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SDTM®Error (8%11144E) ODIDBOIEED
(EEHER (LEAISALL BIRGIET)

RULE COUNT
ID

SD2239 Inconsistent value for -- TPT 20

SD1212 STRESN does not equal --STRESC 12

SD1206 EXSTDTC date is after RFXENDTC 7

SD0035 Missing value for -- DOSU, when -- DOSE, -- DOSTXT or -- DOSTOT is 6
provided

CT2001 <Variable Name> value not found in '<Codelist Name>' non- 5

extensible codelist

CT2003 <Variable Name> and <DecodedVariable Name> values do not have 5
the same Code in CDISC CT

SD0036 Missing value for -- STRESC, when -- ORRES is provided 5
SD1207 EXENDTC date is after RFXENDTC 5
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SDTM®DError (2#1144E) OROFT—4
vy MBOIEEDEER (LEAfI1041)

S

LB 18
EX 16
TS 12
PP 9
CM 8
VS 8
PC 6
AE 5
CO 5
DM 5
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SDTM®DError (38%X1144E) DIRBAICHTBHE
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ADaM®Error (#%#%13118) OIDSBOIEED
(EEHER (LEAMISALL BIRMIET)

RULE COUN
ID Ll

ADO0047 Required variable is not present 26

AD0198 Neither AVAL nor AVALC are present in dataset 20

AD0154 Multiple baseline records exist for a unique USUBJID, PARAMCD, 7
BASETYPE

AD0196 Required Variable value is null 6
ADO0O059 *TM is not a numeric variable 4
AD0161 AWU is populated but both AWLO and AHWTI are not populated 4

4

ADO0172 Subject is on treatment (ONTRTFL), but analysis date (ADT) is after
treatment end date (ADSL.TRTEDT)

CT2001 Variable value not found in non-extensible codelist 4
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define®Error (#8#133{E) DIDBDHEED
(EEHER (LEAISALL BIRGIET)

RULE COUN
ID Ll

DDO0039 Variable is in wrong order within Dataset <dataset> 12
DD0032 Missing NCI Code for Term in Codelist <codelist>
DD0033 Unknown NCI Code value for Codelist <codelist>
DD0074 Variable/Value Level Origin Type mismatch
DD0031 Missing NCI Code for Codelist <codelist>
DDO0055 Invalid Class value

DD0059 Define.xml/CDISC dataset Description mismatch
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Rule ID

Message

CJUG AP

SD2239 :
Inconsistent value for — TPT

Team

Description Planned Time Point Name (--TPT) value must be
consistent for all records with same Subject (USUBJID)
and Assessment Date/Time (--DTC).

FIEE v [EUBK(--DTC) TESIEEDAIE
v BRZIXEL TOROVD T =TI TULVRL

ZOfh v FAAAIZSERCHELBVED R T

VSTPTNUM_ VSTPT | VSELTM VSTPTIREF VSRFIDIC VSDIC
1 30MIN | PT30M DOSE ADMINISTRATION 2006-08-01T08&:00 2006-08-01T08:30
2 60 MIN | PTIH DOSE ADMINISTRATION 2006-08-01T08:00 2006-08-01T09:01
3 90 MIN | PTIH30M | DOSE ADMINISTRATION 2006-08-01T08:00 2006-08-01T09:32

14




phuse QI Uuq AQ@N‘ T%F‘

Rule ID SD1212:

Message --STRESN does not equal —STRESC

Description Standardized Result in Numeric Format (--STRESN)
variable value should be equal Standardized Result in
Character Format (--STRESC) variable value, when
Standardized Result in Character Format (--STRESC)
variable value represents a numeric value.

FRIEH v IEE

1.--STRESCIC(Z. FL.&OTABEZAZIAL TWL\BIs

2. XPTOIA—=XYMNIHEKXITBIT— LBSTRESC | LBSTRESN
60.0 60.0

MODERATE
12.1 12.1
TRACE

1+

BLQ

33,5 33.8




Rule ID

Message
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CT2001 :<Variable Name> value not
found in '<Codelist Name>' non-
extensible codelist

Description  Variable must be populated with terms from its CDISC
controlled terminology codelist. New terms cannot be
added into non-extensible codelists.

FRIER v CRFCCTCRWLWI— RTHIE =N TLEFRO>TLD

v BIrTCZO0— RHMMEHODNTLSD
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Rule ID
Message

Description

CJUG ADaM Team

SD1206 :
EXSTDTC date is after RFXENDTC
SD1207 :
EXENDTC date is after RFXENDTC

Start Date/Time of Treatment (EXSTDTC) variable
value must be less than or equal to Date/Time of Last
Study Treatment (RFXENDTC).

End Date/Time of Treatment (EXENDTC) variable value
must be less than or equal to Date/Time of Last Study
Treatment (RFXENDTC).

TR

v #2385 H(EXSTDTC or EXENDTC)MEXDOSE=0Td
D

(REZ RV eSS HDOBZRFXENDTCICHSHI L TN

DT —X)
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Rule ID
Message

CJUG ADaM Team

SD0035 : Missing value for --DOSU, when

--DOSE, --DOSTXT or --DOSTOT is
provided

Description Dose Units (--DOSU) must be populated, when Dose
per Administration (--DOSE), Dose Description (--
DOSTXT) or Total Daily Dose (--DOSTQOT) is provided.
FRIEA v BENRVEH

v CRFCEAIZUINEL TLVRL
v B{iI(XECDOSTXT(Dose Description)ICANTL\S
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Rule ID SD0036 : Missing value for --STRESC,

Message when --ORRES is provided

Description  Character Result/Finding in Std Units (--STRESC) must
be populated, when Result or Finding in Original Units
(--ORRES) is provided.

TR v (BEHREDRVREDERT)BH TSN oI

LBORRES LBSTRESC
30 3.0
398
350 350

19
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Rule ID ADO0047 : Required variable is not present

Message ADO0198 : Neither AVAL nor AVALC are
present in dataset

Description  Variables described in ADaM as Required must be
included in the dataset.

At least one analysis value (numeric or character)
must be present in BDS.

FHIEH v BDSF—41twh T3\ (OCCDS/OTHER) . BDS F—4
Y N SN THAIS—

20
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Rule ID ADO0196 : Required Variable value is null

Message

Description Unlike SDTM, only some of ADaM Required variables
(where Core attribute is 'Req') must be populated.
CDISC ADaM rules affirm that PARAM and PARAMCD
must be populated, while others are populated as
appropriate. Known Exceptions:
TRTP, TRTxxP,AGE,AGEU,RACE,SUBJID,AESER.

F IR v' Screen failure®s—XT. SDTM IGTIZRKFDADTCGIC
#EDTLVBMTARM,ARMCDZ 2t T —
v AISHOEBRTI—F 1 I TETWVEaC
(AEBODSYS,AEDECOD)
AETERM AEDECOD AEBODSYS
NAUSEA Nausea Gastrointestinal disorders
VOMITING Vomiting Gastrointestinal disorders
[HEADACHE ] 21
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Rule ID ADOO059 : *TM is not a nhumeric variable

Message

Description  The SAS TYPE for this variable does not equal Num.

EREE SDTMIGTRXFELBOTLBD TR
PCELTM :
PT24H PCELTM | S ]
PT24H Planned Elapsed Time from
PTISM Time Point Ref

22
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Rule ID ADO0172 :
Message Subject is on treatment (ONTRTFL), but

analysis date (ADT) iIs after treatment end
date (ADSL.TRTEDT)

Description  If ONTRTFL =Y then TRTSDT <=ADT <= TRTEDT
should be true (analysis must be between start and
end range). Ensure subject exists in both files.

FHRIER FEATETEIZ TON TreatmentDEEZ =I5 H
(TRTEDT)+ xxEZEULUTWBIESD

23



Rule ID
Message

CJUG ADaM Team

DDO0039 : Variable is in wrong order

within Dataset <dataset>

Description

Order of variables must follow the order specified by
CDISC standard. See section 4.1.1.4 of the SDTM-IG
for variable ordering requirements for the SDTM or
section 3 of the ADaM-IG for information about
variable ordering for ADaM datasets.

TR

v False Positive CTHH TUL\BT — A1)

PMDA Validation Rules Version 2.0 TIZHIBRESNTLBIL—IL T

24
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b

(V) BER LA THLTLLZORBAZRD /2 L—1
(DT, BRRRER T — 2 DOE OB, R OFBRIZOWTHLIRF A Z RO L5603 5.

Q1-23 FEHAEE 2 (4) AITHASE AEEDN AR FTEER Error {2+ F —al b — Vi A4 540
SRR AT — S AR TRFTE B 5 FUET e 8 4 5 00 SR SR80 o0 | ORI 8T G F- 7 — S/ Lt
FHEREEHE O TEA7—# D CDISC @A MBI A1 8 MIC R AT 288, HESIIHVET D,

A: (EIEDAAREZR Error [TFH Y4 353 F — L au b— ViR ICBIL T, PMDA i, FHEE OBIHANEIC
B DWTHFEARFCF N T DT ~ DB OREZRFTL CWET, #ilA X, [CRF CIESNZLBIT —
BEFGRALTZ 10T (FRERE M) AT I Z S B L 72\ VoD AE IR T DA | Do 7 fEfll Tl Hkile 7 — 4
OARPPHR TE T, FARFOT — 2R HIZ BRSO E OB CEERE A, LIzhi> T, 2T —
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26



/7~ \ o
Rhuse CJUG APaf Tear

EDSLORERIANTHEVD ?

-SD1212 : --STRESN does not equal —STRESC
BIFROBDELA T DL IR Z A REREA TOREZIITH -

v'--STRESCIC(E. ROTIEZIZFNLTNDLH
VXPTDIA—NYDMCEERITHIS—

v'Pinnacle21(c[&--STRESNDBENEFDHIENDFIV)
[CHIBRD B BT

etc.

27
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« DD0039 : Variable is in wrong order within
Dataset <dataset>

H1. TERY

ERABRHIN-ER

SVEAAL DDEBMDIRFH. Pinnacle21 Community V213D A2 T—RICTRESATVWASVEAS DOEHRDOIEFERL S,
<Pinnacle21 Community V2.1.30D & E >

..., VISIT, VISITDY, SVSTDTC, (TAETORD,) SVENDTC, EPOCH, ...

XHvA(RREARBRTEALTLWEVER

<KHABOSVEAAL >

..., VISIT, VISITDY, EPOCH, SVSTDTC, SVENDTC, ...

BIE LG LR -

KRBOSVE AL VI, SDTMVIADLTORIZE T SIEFICERLTNS=8,
+ [Table 2.2.5: All Observation Classes — Timing Variables] (2 LT, VISIT, VISITDY, EPOCH, --STDTC, --ENDTCOIEF TR AT\ S
+ [Table 2.2.9: Subject Visits — One Record per Subject Visit, per Subject] I1ZFLVT. VISIT, VISITDY, SVSTDTC,

SVENDTCOIEFF TR EhTILVD

| IGICHE T35, I

H512.5 55895451 HBRRERE DI

Bu?
SDTM IGICHED TUL\BDT. MIBERWLEHIRTL
1z

28
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«CT2001 :<Variable Name> value not found in
'<Codelist Name>' non-extensible codelist

5 : #i5EJ— RFIBABIDZEETHBH, "XXXX" DEEHBH
'5"XXXX"’& SEUT

DVOUT value not found in 'Outcome of Event' non-extensible codelist /
Outcome of Event (OUT) @ 3 — F 1J 2 k14, non-extensible codelistTd9 7, Protocol

Violations®Qutcome & L T, CRFICLUTOTF—2%#WELTWAZ &N L, Enoré LTIEEHEhTWE T, HEBETH A4 ICETWT
, Outcome of Event (OUT) ICLITOTF—XZEBMLTWA®, MEALWEFIETL X L 7=,

- APPROVED TO CONTINUE
- ACKNOWLEDGED, NO ACTION TAKEN. SUBJECT PARTICIPATION COMPLETED

- PARTICIPATION TERMINATED

L2 —5—45712ECSR

(SEODNTULDIZELD
LT IRENMHELL
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- Pinnacle21 OJA-SAZSBLLEVES

51 . Pinncale21 D)\ THzEEZBND

Pinnacle Forum (posted on November 19, 2018
https://www.pinnacle21. com/forum/ct2001-

sustript-value-not-found-relation-reference-
period-strtpt-non-extensible-codelist

B2, NEEFDIS—THSD

JIR=UIIL TS
b~ 26BN
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» OngoingM:iE& T3, ZFLCDISCHISMIEA TS —F3 T,
UBS —F —HDERER T T —FRIICEL T, ECET
CDISCICEEHLI DINIRIEZ ALK Z T, BREETHDEEZ X T
LD
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