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Disclaimer and Disclosures

* The views and opinions expressed in this presentation are those of the
Y author(s) and do not necessarily reflect the official policy or position of
CDISC.

* The author(s) have no real or apparent conflicts of interest to report.
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SEND (Standard for Exchange of Nonclinical Data)
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SEND (Standard for Exchange of Nonclinical Data)

: "+ SENDHY{ER
.o RAEIGARM R BRI FRIR AR EIESR

S ARREEURE
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SENDEL/iEF§Ed (from CDISC SEND team)

SENDIG V3.1.1
ZhRABISENDIG E E X #51E . yil
- , LARTE HAB)iZE 4T I A0 th & AV E

- %% HEA: 30 March 2021
o« XFSDTM V1.54TEMmAEk

* HTFDA—EREEMSEND A R FZIMEN, FLARHESE T
Fapy— L BASEiE 2K

« 5¥: SENDIGHH“subject (Zik&)” 151X511
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FDA sdTCGF

1 e CTDIEW AR fE

Table 6: eCTD Technical Rejection Criteria for Study Data Expectations”

Contains Nonbinding Recommendations U.S. FOOD & DRUG

ADMINISTRATION

Modules &

[Application

ICommercial
IND

A fter
March 15, 2023

Data Type Submodules Center Type Study Start Date IRequirement
lOn/Prior to [Submit simplified
December 17, 2016 ps.xpt*®
NDA, BLA,
JANDA .
A fter IComply with CDISC
[December 17, 2016  ptandards
CDER
lOn/Prior to [Submit simplified
- *®
N onclinical P231:4232, Commercial ~ [ooemer 17, 2017 fsxpt
4.2.3.4 IND .
A fter IComply with CDISC
[December 17, 2017  ptandards
IOn/Prior to [Submit simplified
NDA, BLA, IMarch 15, 2023 ts.xpt*
CBER ANDA,

IComply with CDISC
standards

cdisc
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MEETEIE A/ SENDS SDTMRIFE] /=

SEND 5 SDTM#H[E)1E /Y 7 [=) = iR
(SEND IG V3.1.1 vs SDTM IG V3.2)




SENDESDTMESE 5%

SEND Dataset name

SEND Dataset Description

Class

cO Comments Special Purpose

DM Demographics Special Purpose

SE Subject Elements Special Purpose

EX Exposure Interventions

DS Disposition Events

DD Death Diagnosis and Details Findings

EG ECG Test Results Findings

LB Laboratory Test Results Findings

Ml Microscopic Findings Findings

R Pharmacokinetics Concentrations Findings

PP Pharmacokinetic Parameters Findings

SC Subject Characteristics Findings

VS Vital Signs Findings

CcV Cardiovascular Test Results Findings

RE Respiratory Test Results Findings

TA Trial Arms Trial Design

TE Trial Elements Trial Design

IS Trial Summary Trial Design
RELREC Related Records Relationships
--SUPP Supplemental Qualifiers Relationships

CDISC 2024 China Interchange | #ClearDataClearlmpact
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SEND Dataset name | SEND Dataset Description Class
X Trial Sets Trial Design
BW Body Weight Findings
BG Body Weight Gain Findings
CL Clinical Observations Findings
FW Food and Water Consumption Findings
MA Macroscopic Findings Findings
oM Organ Measurements Findings
PM Palpable Masses Findings
TF Tumor Findings Findings

POOLDEF Pool Definition Relationships

CDISC 2024 China Interchange | #ClearDataClearlmpact

12



POOLDEF - CEAEFE—HERE

i
B
=

R
2k
i

i

R4 =1Req3E: STUDYID/POOLID/USUBJID

it POOLID (HSENDFAHIT8):
c MRARNTBHAR T IZEE, WHFFUSUBIDER; [FRINIZITE
POOLDEFIE
""" — Nt RAE S FikE
..... pooldef xpt _
Row [STUDYID POOLID UsuUBJID
1 ABCA CAGE1P1 ABC1-1001
2 ABCA CAGE1P1 ABC1-1002
3 ABCA CAGE1 P1 ABRC1-1003
4 ABCA POOL1 ABC1-1005
5 ABCA POOL1 ABC1-1007
Cdi.sc CDISC 2024 China Interchange | #ClearDataClearlmpact




L RREIHENREA

i SENDRYIRIEWIHE:TA, TE, TX, TS

. 5SDTMAREL:

S RERNHERET)  FER(TVY). RIERRITEE(TD)
we o TX(Trial Sets)=SENDIE A B,

L . ERNE N RIS i
« BITSET/SETCDHIARMERX 7t &
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TXig =51

t.xpt

Row|STUDYID [DOMAIN |SETCD|SET TXSEQ|TXPARMCD [TXPARM TXVAL

1 EXP1 X 1 Control Group, Vehicle Control 1 ARMCD Arm Code 1
once daily

2 EXP1 1D 1 Control Group, Vehicle Control 2 SPGRPCD |Sponsor-Defined Group |1
once daily Code

3 EXP1 TX 1 Control Group, Vehicle Control 3 TCNTRL Control Type Vehicle Control
once daily

4 EXP1 X 1 Control Group, Vehicle Control 4 GRPLBL Group Label Group 1, Control
once daily

5 EXP1 X 1 Control Group, Vehicle Control 5 TRTDOFS Dose Level 0
once daily

6 EXP1 TX 1 Control Group, Vehicle Control 6 TRTDOSU |Dose Units mag/kg/day
once daily

7 EXP1 X 2 Low-Dose Group, 100 mg/kg Drug |7 ARMCD Arm Code 2
a once daily

8 EXP1 X 2 Low-Dose Group, 100 mg/kg Drug |8 SPGRPCD |Sponsor-Defined Group (2
a once daily Code

9 EXP1 TX 2 Low-Dose Group, 100 mg/kg Drug |9 GRPLBL Group Label Group 2, 100
a once daily mg/kg/day

10 |EXP1 TX 2 Low-Dose Group, 100 mg/kg Drug |10 TRTDOS Dose Level 100
a once daily

11 |EXP1 X 2 Low-Dose Group, 100 mg/kg Drug |11 TRTDOSU |Dose Units mag/kg/day

a once daily

cdisc
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IR THBR R R A

SENDAYIAIE EIHE: TA, TE, TX, TS.

5SDTM#ELL :

« TSHYparameterG i X 7l-EBAERICT

- TS/b T3 E: TSVALCD/ TSVCDREF / TSVCDVER
« TEEREIMAERES

« TAIGHE DT ERICore N [E:
«  TABRANCH (Exp-Perm)
TATRANS (Exp-Perm)
EPOCH (Reqg-Exp)

[ 2 L
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" DMEBiRREA
. .+ SENDAYDMI:
v EESDTMZBTATREE
. o AGETXT (tkanzh#A6-84NH, MIE “6-8")
o AGEFIAGETXTARERIRTHIA T
o1« SETCD: BAEEX, FRM—FRRFABEARER “groups” & “trial sets”
3 » —IRRAERERT —MLEE
.+ SPECIES, STRAIN, SBSTRAINAE#iA4Fh, Sfh=E

EESDTMATATE =

« RFICDTC /RFPENDTC /DTHDTC / DTHFL / INVID / INVNAM / RACE
ETHNIC / ACTARM /ACTARMCD / COUNTRY / DMDTC / DMDY

oe®
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. .+ SENDHJDSH;:

Lo BT ERERRLBENITS

. (SDTM.DSTEH T S EMLMLBEN, HALEIESRBRBALTCER)
ek c BOFRHE-LKIER

« tkSDTMZ> T DSGRPID / DSREFID / DSSPID / DSCAT / DSSCAT / EPOCH / DSDTC

« DSDECODAICT{EFMSDTMAN ]
- HEN AT REZLERTS.
« N—EHEET, ATHEAIREMOVED FROM STUDY ALIVE / MISSING

EESDTMZ TIA T =
« DSUSCHFL / VISITDY / DSNOMDY / DSNOMLBL

[ 2 L
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Hiis (SENDS5SDTMER) HWRES

SendEH i B TEHB S BEBRERZIM):
VSiag :

« VSTESTCDX MBICTEBFA: OXYSAT (IMEFMFME) , TEMP (K;E/BT
2) ; FEEFERHCT (SVSTSTCD), miIE (VSTESTCD)

« RERHLVS, K MAIBWIE G
M. ORGSR ETNEECVE,
o MROR SR A RE H
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Hiis (SENDS5SDTMER) HWRES

SendEH i B TEHB S BEBRERZIM):
Mg} ;

« NEMMRELEFIURINS MU LDREME TIEF
¢ ABWENZ DL TLRNOLIR, WAEEOADFRA

o MTHEFEBRRESMUEITAR, MigAZRELENBHEE, MAZEIRARETE (AT

MIDTCE5DS.DSSTDTCR i%#8[E])

L
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Hiis (SENDS5SDTMER) HWRES

Domain SEND SDTM
DD SN BB Fit XI5 e TR S & AT ARGFEREERT & ETITER AN T
DD DDTESTR&—ACT: Death Diagnosis. &, fltIESZTER.

A48 --CSTATE/--EXCLFL/--
REASEX/--USCHFL/--ENDTC/--ENDY/--
NOMDY/--NOMLBL/--EVLINT/--STINT/--

EG/CV/IRE ENINT A48, --SCAT/VISIT/VISITNUM
BAETE:
LBANTREG/LBSPCUFL/LBLOC/LBLAT/LB
DIR/LBPORTOT/LBEXCLFL/LBREASEX/L

LB BUSCHFL/LBENDY/LBNOMDY/LBNOMLBL € &% &: LBLOINC/VISIT/VISITNUM/
BETE:
R EXGRPID/EXREFID/EXSPID/EXLNKID/E
POOLID/FOCID/EXMETHOD/EXTRTV/EX XLNKGRP/EXCAT/EXSCAT/EXDOSRG
EX VAMT/EXVAMTU M/EXLAT/EXDIR/EXFAST/EPOCH
@/\11-_

POOLID/PCSPCUFL/PCEXCLFL/PCREAS
EX/PCUSCHFL/PCENDY/PCNOMLBL 18358 . PCULOQ/VISITVISITNUM

ca Isc CDISC 2024 China Interchange | #ClearDataClearlmpact 21




1l

fbis, (SEND5SSDTM

#£8) HN7

o E AN Y
Domain SEND SDTM
BATLE:
POOLID/VISITDY/PPNOMDY/PPNOMLBL/PP
PP TPTREF BE%E: PPDTC
HATE:
SCSPID/SCCAT/SCSCAT/SCSTAT/S
BEELHE. ¥EARC. MiXzHNE® CREASND; B2%HEREE. BFEK
SC HEFER . ERFER
8% &: POOLID/CODY; LHRDOMAINFA
USUBJIDZ B#IEFERT, {Rizcomments/gT%£
CO MR USUBJIDAgERZ
4% =: TAETORD/EPOCH;
SESEQ&R ML ENF (5 TAETORDZR Rt TT R I0UF ;
SE SESTDTC/SEENDTCZR /=B & 85I - —E) SESEQZRREEFRBITT ZINFF
ST E: POOLID; POOLID#EFRIIEFER
S & TEE AT % B o (RELTYPEN A%
RELREC RELTYPE%EIE@E_% RELTYPEA TS
Cdi.sc CDISC 2024 China Interchange | #ClearDataClearlmpact 22
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SEND4FE RIS
LT A FRIESDTM IR #4915 -

SEND Domain SEND Domain Description

Class

Notes

AEMRABWS, miEVSH

A= (BFEIEM{E, Emastk, 1B

InEYE{ES); BGORRESURIRER 4 3F

£, BGSTRESUZEINIE R FHERFF—H

IRRIFMEER; ESREHEE, #F1g

wE, KKREF

RHFMKRHFEE

REBHIFRT, MATESTAHXRAHRIER

E (LT ENERIE) ; NTRER

’E‘JZXJ..%E’JJI‘T\ZIK MADTCR g HFik
: iH/H 5]DS.DSSTDTC

TX Trial Sets Trial Design #RIFR7R
BW Body Weight Findings

BG Body Weight Gain Findings

CL Clinical Observations Findings

FW Food and Water Consumption Findings

MA Macroscopic Findings Findings

cdisc
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SEND¥5E Y15}

LT AFRIESDTMS H IR A8 :

BERENEMENREEEMFA

oM Organ Measurements Findings =8 (F0 5 RO EUE)
B EEMFIRIEM RS TR (E AT i
PM Palpable Masses Findings FhiRpy{E 2

BLZ I (EhIt EHVERE) ;
TFTEST{X&ACT: Tumor Examination;

TE Tumor Findings Findings AMUIFH)F &
POOLDEF Pool Definition Relationships hENX, MR

Cd Isc CDISC 2024 China Interchange | #ClearDataClearlmpact 25



SEND$FHIEH P-SENDIFERTE

SDTM IG 2. 7E%5 IR E N REFESDTMAR{ER FIZ 8 :

Exclusion Flag Y/null
Reason for Exclusion --EXCLFLAYHR{EH

MFFIE 2 52 TG ER 5 B & IR RO R 341 5
Time in Days to Detection of Tumor % & TFig

YVESERT, “N=RSEET, “Usk

Relationship to Death . 5 RMAMITFE
Anatomical Region of Specimen  frARYERZIX 1)
Unscheduled Flag Y/null
Nominal Study Day for Tabulations %&£
Label for Nominal Study Day --NOMDYilabel, zn: Day 28
omiRN, W =G, RE, ZES; BCT;
Distribution Pattern of Finding 5 Mg,
Chronicity of Finding Sg; gCT

CO Isc CDISC 2024 China Interchange | #ClearDataClearlmpact
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" SENDISHEHE h-JESENDIS AN T B

4. SDTMARATLUHZERKRERBEE:

' ~-SPCCND Specimen Condition FRACIR L BOFE 1A
--SPCUFL Specimen Usability for the Test ¥rAEIR] A ; N/null
2l RS B AR AR BIPR B 18] (i —25 17 BAER 93 3k
it —-PORTOT Portion or Totality #{K); BCT
e --CSTATE Consciousness State M ERTHNE B EIRRT; BCT
Planned Start of Assessment  #8XF--TPTREFH (S 18] RT3+ X FF & B8] ;
' --STINT Interval in 1ISO 8601 duration format
Planned End of Assessment  $83F--TPTREFgIIE(E 18] PERY T X425 SR BE] ;
—-ENINT Interval in ISO 8601 duration format

Cd Isc CDISC 2024 China Interchange | #ClearDataClearlmpact 27



--SPIDTEER A ZE

MASPID (Mass ldentifier)

FRERFRIR ST -

* FRIZAMASS 1 8 MASS ARIHE I

« CL/PM/MI/TFig 5 AY--SPIDSMASPID{R#—E

- HEimdaY--SPID{/I ASponsor-Defined Identifier

L
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sdTCGHXTFSENDH—REE

X T SENDHEURERIEH:

« MNRSENDHIEEEFEN, EES5H
B RIRE—EREFIRE, FEA
“replace” B EfF EFIE X EHERY
WIEE

- NERSENDHEESEEH, MAE
LERERZ, BENEREARR
PR EHAINSDRG.,

L L
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sdTCGHXFVISITDY/--NOMDYZEE

L NTARRMMEARES, MEAVISTDY/-NOMDY, Ri%EEHt0E
L MibusEsR

o

S e WXIT day 1SHHTRENE, (BIEXSHWERIEMI8IRIE, day 16
s BIIRE T RBKRIR. EMRERES, WESI6RKEHFEANBIEIFSE1L5
fo REUEARGREITHM, ATLAVISITDY/LBNOMDY R1Z215

L
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sdTCGH

A 25T SENDig

SEND Domain Notes

SUPPQUAL

Ml
CL

LB

PC

EHRAGHTEREETE (N EDTEER)MESUPPHE, NES
HEERI IS, HENSDRGH ZI]

B g MR MMIORRESZ|MISTRESCHY #3245 REVEE (L = A& 1B <F
SENDIGHIiIRRE; BEARTERNEHNEREEFETES (WMISEY,
MIDTHRL, MICHRON), TiiEZEMISTRESCa;SUPPMIh
NBELMEE, TEEEHMTAICE; CLSTRESCRIFRAE R ™1
E<TSENDIGRYiRA

SRR PEEMNERNBMALBSTRESCH, BIfEXRAEHFY,
LBSTRESNt 1% Az

SFEXFIE, EEFIESRBIEMEMR, WRLFFVEENER
(PCDTC/PCDY) A B HMNEIEE, N XLETER AT HIERITHEIZ
Y HER/EE], S ENSDRGHIZER 1155k 22 W H HA A6 [8] g{F A

CDISC 2024 China Interchange | #ClearDataClearlmpact
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sdTCGH

A 25T SENDig

SEND Domain Notes

custom
TDM

X
TS

Tumor.xpt
BG

cdisc

Questions about custom domains should be addressed in pre-submission
meetings and documented in the SDSP.

FT B TDMEURE NI ; ME/F M D ENIHERITARITX S, K™
¥ B TESENDIG _E /Y715
SPGRPCD/GRPLBL/PLANMSUB/PLANFSUBES# S MR EPNR
B—FIER

MIsRCH a1 TSEND TSIES % ; AIiREFEARmM

B A o B B A — A B A& IRV R F LR £ (tumor.xpt);  ZEtumor. xpt#A
SEND[ERHE3Z, MFARFFHIEN—BIEFMALE# MY, HXEEENSDRG
R EI; AESENDHIEE R SIZE tumor. xptay Eat, MIFELTETFE, HED
R ZENSDRGH G Z TFDETECT (MFA IR ARG i B L TIERI R )
HEE

It is not necessary to include a BG domain in submissions.

FECOE RTINS HRBIFER. ATRDKNY, NMBREETE
AXAFEPERGES SN ENSDRGHEHAG S

CDISC 2024 China Interchange | #ClearDataClearlmpact
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sdTCGHXETFSENDRYEFHTEE

R EHRTS

« 4.1.3.4. 1575 XTSENDRYIE A SE B T 1E20pY &4

« NRE AL LSRR RE M ARIEZSENDE, AIEEE
ts.xpt3ZfE, HANATSVALNFFERFIETEE “NA”

Examples of simplified ts.xpt datasets for a nonclinical study:
Sponsors should submit a dataset named ‘ts.xpt” with four variables (STUDYID,
TSPARMCD, TSVAL, and TSVALNF) and one row of information. Example datasets

are shown below.”?

For a study with a valid SSD (example C):

E{EHEHRY

STUDYID TSPARMCD | TSVAL TSVALNF
study ID in STF STSTDTC yyyy-mm-dd
For a study without a valid SSD (example D):
STUDYID TSPARMCD | TSVAL TSVALNF
study ID in STF STSTDTC Use the value “NA’

cdisc
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L FRSORNE RS

L GREHERR S AT A S MR )

- L% =7 GLP (Good Laboratory Practice) i L\AEXCEL& I, XHEA]
e BESBIER. RIETT8E
- [EFAGLPAREXCELIIRFHITR IR
: o WL EH (2n: Provantis&%c) SHEIEIE (ATLLEEFexceliE=)
- BNG AN BRGLPRI AT IV MIEAR, 1 THRIERI. TAMHMY
SENDHIREFEML LR, URTARELSHEE HFELIERN

SEBIRE . ARABFEMNEXCELRIGHIE, TRiMR, SHHG
ABHERPCHBIEARS . M TAHERABKNYE (MXEFFXER)
BRI R IR

oe®
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O FRRIRREIE R ALE

- REMETRAENEE
Ll EXCELRMSBBEMITIFSIHREN, MRS RS
FEIRNEXCELEIARIRES, (M SASHEE IB4SH TIFRAI

BEF. REAMALIERENRIGHIESEXCELIRIRBIERNREFM

« RS CDISCHRAERSENDHEIREEMERKK

7'7751%%1‘5, AN ERIRBIERNSREHEE T, FFanginise
TE AERZEARM)
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YL LR R

LT | A B C D E F G H I I K L M N 0 P L) W

: ) . 0 Number of days, relative to the day on which the administration started SUBJID ARM

@ oo |Mgkg ’ )

Lo Sex: Male [Type of observation results: 0 0 0 0 0 1 2 3 4 5 6 7 8 9

S Cageside observations am post dose | post dose | post dose | post dose am am am am am am am am am

. : 1h 2h 4h 30
min

1|No abnormalities observed 001 Group C
2|No abnormalities observed 002 Group C
3|No abnormalities observed 003 Group C
4|No abnormalities observed 004 Group C
5|No abnormalities observed 005 Group C
6|No abnormalities observed 006 Group C
7|No abnormalities observed 007 Group C
8|No abnormalities observed 008 Group C
9|No abnormalities observed 009 Group C

. H 10|No abnormalities observed 010 Group C

o
ye
H .
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SENDIEFI%F=

RIFESENDI BRI R 45
- ERIEMEBRZEINFRIEHIERE 2R EOEIE, TREREEISEH
. FELRFERTRIE I, then. . EAINEIE EVAS 2 HOBUE

o fRT IS SN, BEim AN HIERREREXERR
. E4RIERT, SENDZELLSDTMIIIEFE ZRZ B EIER

- EMNREGE S ZPFEEEIENE: TA, TE, TX, TS, DM, SE, EX, DS, DD (AJ&E

L
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. SENDRFHHA

- . RESENDTIBZ W R

gy o S\EI%ID?fif?E‘Ji&)f—:‘k?j‘:ﬁ':%lﬁé**@lﬂ@%ﬂ, FAZRNRGEIRE AT Re R
A\

D! « J9 TR SENDAR L, 'asmw; FiEt, BERNESEE, PHEMeainiEa
Ll RIABIBBRERBR A TR, — MBI BRI RE 3 B 7EJL+EXCEL

Sheet':F'
el - BBEESHMMNLBE, RIAKIESHIES4 Nsheetdh, HEBIBEHBLBNFLNTLTRE
- SRS AR Isheet, IEFHRNERE, BMOEENED

L
Cd |SC CDISC 2024 China Interchange | #ClearDataClearlmpact 40



=
O
>
-
c
©
L
—

e

cessssenses@

cese@ees




	Slide 1: SEND数据递交案例分享-SEND与SDTM生成过程中的异同点解析
	Slide 2: Meet the Speaker
	Slide 3: Disclaimer and Disclosures
	Slide 4: Agenda
	Slide 5: SEND基本介绍
	Slide 6: SEND (Standard for Exchange of Nonclinical Data)
	Slide 7: SEND (Standard for Exchange of Nonclinical Data)
	Slide 8: SEND实施指南 (from CDISC SEND team)
	Slide 9: FDA sdTCG中的eCTD拒收标准
	Slide 10: 从实施指南看SEND与SDTM的异同点
	Slide 11: SEND与SDTM共有域总览
	Slide 12: SEND特有域总览
	Slide 13: POOLDEF域 – 汇集具有某一相同特征的受试者
	Slide 14: 试验设计域的异同点
	Slide 15: TX域示例
	Slide 16: 试验设计域的异同点
	Slide 17: DM域的异同点
	Slide 18: DS域的异同点
	Slide 19: 其他域（SEND与SDTM共有）的异同点
	Slide 20: 其他域（SEND与SDTM共有）的异同点
	Slide 21: 其他域（SEND与SDTM共有）的异同点
	Slide 22: 其他域（SEND与SDTM共有）的异同点
	Slide 23: 从实施指南看SEND与SDTM的异同点
	Slide 24: SEND特有的域
	Slide 25: SEND特有的域
	Slide 26: SEND特有域中-SEND特有的变量
	Slide 27: SEND特有域中-非SEND特有的变量
	Slide 28: --SPID变量的特殊用法
	Slide 29: FDA的sdTCG文档中对SEND的相关要求
	Slide 30: sdTCG中关于SEND的一般考虑
	Slide 31: sdTCG中关于VISITDY/--NOMDY变量
	Slide 32: sdTCG中关于SEND域
	Slide 33: sdTCG中关于SEND域
	Slide 34: sdTCG中关于SEND的适用范围及简化的TS
	Slide 35: 案例分析
	Slide 36: 原始数据的沟通及预处理
	Slide 37: 原始数据的沟通及预处理
	Slide 38: 增加辅助变量示例
	Slide 39: SEND程序的特点
	Slide 40: SEND程序的特点
	Slide 41: Thank You!

