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SDTM and SDTMIG Conformance Rules v2.0

CG0153 ARMCD value length <= 20 /ARMCD is limited to 20 characters and does not
have special character restrictions.
CG0153 331 SPC, TDM |DM, TA ARMCD ARMCD value length <= 20 IGV3.3 4.2.1 ARMCD is limited to 20 characters and does not
have special character restrictions.
CG0153 341 SPC, TDM |DM, TA ARMCD ARMCD value length <= 20 IGv3.4 4.2.1 /ARMCD is limited to 20 characters and does not Updated cited guidance to match full
have the character restrictions that apply to - sentence from IG
TESTCD
CGO154 321 SPC, TDM |SE, TA, TE |ETCD ELEMENT present in dataset |ELEMENT and ETCD have a one-to-|IG v3.2 5|7.2 Specification |ETCD (the companion to ELEMENT) is limited to 8
and ETCD present in dataset |one relationship characters and does not have special character
restrictions.
CGO154 331 SPC, TDM |SE, TA, TE |ETCD ELEMENT present in dataset |ELEMENT and ETCD have a one-to-|IG v3.3 5.2|7.2 Specification [ETCD (the companion to ELEMENT) is limited to 8
and ETCD present in dataset |one relationship characters and does not have special character
restrictions.
CG0154 341 SPC, TDM |SE, TA, TE |ETCD ELEMENT present in dataset |ELEMENT and ETCD have a one-to-|IG v3.4 5.3|7.2.1|7.2.2 |Specification [ETCD (the companion to ELEMENT) is limited to 8  [Section change in SDTMIG v3.4
and ETCD present in dataset |one relationship characters and does not have special character
restrictions.
eeen
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SDTM and SDTMIG Conformance Rules v2.0
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fiid

Rule ID

F T ME—FR IR AL AR IR FF

540, FA3.24xEKESDTM v1.4, SDTMIG v3.281SDTMIG- ap v1.08Y

SDTMIG Version |G BkRZA B B AN
BER1: ZHN S EHEHBHISDTMIG v32MNEREAF BT, HELEE
R A SR ERVETAN ; {EA2: T\ AV R 2 RN B & EH (54N,
Rule Version AL B kg A A RESINNEZ )
Class S A]i%{E: TDM SPC FND EVT INT REL AP ALL
Domain i ZNRIESE; BREMENHAALL
RS K Z N domainfiE =, NMARKIFSKBEAES, W--STDY; $K
\Variable T S ERETENHALL
Condition 1 RN E—BEZEBE AP RE, MERTISENES
Rule rSM| ZENANTA AN E SRR, BEANIEAR T —ZEN
Document X FEEARYSTHY, 2n: IGv3.2, AP V1.0
Section E5¢) R REY, 0 4.1.2.1
ltem % H Section¥t M EZE AR FIN, %0: Assumption 1
Cited Guidance SRR
Release Notes % it AR BHXA, iR 7 SHNAEXKEEEDR, MEHNMED. RANELE
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TA - Specification for Trial Arms Dataset

ta.xpt, Trial Arms — Trial Design, Version 3.2. One record per planned Element per Arm

° . L] Controlled
;::;tble Variable Label Type z:?dl:l:; " Role CDISC Notes Core
v or Format
G ° STUDYID Study Identifier Char Identifier | Unique identifier for a study. Req
. DOMAIN Domain Char TA Identifier | Two-character abbreviation for the domain. Req
Abbreviation
ARMCD Planned Arm Char | * Topic ARMCD is limited to 20 characters and does not | Req
Code have special character restrictions. The maximum
length of ARMCD is longer than that for other
“short™ variables to accommodate the kind of
values that are likely to be needed for crossover
trials. For example. if ARMCD values for a
seven-period crossover were constructed using
two-character abbreviations for each treatment
and separating hyphens. the length of ARMCD
values woulld be 20.
ARM Description of Char * Synonym | Name given to an Arm or treatment group. Req
Planned Arm Qualifier
TAETORD Planned Order Num Timing Number that gives the order of the Element Req
of Element within the Arm.
within Arm
ETCD Element Code Char | * Record ETCD (the companion to ELEMENT) is limited Req
Qualifier | to 8 characters and does not have special
character restrictions. These values should be
short for ease of use in programming. but it is not
expected that ETCD will need to serve as a
variable name.
ELEMENT Description of Char | * Synonym | The name of the Element. The same Element Perm
Element Qualifier | may occur more than once within an Arm.
TABRANCH | Branch Char Rule Condition subject met. at a “branch™ in the trial Exp
design at the end of this Element. to be included
in this Arm: (e.g.. randomization to DRUG X).
TATRANS Transition Rule Char Rule If the trial design allows a subject to transition to | Exp
an Element other than the next Element in
sequence. then the conditions for transitioning to
those other Elements. and the alternative Element
sequences. are specified in this rule (e.g..
Responders go to washout).
EPOCH Epoch Char | (EPOCH) Timing Name of the Trial Epoch with which this Req
Element of the Arm is associated.




LRI - ATASE )

« ARM — BT EEZET: ‘Screen Failure’, ‘Not Assigned’, ‘Unplanned
.1 Treatment’, ‘Not Treated
.0 - ARMCD - EHKETAEBIT20; 2—MEMEITRISEH.
i+ ELEMENT — 5SETCD——3x{R; WRH#BiT—ARM /EPOCH, B4
o ELEMENTHEYEA gEFR R —MFERARM / EPOCH (TESTRL should
be expressed without referring to Arm/Epoch) .
« ETCD — {ERVKE N EERBIES; HBETCDAZET ‘UNPLAN'E}, TA.ETCDHY{E
FZETE.ETCDH A% Z|.
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..« TAETORD — A28 %; F—it%45 A FHTAETORD L2 ME—1E.
- TATRANS

v'If element does not end with a decision that could lead to a shortened path
within the Arm then TATRANS = null ;

. YIftrial design allows for a subject to transition to an element other than the
next element in sequence then TATRANS A= null .

« EPOCH — " [E]aYit 3 B1HA, XN AYEPOCHRIEW G .
« TABRANCH - RiX it BT, IBPATABRANCHA RZE .
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TE - Specification for Trial Elements Dataset

te.xpt, Trial Elements — Trial Design, Version 3.2 One record per planned Element

Element

when the rule for ending the Element is applied after a

fixed duration.

Controlled
Variable b Terms,
. Variable Label Type | . Role CDISC Notes Core
Name Codelist
or Format
STUDYID [Study Identifier Char Identifier |[Unique identifier for a study. Req
DOMAIN |Domain Abbreviation |Char |TE Identifier [Two-character abbreviation for the domain. Req
ETCD Element Code Char [* Topic ETCD (the companion to ELEMENT) is limited to 8  [Req
characters and does not have special character
restrictions. These values should be short for ease of use
in programming. but it is not expected that ETCD will
need to serve as a variable name.
ELEMENT|Description of Element |Char [* Synonym [The name of the Element. Req
Qualifier
TESTRL |Rule for Start of Char Rule Expresses rule for beginning Element. Req
Element
TEENRL |Rule for End of Char Rule Expresses rule for ending Element. Either TEENRL or [Perm
Element TEDUR must be present for each Element.
TEDUR  |Planned Duration of |Char [[SO 8601 [Timing [Planned Duration of Element in ISO 8601 format. Used [Perm

cdisc
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« TEENRL — TEENRLBY{EA 238 B{E{T4F EAIARM.
« TEDUR - TEDURSTEENRLZ>—NMN R R,

« ELEMENT. TESTRL. TEENRLFMITEDUREYEEE X T EETCDE EIHm—
T8, B, BEEFEMNHABMERANBTERARNTE, HFEAVER
B FEHBELEMENT FIETCD {&.

cdisc
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. FDA Business and Validator Rules
- FDA Business Rules v1.5:

i v43¥. Clinical and Nonclinical (362, @33 F#I10%%) / Clinical Only (21,
B3EF FARI42%) / Nonclinical Only (29%, B13EF 2%

T

. il

' el Version 1.5 finalized June 2019

¥
G i é

o . FDABO008 All treatment exposure date/time should be between first and last study treatment
Sl ' date/time.

o otcnd FDABO009 All paired varables should have a one-to-one relationship. Examples include short
R name and name of test; parameter name and parameter code or number: variable
! _ name and variable label, etc.

a ks FDABO11 All trial design data should be submitted as specified in the FDA Study Data
8 _ Technical Conformance Guide (TCG).

b FDABO12 Deprecated in v1.5.

..e FDABO13 Deprecated in v1.5.

T
Cd I sc T#iibik: https://www.fda.gov/Forindustry/DataStandards/StudyDataStandards/default.htm

14


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

FDA Validator Rules v1.6

FDA . .
Validator| Publisher Publisher | - FDA Validator Rule FDA Validator Rule Description Domains SDTMIG | SDTMIG | SDTMIG | SDTMIG
ID Message 3.1.2 313 3.2 3.3
Rule ID
X X X
IARM is not 'Screen
Failure', when ARMCD
equals 'SCRNFAIL', or  [Description of Arm (ARM) must equal 'Screen Failure',
ISD0011 |CDISC CG0127 ice versa when Arm Code (ARMCD) is 'SCRNFAIL', and vice versa. [DM, TA
X X X
IARM is not 'Not
Assigned', when ARMCD [Description of Arm (ARM) must equal 'Not Assigned',
equals 'NOTASSGN', or when Arm Code (ARMCD) is 'NOTASSGN', and vice
ISD0053 [CDISC ICG0129 ice versa ersa. DM, TA
X X X X
Element Code (ETCD) values should match entries in the
ICG0414, Trial Elements (TE) dataset, except for unplanned
SD0067 [CDISC 123 Invalid ETCD Element (ETCD ="'UNPLAN"). SE, TA
X X X X
ICG0153, [The value of Planned Arm Code (ARMCD) should be no DM, TA,
SD1004 [CDISC D7 Invalid value for ARMCD |more than 20 characters in length. TV
X X X X
ICG0246, The value of Element Code (ETCD) should be no more  [SE, TA,
SD1009 |CDISC D4 Invalid value for ETCD [than 8 characters in length. TE

cdisc
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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
.. ISD0011 JARM is not 'Screen Failure’, when |Description of Arm (ARM) must equal 'Screen Failure', DM, TA Error X X X
S g IARMCD equals 'SCRNFAIL', or  when Arm Code (ARMCD) is 'SCRNFAIL', and vice versa.
: - vice versa
ISD0053 |ARM is not 'Not Assigned', when |Description of Arm (ARM) must equal 'Not Assigned’, DM, TA Error X X X
IARMCD equals 'NOTASSGN', or [when Arm Code (ARMCD) is 'NOTASSGN', and vice
vice versa versa.
ISD0067 |Invalid ETCD Element Code (ETCD) values should match entries in the |SE, TA Error X X X X

Trial Elements (TE) dataset, except for unplanned
Element (ETCD = 'UNPLAN').

e :% |SD1004 (invalid value for ARMCD The value of Planned Arm Code (ARMCD) should be no [DM, TA, TV [Error X X X X
: Hooa more than 20 characters in length.
P ISD1009 |[Invalid value for ETCD The value of Element Code (ETCD) should be no more [SE, TA, TE |[Error X X X X
& than 8 characters in length.

[ X L
Cd Isc T#iibhl: https://www.pmda.go.jp/english/review-services/reviews/0002.html 16


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

CDISC. FDASPMDA I&iF3 N L &:

* Rule ID / Publisher ID

FDA
2545135 B CDISC Business Rules Validator Rules PMDA
SD0019/
Rule ID CG0001 FDAB009 SD0011/CT0021 / SE2201(R 5SEND#E %) CT0021
Publisher FDA/CDISC/Z {8 (F{EAXER 5 5SSENDHEX)
244(SEND) / CG0257(SDTM) / eCTD 1734 /TCG 3.3.5/
Publisher ID FDABO0O9

cdisc

FDA Validator Rules v1.651, {R#EPublisher ID, AJLIXEI¥T R AICDISC/FDA Business Rule ID

17
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FDA

PMDA

ARMCD value length <= 20

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

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

ARM not in ('Screen Failure', 'Not Assig dTr
Treated')

ARMCD is a valid planned arm code.

4 ol
'Ir

', 'Not

Unexpected value for ARMCD variable (Records for subjects who failed a screening or
were not assigned to study treatment (ARMCD is 'SCRNFAIL' or 'NOTASSGN') should
not be included in the Trial Arms (TA) or Trial Visits (TV) datasets.)

Unexpected value for ARMCD variable (Records for subjects who failed a screening or were not
assigned to study treatment (ARMCD is 'SCRNFAIL" or 'NOTASSGN') should not be included in the
Trial Arms (TA) or Trial Visits (TV) datasets.)

ETCD value length <= 8

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

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

ELEMENT and ETCD have a one-to-one relationship

Non-unique value for ELEMENT within ETCD (Description of Element (ELEMENT) must!
have a unique value for a given value of Element Code (ETCD) within the domain.)

Non-unique value for ELEMENT within ETCD (Description of Element (ELEMENT) must have a
unique value for a given value of Element Code (ETCD) within the domain.)

TAETORD is unique within an ARM

Non-unique value for TAETORD within ARMCD (Order of Element within Arm
(TAETORD) must have a unique value for a given value of Planned Arm Code (ARMCD)
within the domain.)

Non-unique value for TAETORD within ARMCD (Order of Element within Arm (TAETORD) must
have a unique value for a given value of Planned Arm Code (ARMCD) within the domain.)

TAETORD is an integer

Invalid value for TAETORD (Planned Order of Element within Arm (TAETORD) variable
value must be an integer.)

Invalid value for TAETORD (Planned Order of Element within Arm (TAETORD) variable value must
be an integer.)

ETCD = TEETCD (ETCD "= 'UNPLAN')

ETCD value not present in TA (Element Code (ETCD) values defined in Trial Elements
(TE) should be assigned for at least one Arm Code (ARMCD) in Trial Arms (Trial Arms).)
ETCD value not present in SE (Element Code (ETCD) values defined in Trial Elements
(TE) should be assigned to at least one subject (USUBJID) in Subject Elements (SE).)
Invalid ETCD/ELEMENT (The combination of Element Code (ETCD) and Description of
Element (ELEMENT) values should match entries in the Trial Elements (TE) dataset,
except for unplanned Element (ETCD = 'UNPLAN').)

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

ETCD value not present in TA (Element Code (ETCD) values defined in Trial Elements (TE) should
be assigned for at least one Arm Code (ARMCD) in Trial Arms (Trial Arms),)- TE

ETCD value not present in SE (Element Code (ETCD) values defined in Trial Elements (TE) should
be assigned to at least one subject (USUBJID) in Subject Elements (SE),) - TE

Invalid ETCD/ELEMENT (The combination of Element Code (ETCD) and Description of Element
(ELEMENT) values should match entries in the Trial Elements (TE) dataset, except for unplanned
Element (ETCD = 'UNPLAN').)

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

ARMCD in TAAARMCD (ARMCD not in ‘'SCRNFAIL','NOTASSGN')) (for ig3.2-DM
domain)

ARMCD value not present in DM (Arm Code (ARMCD) values defined in Trial Arms
(TA) should be assigned to at least one subject (USUBJID) in Demographics (DM).)

ARMCD value not present in DM (Arm Code (ARMCD) values defined in Trial Arms (TA) should
be assigned to at least one subject (USUBJID) in Demographics (DM).)

ACTARMCD = ARMCD (ACTARMCD in ('SCRNFAIL', 'NOTASSGN')) (for ig3.2-DM
domain)

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.)

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.

ARMCD = ACTARMCD (ARMCD in ('SCRNFAIL', 'NOTASSGN')) (for ig3.2-DM
domain)

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.)

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.

cdisc

CDISCER/ I IEMN SFDA/PMDA—H, FIRERIRTE.

FDASPMDAMEAERS
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CDISC

FDA

PMDA

TATRANS = null (Element does not end with a decision that could lead to a
shortened path within the Arm)

Each value of EPOCH is not associated with more than one conceptual trial
period (values of EPOCH must be different for different epochs)

TABRANCH = null (Trial design branches)

TATRANS A= null (Trial Design allows for a Subject to transition to an Element other
than the next Element in sequence)

ELEMENT value does not refer to any specific ARM (ELEMENT is associated with >
1 ARM,) (TESTRL should be expressed without referring to Arm)

ELEMENT value does not refer to any specific EPOCH (ELEMENT is associated with
> 1 EPOCH) (TESTRL should be expressed without referring to Epoch)

Non-unique value for ETCD within ELEMENT (Element Code (ETCD) must have a
unique value for a given value of Description of Element (ELEMENT) within the domain.)

Non-unique value for ETCD within ELEMENT (Element Code (ETCD) must have a unique value
for a given value of Description of Element (ELEMENT) within the domain.)

Inconsistent value for ARM (A value for Description of Planned Arm (ARM) must have
a unique value for Planned Arm Code (ARMCD) with the domain.)

Inconsistent value for ARM (A value for Description of Planned Arm (ARM) must have a unique
value for Planned Arm Code (ARMCD) with the domain.)

Inconsistent value for ARMCD (A value for Planned Arm Code (ARMCD) must have a
unique value for Description of Planned Arm (ARM,) with the domain.)

Inconsistent value for ARMCD (A value for Planned Arm Code (ARMCD) must have a unique
value for Description of Planned Arm (ARM) with the domain.)

Missing TA dataset (Trial Arms (TA) dataset should be included in every submission.)

Missing TA dataset (Trial Arms (TA) dataset should be included in every submission.)

19
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STUDYID|DOMAIN|TSSEQ| TSGRPID | TSPARMCD TSPARM TSVAL TSVALNF| TSVALCD TSVCDREF | TSVCDVER
—IROBMEBET HERETEREE
EZATHSAEERFEmREL
XYZ 1S 1 TITLE RIS §24E 5%
XYZ TS 1 TPHASE RS 4rERSY 2 Phase |l Trial C15601 CDI_SC 2020-11-06
XYZ TS 1 SPONSOR | IsEHsxsNE XXXAE] 1234567 DUNS
XYZ TS 1 STYPE et 3R FFasT 98388 CDISC 2020-11-06
XYZ TS 1 TRT R HYISETT EET 6CW7F3G59X UNII
XYZ TS 1 TINDTP RE R AR BT C49656 CDISC | 2020-11-06
XYZ TS 1 INTMODEL FinieHl FEiTigt 82639 CDISC 2020-11-06
XYZ TS 1 INTTYPE FinR ﬁ%ﬁ C1909 CDISC 2020-11-06
XYZ TS 1 PCLAS |iXsipozhasssya i 3 ES] N0000175753| MED-RT
XYZ TS 1 OBJPRIM =8/ 3T BEmE IR R IER
XYZ TS 1 OBJSEC Eﬁ)’g =HH Wﬁﬁﬁhh
XYZ TS - OBJSEC e =10 3N BRE RN AR R (T
[ X X
cdisc 2



STUDYID| DOMAIN |TSSEQ|TSGRPID| TSPARMCD TSPARM TSVAL TSVALNF | TSVALCD | TSVCDREF | TSVCDVER
XYZ TS 1 TTYPE e geRy BT C49666 CDISC 2020-11-06
XYZ TS 2 TTYPE R geRy L MR C49667 CDISC 2020-11-06
XYZ TS 1 OUTMSPRI FELERNE P AZES
XYZ TS 1 OUTMSSEC KBRS P AZES
XYZ TS 2 OUTMSSEC REBLERNE KAEFERTE
xvz | T8 1 SEXPOP 5513 maws || BRRNERIR CDISC | 2020-11-06
XYZ TS 1 HLTSUBJI EEZR E B N il ’ NBEEPOY CDISC 2020-11-06
XYZ TS 1 TDIGRP TR 19133005 | SNOMED
XYZ TS 1 AGEMAX | HRIZXENF AT ISO 8601
XYZ TS 1 AGEMIN | #HXIZit E 85 /N E# TN = |

N e ﬁj‘jY’ I)-IJJ ﬁ%ﬁu
XYZ TS 1 PLANSUB HRIBFiRE A 300 CURTRT
XYZ TS 1 ADDON | m#EBEENTEZ E Y Cao._ < 2020-11-06
XYZ TS 1 CURTRT LREIBTSE BER 6158 TKWOC5 UNII
XYZ TS 1 TCNTRL X BB AY PLACEBO C49648 CDISC 2020-11-06
XYZ TS 1 TBLIND RIS SRS e C15228 CDISC 2020-11-06
XYZ TS 1 RANDOM R 2R Y 49488 CDISC 2020-11-06
[ X L
cdisc 2



STUDYID | DOMAIN | TSSEQ| TSGRPID | TSPARMCD TSPARM TSVAL TSVALNF | TSVALCD | TSVCDREF | TSVCDVER
= =
XYz TS 1 INDIC R385 R A MM (L) EARPERIME o
o

XYZ TS 1| DateDesc1| bcutpTC SR D8 2011-04-01 2R 1E 55451, )

XYZ TS 1 DateDesc1| DCUTDESC ARSI A BIREESIE J NIENONE

XYZ TS 1 NARMS R4 H 3

XYZ TS 1 STOPRULE i Ll NONE

XYZ TS 1 LENGTH THRIEYIRIG K P3M ISO 8601
NCT123456(ClinicalTrials.

XYZ TS 1 REGID SIS NCT 123456789 789 GOV

® XYZ TS 2 REGID EMRES XXYYZZ456

_ . i XYZ TS 1 ADAPT SEIVAES 4 N 020-11-06
. XYZ TS 1 SSTDTC iknbin =L 2009-03-11

o m XYZ TS 1 SENDTC Btk EE i ISO 8601

: XYZ TS 1 ACTSUB SEEHENE 304

- XYZ TS 1 FCNTRY | itxIfsRdubER United States of America USA ISO 3166

cdisc 2
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