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IN—31.08/8—23 20D E S

Summary P
Type |#IIL—ILE#H (X5 %1 | Reject/Error (Total)

FT AR BN 116 0/48 (48)
SDTM | 441 IL—ILEE |39 0/7 (7)

JL—ILHEIER |4 0/0 (0)

FTFRIE N 16 1/11 (12)
ADaM | 251 JL—ILZEE |16 8/5 (13)

JL—ILEIBR |1 0/0 (0)

ESpSREN 34 1/19 (20)
Define | 139 IL—IVERE |27 3/13 (16)

JL—ILEIBR |3 0/3 (3)
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Casel: SDTM
FDARRH FA(20165F)EFT—4 @ nE

> IN—=D3L20TEMEGEST2/\T—2aV L—ILD &, FT=7EError A
mHEhi=

RULE ID MESSAGE
SD1121 Neither AGE nor AGETXT values are populated
SD1238 —RFTDTC is populated when ——TPTREF is not populated
SD1249 'EXDOSE does not equal 0 when EXTRT = 'PLACEBO’
SD1256 DTHFL does not equal 'Y’ when DS.DSDECOD = 'DEATH’

_ I roe==R /1]
OB FT7— 22X CErrorDIEBHZERAL ., T—2DIEEIXTT
niEh 1=
mEEEIE
OError(C DWW TCTHDEBEERILErorDIBHEFICKVELD A, T—
ADEBENBREITESGEITHEA THIC A EZSHIRETT

HEMEFELL 10



Case2: SDTM
IN—3 2 0CEFREMNMSN =\ T—230)L di:ﬁt&%

> BELTHOMEIZ"OTHER”, “MULTIPLE” A& S TLVD B S I ZError
S

RULE ID MESSAGE
SD1272 | ——TESTCD equals 'OTHER’
SD1273 —TRT equals 'OTHER’
SD1274 | —TERM equals 'OTHER’
SD1275 | —TESTCD equals 'MULTIPLE’
SD1276 | —TRT equals 'MULTIPLE’
SD1277 | —TERM equals 'MULTIPLE’
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> FIvIORMBRERDEREICKY., /N\—2a 1. 0TRESN TNV ENS=T
— A3 TRejectHNFELELT-

RULE ID MESSAGE DOMAIN
ADO0005 *FL value is not Y, N or null | ADSL = ALL
ADO0033 *RFL value is not Y or null
ADO0034 *PFL value is not Y or null
ADO0035 *RFN value is not 1 or null
ADO0036 *PFN value is not 1 or null
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Case4: ADaM
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> ADaM.ADAEIZSDTM.AED £ L a—KFAEIMEN TLVE LSS OKey T
HT1 1A ERNTUWELMEEIZLL T DErorhMfEH S T=
RULE ID MESSAGE

AD0253 Record key from SDTM AE is not traceable to ADaM
ADAE (not enough ADAE recs)
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Caseb: Analysis Results Metadatah\fREEX R &L >

== THRHESN SR REME D 3 Slssue (Define—xml)_, ...

> ARMMFREE &R &75>1-FE TDD0000 (ARM metadata included) A3%i<
Y, ARMOD P TOHASBEINTWN=I7AILIZ®T 5. DD0078(
Document ‘LF.xxx’ is not referenced) W75, — A TLLT®D
IssueDNBHEINBZEHLHS

RULE ID MESSAGE Severity/ R%
DD0015 Referenced Document is missing Error / BXfFIL—IL
DDO0078 Document <document> is not referenced Warning /BXfE/L—IL
DD0093 Improper use of ParameterOID Warning / ¥t JL—IL
DD0094 Missing required def:CommentQOID Error / FTRRIL—IL
DDO117 Incomplete Documentation for Analysis Results Metadata Error / 31 RIL—IL
ODO0046 Referenced ItemDef is missing Error / BX7F
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