BR&Z MM
296/ NON-COVPLIANCE WITH STUDY DEVICE FRRETMM

207 NON-COWPLIANCE ¥ITH STUDY DRUG FRENFEA
298501 APPLICABLE FER
29907 DONE #2
300/50T HISPANIC R LATINO FERTRRETH
301/50T RECOVERED/NOT RESOLVED R
302/50T REPORTED. E
| N
R
o
-
AEES
ES 1
AHE

. 22



TLF translation

Dev Dev

programs programs TLF outputs

(EN)

& 4

S B Header
" B Tables column 1 ‘ @ Validation

(EN) (CN)

m TOC

B Listings body content

B Graphs axis label & legend

B Page break

CdISC ¢ ClinChoice &3 23



g:;;;;-;-f? Maintenance of Blinding

Access Control

Unblinded Environment

Managed by Unblinded Team
A

Blinding Environment

Blinding Team

. Chinese data Prepare CDs
C:rllr;e;:ﬁdna:a and define M5 folder ! and delivery
i : package structure note for
P package (Blind) (Unblinded) submission
i \4
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M5 Structure

X RB—E
[module]
XHEREE
datasets
L XHRE=B
[study]
X RBOE
[~ analysis
XHERBEE
— adam
XHERBAR
datasets
programs
— legacy
datasets
programs
‘— tabulations
legacy
sdtm

, B5eCTONIBA G - X TIEREEE » 68

FAmS < Z R TRREFBOS -

. BEATHERARALEEERIEA TR T

S o EIER T RREFFBOL: -

&R TERUR MR IREREE R R POkt
> BT 3R SRR B RES BT IR

T « SR FRREFBOUS -

. BERTEROTEEE RIES TR

SR © B TR REFBOUE:

| BERTFHRADaMEEFE AR TR F
SR o TR TR HEFBOUE

| IFIADaMEEE ~ BB B - B

BBRETF Xk

| FFIBT 4 ADaMEHE [ A 4= pRAE S PR 292

FFAREHY 34K -

BE M THFBEECOISCHAE ST HTRUE & R AH
> RPTRIIF IR < LR TR

Xt

, FFBECOISCHRAL S TR ~ B istda L

4 ~ BB BB T3

, T4 IECOISCRTAE Sy MU R A 42 R AE

RERIEFFRIGHIF K -

. BERTERIRGEHE R AR TR T

SR« EXH T REFBOUE

, TFIBIECOISCHR AL IR MG R - B iseH 3L
4 ~ BEBH B ~ JERECRFAYF LMK -

| FEIUSOTMEMERE « OB RIS - HdEe

58 ~ JERFCRFAYF LIk -

Folder Name

Folder Level

Description/Contents

Refers to the eCTD module in which study data is being
4 | [{module] 1 submitted. Name this folder m4 for nonclinical data and
m5 for clinical data. Do not place files at thislevel.
Resides within the module folder as the top-levelfolder
4 ‘ 2 for study data (nonclinical or clinical) being submitted for
datasets the specified module (m4 or mS). Do not place files at
this level.
Name this folder with the study identifier or analysis
- ) [study] 3 type performed (e.g., study123, iss, ise). Do not place
files at this level.
Contains folders for analysis datasets and software
- ) analysis a4 p ;arrange in i level 6 i s. Do
not place files at thislevel.
Contains fi s for ADaM d and
- ) il 5 corresponding software programs. Do not place files at
this level.
- | datasets 6 Place ADaM datasets in this subfolder.
] split 7 Place any split ADaMdatasetsin thissubfolder.
‘ 6 Place software programs for ADaM datasets, tablesand
programs figures in this subfolder.
Contains legacy formatted analysis datasets and
a ] legacy 5 corresponding software programs. Do not place filesat
this level.
-1 l datasets 6 Place legacy analysis datasets in this subfolder.
l split 7 Place split legacy lysis d. in this
) 6 Place software programs for legacy analysis datasets,
programs tables and figures in this subfolder.
Place miscellaneous datasets that don’t qualify as
B isc a analysis, profile, or ta i in this subf
This subfolder was formerly named “listings”.
) profiles a Place patient profiles in this subfolder.
P a fi s for datasets. Do not
tabulations place files at thislevel.
Place legacy (non-standardized) tabulation datasetsin
- | s d
legacy this folder.
‘ 6 Place any split legacy tabulations datasets in this
split subfolder.
- ) - s Place SDTM tabulation datasets in this subfolder. Should
only be used in m5 for clinical data.
’ split 6 Place any split SDTM files in this subfolder.
) s Place SEND tabulation datasetsin this subfolder. Should
send only be used in m4 for animal data.

¢ ClinChoice 3
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Some Key Points

1. Consistency
Dictionary Control

3.Encoding
UTF8

. +..  5.Derivation. Complex
@+  Algorithms. Review Guide
; : Translation department, Programmer
review

. cdisc ¢ ClinChoice &3

2 Variable Split

Translate the merged text, split the
translated text base on actual length

4.Page number in

translated files
Bookmark and Annotation in aCRF

6.Validation

Double programming
Pinnacle 21
CCSCC tool

26



Introduction of the CFDI inspection




Introduction of the CFDI inspection

BFGnnEEERAmSmERERhOTRNE

<P TERSRnEER R ES L B UNMRNIAIED (PaiphEF (2018) 1155) , EXRHREEEERE
EASEEEERP LN ERSREEEERMEAT X Bl (REERR) -

(=) PAFEZITHR. EFs. WLRIGEHEAENEA Y.

(2 FBESMIRGIAE  IFRERFINAZERRINE O MREImeE. AMEBRIIMANE . MEASEFTNIEERE
E. JEHRIEIMIE .

(=) FBE MR R EMEINE S HIEERE. FMEETSEMEIMIE.
(00 FFBICIRRETE  £F-FDAEERE . FEhREIMIE.

(R) FBEFRFRERSY. ERFERTIE.

3 AREEER. BANERBEHA. FADRREASE.

() FdB#hq. BTSN, IWIRRERERR (KD Rsa(E.

QL FETMHnE S RERNERIETE.

) FDERBENIEMER
Refer to: https://www.cfdi.org.cn/cfdi/index?module=A002&m1=15&m2=1501&nty=STA001&tcode=STA002

cdisc ¢ ClinChoice &%

28



" Introduction of the CFDI inspection

1 ™M
L Study Lead Statistician and

Ly Programmer Programming PM, QC, RA, efc fopass the CFDI
' support on-site manager support S inspection
AR online successfully
...  Answer questions about : Coordination, One week to full time
E Mg the data and resullts, Answer questions and communication, on it

By ol check data for CDE experts’ request document verification

- experts

s cdisc ¢ ClinChoice R4 29
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Focus points during the CFDI inspection

N9 ®

Points

BRandomization and sample

selection

B Protocol deviation
BSOP training

EServers, tools

BDocumentations

“ @

Questions

BRandomization can be

reproduced?

B\What's the PD codes stand for?
mDid everyone finished SOP
training before joining the study?
BDo the servers, tools safety?
E\Why some documents didn't

be signed, or didn’t be signed by

everyone involved

¢ ClinChoice 3

t« —©—

Solutions

EReproduced on the

randomization software

BProvided the instruction file

EProvided the training records

BProvided the validation files of
the severs and tools by IT

BProvided note to file

30



Summary and Thought




Summary and Thought

+ -+ During the preparation of the NMPA submission for this study, what's more
i =i important is to keep consistent between the Chinese version and English
.+ version data/documents, and to meet the NMPA submission requirements.
... We were searching and practicing a better way to make the process more
.t efficient and accurate.

cdisc ¢) ClinChoice 228 32



“+~ Summary and Thought

* '+ For programming process:

, » Suggest to prepare both English and Chinese version at the same time if possible.

« Suggest to follow CDISC standard as much as possible when we prepare NMPA submission.

S * It's important to keep consistent between English version and Chinese version.

« The blinding should be strictly maintained through all processes until the study is unblinded.
Obey the local law/policy first.

. For CFDI inspection:
i * Any key or important process need a signed file to support.
» Asigned meeting minutes for everyone is required for any key meeting.
* Any import files to support the inspection need to have a Chinese version.
« Everyone who need to support CFDI inspection is expected to be familiar with the study.

cdisc ¢J ClinChoice 2% 33



Thank You!
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