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SDTM and SDTMIG Conformance Rules v2.0

• 567892021.11.29
• :;<=)>?9@ASDTMB2.0>?CSDTMIGB3.4>?)DE./
• FG9HSDTM and SDTMIG Conformance Rules Guide v2.0I
• JK0LM9CDISC - Submission Data Standards (SDS) SDTM 

Conformance Rules Subteam
• NO9PQR*+CDISCSTUVWX)ST
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!"#$%https://www.cdisc.org/standards/foundational/sdtmig/sdtm-and-sdtmig-conformance-rules-v2-0

https://www.cdisc.org/standards/foundational/sdtmig/sdtm-and-sdtmig-conformance-rules-v2-0
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SDTM and SDTMIG Conformance Rules v2.0

-. /0 12
Rule ID !"#$%&'()%&*

SDTMIG Version IG )+,
-./+,3.2%&01SDTM v1.4、SDTMIG v3.22SDTMIG- ap v1.0)
34'(

Rule Version '()+,

561: 7'(89:;<)SDTMIG v3.2'(=>,?4@A/BCDE
F+,GHI)J'(K562: E'()v1G;<)'(LMNJ (-./
OPQR)NST

Class UV WX5YTDM  SPC  FND  EVT  INT  REL  AP  ALL   
Domain Z [\!]^_`KabcdZ(!ALL

Variable @e
.fab[\domain)@e/(!gh^ijZkl/.--STDYKab
cd@e(!ALL

Condition mn .f'(oE$pmnqrGs!/(EFtGIumn

Rule '( vs!)*wx'()yz2{H)|}/~m'(�|}�$m�(
Document �n ��)��/.YIG v3.2, AP v1.0
Section �� �s)��/.Y4.1.2.1
Item m� Section�s�v�{)��/.YAssumption 1
Cited Guidance �!)�,
Release Notes ;<�{ 1��,/���8'(��)����/.NJ)���+,)@A�
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!"#$%-. -/TA%01

• ARM –YZ[\]9‘Screen Failure’, ‘Not Assigned’, ‘Unplanned 
Treatment’, ‘Not Treated‘ ^

• ARMCD –Y)_`Z["a20bcdeEf)'g3hij^
• ELEMENT –0ETCDdd:;bklE"adeARM / EPOCHmno

ELEMENT)YZ[Fpqrdest)ARM / EPOCH uTESTRL should 
be expressed without referring to Arm/Epochv^

• ETCD –Y)_`Z["a8bwETCDZ\] ‘UNPLAN’xmTA.ETCD)Y
yTE.ETCDz{|}B^
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!"#$%-. -/TA%01

• TAETORD –UVc~�b�d'g3h�)TAETORDUVc�dY^
• TATRANS
üIf element does not end with a decision that could lead to a shortened path 

within the Arm then TATRANS = null b
üIf trial design allows for a subject to transition to an element other than the 

next element in sequence then TATRANS ^= null ^
• EPOCH –Z�)$%x8m:;)EPOCH)YUVZ�^
• TABRANCH –kl$%&'E3�mnoTABRANCHZ��^
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!"#$%-. -/TE%01

• TEENRL – TEENRL)YZ;Fpqrst)ARM^
• TEDUR – TEDUR0TEENRL��deZ��^
• ELEMENT�TESTRL�TEENRLCTEDUR)h+:]�eETCD�c�d
��)m�m�EZ�)��C��./)��cZ�)��m��U��
EZ�)ELEMENT CETCD Y^
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FDA Business and Validator Rules

• FDA Business Rules v1.59
ü3�9Clinical and Nonclinical (36�m@A�O)10�) / Clinical Only (21�m
@A�O)4�) / Nonclinical Only (29�m@A�O)2�)

14!"#$%https://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm 

https://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm


FDA Validator Rules v1.6 

FDA 
Validator 
Rule ID

Publisher Publisher 
ID

FDA Validator Rule 
Message FDA Validator Rule Description Domains SDTMIG

3.1.2
SDTMIG

3.1.3
SDTMIG

3.2
SDTMIG

3.3

SD0011 CDISC CG0127

ARM is not 'Screen 
Failure', when ARMCD 
equals 'SCRNFAIL', or 
vice versa

Description of Arm (ARM) must equal 'Screen Failure',  
when Arm Code (ARMCD) is 'SCRNFAIL', and vice versa. DM, TA

X X X

SD0053 CDISC CG0129

ARM is not 'Not 
Assigned', when ARMCD 
equals 'NOTASSGN', or 
vice versa

Description of Arm (ARM) must equal 'Not Assigned', 
when Arm Code (ARMCD) is 'NOTASSGN', and vice 
versa. DM, TA

X X X

SD0067 CDISC
CG0414, 
123 Invalid ETCD

Element Code (ETCD) values should match entries in the 
Trial Elements (TE) dataset, except for unplanned 
Element (ETCD = 'UNPLAN'). SE, TA

X X X X

SD1004 CDISC
CG0153, 
27 Invalid value for ARMCD

The value of Planned Arm Code (ARMCD) should be no 
more than 20 characters in length.

DM, TA, 
TV

X X X X

SD1009 CDISC
CG0246, 
24 Invalid value for ETCD

The value of Element Code (ETCD) should be no more 
than 8 characters in length.

SE, TA, 
TE

X X X X
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PMDA study data validation rules v4.0 (2023-02-28)

RULE ID MESSAGE DESCRIPTION DOMAINS PMDA Severity 3.1.2 3.1.3 3.2 3.3 PMDA NOTES

SD0011 ARM is not 'Screen Failure', when 
ARMCD equals 'SCRNFAIL', or 
vice versa

Description of Arm (ARM) must equal 'Screen Failure',  
when Arm Code (ARMCD) is 'SCRNFAIL', and vice versa.

DM, TA Error X X X

SD0053 ARM is not 'Not Assigned', when 
ARMCD equals 'NOTASSGN', or 
vice versa

Description of Arm (ARM) must equal 'Not Assigned', 
when Arm Code (ARMCD) is 'NOTASSGN', and vice 
versa.

DM, TA Error X X X

SD0067 Invalid ETCD Element Code (ETCD) values should match entries in the 
Trial Elements (TE) dataset, except for unplanned 
Element (ETCD = 'UNPLAN').

SE, TA Error X X X X

SD1004 Invalid value for ARMCD The value of Planned Arm Code (ARMCD) should be no 
more than 20 characters in length.

DM, TA, TV Error X X X X

SD1009 Invalid value for ETCD The value of Element Code (ETCD) should be no more 
than 8 characters in length.

SE, TA, TE Error X X X X

16!"#$%https://www.pmda.go.jp/english/review-services/reviews/0002.html

https://www.pmda.go.jp/english/review-services/reviews/0002.html


CDISC3FDA2PMDA "*+,45

• Rule ID / Publisher ID

17FDA Validator Rules v1.6&'()Publisher ID，*+,-./0CDISC/FDA Business Rule ID

�-�{ CDISC

FDA

PMDABusiness Rules Validator Rules

Rule ID CG0001 FDAB009 SD0011 / CT0021 / SE2201(�8SEND��) 
SD0019 /
CT0021

Publisher FDA/CDISC/�5 (�5�dU8SEND��)

Publisher ID 
244(SEND) / CG0257(SDTM) / eCTD 1734 /TCG 3.3.5 / 

FDAB009



/TA%&"*+,01 –-67

18CDISC1234567FDA/PMDA89'*:;<=>?
FDA7PMDA0@ABCD



/TA%&"*+,01 –867

19



91:;

�TS����2



STUDYID DOMAIN TSSEQ TSGRPID TSPARMCD TSPARM TSVAL TSVALNF TSVALCD TSVCDREF TSVCDVER

XYZ TS 1 TITLE E3FG

8HIJKLMN.OPQRSAT
UVWXYZ[\]^_9`abc

024def

XYZ TS 1 TPHASE E32g2h Phase II Trial C15601 2020-11-06
XYZ TS 1 SPONSOR ijefklc XXXmn 1234567 DUNS
XYZ TS 1 STYPE efho pqWX C98388 CDISC 2020-11-06
XYZ TS 1 TRT E3rstWX KLMN 6CW7F3G59X UNII
XYZ TS 1 TINDTP E3u/vho

XYZ TS 1 INTMODEL pqwo xyz{ C82639 CDISC 2020-11-06
XYZ TS 1 INTTYPE pqho rsWX C1909 CDISC 2020-11-06

XYZ TS 1 PCLAS E3rs0r|}2h ~`ar N0000175753 MED-RT

XYZ TS 1 OBJPRIM E3���0 3��`a����C����

XYZ TS 1 OBJSEC E3���0 3��`a����C�����2O

XYZ TS 1 OBJSEC E3���0 3�����������C����
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STUDYID DOMAIN TSSEQ TSGRPID TSPARMCD TSPARM TSVAL TSVALNF TSVALCD TSVCDREF TSVCDVER

XYZ TS 1 TTYPE E3ho ���ef C49666 CDISC 2020-11-06

XYZ TS 2 TTYPE E3ho P��ef C49667 CDISC 2020-11-06

XYZ TS 1 OUTMSPRI ������ ����

XYZ TS 1 OUTMSSEC ������ ����

XYZ TS 2 OUTMSSEC ������ ������

XYZ TS 1 SEXPOP �7c0��  c¡� C49636 CDISC 2020-11-06

XYZ TS 1 HLTSUBJI ¢£¤Ec¥F N C49487 CDISC 2020-11-06

XYZ TS 1 TDIGRP ¦§¨ YZ[\]^©Aª(«¬)bc 19133005 SNOMED

XYZ TS 1 AGEMAX {­¤Ec0®¯°± P70Y ISO 8601

XYZ TS 1 AGEMIN {­¤Ec0®²°± P0Y ISO 8601

XYZ TS 1 PLANSUB {­0¤Ec³´ 300

XYZ TS 1 ADDON Kµ¶·µ0X¸¹º Y C49488 CDISC 2020-11-06

XYZ TS 1 CURTRT »¼0X¸ TUV 6158TKW0C5 UNII

XYZ TS 1 TCNTRL .½ho PLACEBO C49648 CDISC 2020-11-06

XYZ TS 1 TBLIND E3z¾¿� À¾ C15228 CDISC 2020-11-06

XYZ TS 1 RANDOM E3ÁÂÃÄ0 Y C49488 CDISC 2020-11-06
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STUDYID DOMAIN TSSEQ TSGRPID TSPARMCD TSPARM TSVAL TSVALNF TSVALCD TSVCDREF TSVCDVER

XYZ TS 1 INDIC E3u/v �����`a(«¬) 352818000 SNOMED

XYZ TS 1 DateDesc1 DCUTDTC ´)ÅÆÇg 2011-04-01 ISO 8601

XYZ TS 1 DateDesc1 DCUTDESC ´)ÅÆ;< ´)ÈÉÊ

XYZ TS 1 NARMS {­Ë´ 3

XYZ TS 1 STOPRULE efÌÆÍÎ NONE

XYZ TS 1 LENGTH {­0E3ÏB P3M ISO 8601

XYZ TS 1 REGID ÐÑÒÓ NCT123456789
NCT123456

789
ClinicalTrials.

GOV

XYZ TS 2 REGID ÐÑÒÓ XXYYZZ456 XXYYZZ456 EudraCT

XYZ TS 1 ADAPT u/�z{ N C49487 CDISC 2020-11-06

XYZ TS 1 SSTDTC efÔÕÇg 2009-03-11 ISO 8601

XYZ TS 1 SENDTC ef�ÖÇg 2011-04-01 ISO 8601

XYZ TS 1 ACTSUB ×Ø¤Ec´� 304

XYZ TS 1 FCNTRY {­ef&ÙÚÛ United States of America USA ISO 3166
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Thank You!


