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Study Data Validation Rules

Study data validation helps to ensure that the
study data are compliant, useful, and will

support meaningful review and analysis
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Study Data Validation Rules
cdisc

https://www.cdisc.org/standards/foundational/sdtmig
SDTM Implementation Guide v3.2/SDTM v1.4

4.1.1.5 CDISC Core Variables

The concept of core variable 1s used both as a measure of compliance. and to provide general guidance to sponsors.
Three categories of variables are specified in the “Core™ column in the domain models:

¢ A Required variable is any variable that is basic to the identification of a data record (i.e.. essential key
variables and a topic variable) or is necessary to make the record meaningful. Required variables must always
be included in the dataset and cannot be null for any record.

SDTMIG Conformance Rules (including a user guide)

Rule ID Class Domain ‘Variable Rule Condition Guide Section ltem Cited Guidance G Batc |Program
Version [h D [mable

o
4
4

- - - - - - - |z - - -

CGon14 ALL ALL GEN “/ariable present in dataset Wariable Core Status = IGv3.2 4115 Required variables must always be included in the dataset 32| 1.00 h i
and “= null Required and cannot be null for any record.
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Study Data Validation Rules

FIOA

https://www.fda.qgov/Forindustry/DataStandards/StudyDataStandards/def
ault.htm

FDA Study Data Technical Conformance Guide

. Whenever —-DTC, —S5TDTC or —EWNDTC, which have the role of timing
warizbles, are included in 3 genersl observation class domain, the matching Smdy
Day variables (—DY, —-5TDY, or —ENDY, respectvely) should be included. For
example. in moest Findings domains, —DTC is Expected, which means that --D7Y
should also be included Inthe SDTM Subject Visits domain, SVSTDTC is
Pequired and SWVENDTC is Expected; therefore, both SVESTDY and SWVENDY
should be included.

FDA Business Rules

FDA Business Rule ID FDA Business Rule

FDABDI b Collection Studv Dav should be populated when Date/Time of Collection is available.

FDA Validator.Rules

FDA Business FDA Business Rule FDA Validator Rule i e ) )

omains
Rule ID 3.1.2 313 3.2 3.0
. . FDABO1G Collection Study Day should be populated when Date/Time |Collection Study Day (—DY) variable should be included into dataset, when  |INTERVENTIONS, X X X X
of Collection is available. Collection Study Date/Time (--DTC) variable is present. EVENTS, FINDINGS,

11
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Study Data Validation Rules

http://www.pmda.qgo.jp/english/review-services/reviews/advanced-

efforts/0002.html

Technical Conformance Guide on Electronic Study Data

Submissions
[f the dataset contains --DTC. --STDTC. and --ENDTC wvarnables. the

corresponding Study Day variables (--DY, --STDY. and --ENDY)

PMDA Study Data Validation Rules

PMDA PMDA
RULE ID MESSAGE DESCRIPTION DOMAINS Severity 31.2(3.1.3) 3.2 NOTES
SD1083 |Missing —-DY variable, when —-DOTC |Collection Study Day (-DY) variable should be included into dataset, when INTERVE [Warning | X X X
variable is present Collection Study Date/Time (—-DTC) variable is present. MTIONS,
EVENTS,
FINDINGS
. CO, SE,

EEN
EEN
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Number of SDTM IG 3.2 rules
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Pinnacle 21 Validator

= 2 applications:

PINNACLEZ COMMUNITY

= Rules developped in the tool

. PRODUCTS ~ SERVICES ~ COMMUNITY ~
DEFINE-XML

SDTM SEMD ADAM
|sd1083 ALL | FDA | PMDA

FDA PMDA
Rule ID* Publisher ID Message Description i . 3.1.2 3.1.3 3.2 Notes
Severity Severity
Missing --DY
Variam’; hen Collection Study Day (—DY) variable should be included
SD1083 FDABO16 oTC v:ariab-le ic into dataset, when Collection Study Date/Time (—DTC) Warning Warning X X X
variable is present.
present
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Pinnacle 21 Community - Validation of
the version 2.1.3 (PMDA)/2.2.0(FDA)

Rules in PINNACLE 21 Validator- SDTM IG 3.2
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Pinnacle 21 Community
Validation of the version 2.1.3 (PIVIDA)

= Results of the validation- dummy data created
for each rule present in the tool

SDTMIG 3.2 Rules (PMDA)

M on-com pliant

B Compliant
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Pinnacle 21 Community
Validation of the version 2.1.3 (PMDA

= Categories of non-compliant rules

— Not checked for a specific class:
For example: SD0022 not checked for the Events class

PMDA
Rule ID* PublisherID m D ipti 3.1.2 3.1.3 3.2 Not
ule ublisher essage escription Severity severity otes

One Start Time-Point variable is expected to be populated
when an event or intervention occurred. (E.q., Start
Date/Time of Event or Intervention (-—-STDTC), or Start

Missing Start Time-
9 Relative to Reference Period (—-STRF), or Start Relative Warning Warning X X X

SD0022 FDABO38

Point value i o
to Reference Period (—STRTPT) should not be missing,
or Occurrence (--OCCUR) = 'N' or Completion Status
(—STAT)I="")
RULE | MESSAGE DESCRIPTION DOMAINS PMDA 1345|3142 3
E] - - -] Severy -| 17| FT |
sbhoo22 Missing Start Time-Point value One of Start Time-Point variables values is expected to be populated when an event|{INTERVENTIONS,  |Warning X X X
an intervention occurred. (E.g., one of Start Date/Time of Event or Intervention (—~  |EVENTS

STDTC), Start Relative to Reference Period (-STRF), and Start Relative to
Reference Period (-STRTPT) variables values should not be missing, or
Occurrence (—OCCUR) variable value should be "N').

1 1
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Pinnacle 21 Community
Validation of the version 2.1.3 (PMDA)

= Categories of non-compliant rules

— Not checked for a specific domain:
For example: SD0049 not checked for the domains DD, DS, EC,
HO, IS, MI, MO, PR, RP, SR, SS

PMDA

FDA
Rule ID* PublisherID Message Description . . 3.1.2 3.1.3 3.2
Severity Severity
Missing value for ) )
STTPT. when Start Reference Time Point (—-STTPT) must not be NULL,
500049 FDABO 44 STRTF;T ic when Start Relative to Reference Time Point (—STRTPT) Warning Warning X X X
is provided.
populated
PMDA
RULE ID MESSAGE DESCRIFTION DOMAINS . 317|312 32
T - Severity - - -
SDo049 Missing value for —-STTPT, when -STRTPT is Start Reference Time Point (-STTPT) must not be NULL, when Start Relative to INTERVENTIONS,  [Warning X X X
populated Reference Time Point (-STRTPT) is provided. EVENTS,
FINDINGS, SE, SV

EEE
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Cat ' f liant rul
Not checked for a specific variable:
(]
FDA PMDA
Rule ID* PublisherID Message Description ) . 3.1.2 3.1.8 3.2
Severlw SEVEFIW
MULL value in
FDABO2T, . Required variables (where Core afttribute is 'Req") cannot ; ; ;
SDoo0z2 variable marked as Error X X X
CG0014 ) be NULL for any records.
REC]UII'E'U :
PMDA
RULE ID MESSAGE DESCRIPTION DOMAINS . 312|312 3.2
b - - Severity ~ - -
spboooz2 MULL value in variable marked as Required Required variables (where Core attribute is ‘Req’) cannot be NULL for any records.  |ALL Reject * X X
Rule ID Class Domain Variable Rule Condition Guide Section tem Cited Guidance G Batc |Program |Programmable Flag FDA Rule 1D
Version |h 1D [mable [Comment (v 1.0)
i d - - - - - - - - s |~| |~ = = =
CGo014 ALL ALL GEN Variable present in dataset ‘fariable Core Status = IGv32 4115 Required variables must always be included in the dataset 3.2(1.00 Y FDALCO1T,
and *= null Required and cannot be null for any record. FDACO18
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Pinnacle 21 Community
Validation of the version 2.1.3 (PMDA)

= Categories of non-compliant rules

— Rule not checked:
For example: SD1045

FDA PMDA
Rule ID* PublisherID Message Description | . 3.1.2 3.1.3 3.2
Severity Severity
Inconsistent values  I/E Criterion Original Result (IEORRES) must equal "Y',
SD1045 CG0174a for when Inclusion/Exclusion Category (IECAT) is Error Error X X X
IEORRES/IECAT 'EXCLUSION'.
PMDA
RULE ID MESSAGE DESCRIPTION DOMAINS . 312|312 | 3.2
T - - ~| Severity ~ - - -
SD1045 Inconsistent values for IEORRES/IECAT I/E Criterion Original Result (IEORRES) must equal ", when Inclusion/Exclusion  |IE Error X X *
Category (IECAT) is 'EXCLUSION'.
RuleD  |Class  |Domain Variable  |Rule Condition Guide Section  [tem Cited Guidance [ Batc |Program|Programmable Flag ~ |FDA Rule ID
Version [h D |mable  |Comment v 1.0)
fLd - - - - - - - - vle (~| |+ - - -
CGO175  |FND E [EORRES |EORRES ="V [ECAT = EXCLUSION IGviz 63 Assumption | The intent of the domain model is to collect response to only 3z2[1.00] ¥ FDAC095
2 those criteria that the subject did not meet, and not the
responses to all criteria.

1 1
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Pinnacle 21 Community
Validation of the version 2.2.0 (FDA)

= Results of the validation- dummy data created
for each rule present in the tool

SDTMIG 3.2 Rules (FDA)
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Pinnacle 21 Community
Validation of the version 2.2.0 (FDA

= Categories of non-compliant rules
— Not checked for a specific class:

For example: SD0012 not checked for the Findings class

Rule ID *

FDA PMDA
Publisher ID Message Description . . 3.1.2 3.1.3 3.2
Severity Severity
STDY is after Study Day of Start of Event, Exposure or Observation
sSDo012 FDABO34 ENDY (—-STDY) must be less or equal to Study Day of End of Error Error X X X
Event, Exposure or Observation (--ENDY).
PMDA
RULE ID MESSAGE DESCRIPTION DOMAINS . 312312 3.2
T - - - Se'ven[] - - - -
S00012 -STDY is after -ENDY Study Day of Start of Event, Exposure or Observation (—-STDY) must be less or INTERVENTIONS,  |Error X
equal to Study Day of End of Event, Exposure or Observation (-ENDY).

EVENTS, FINDINGS

FDA Business

Rule ID
FDABDS4

FDA Business Rule

FDA Validator Rule Domains ) ]
312 313 3.2 3.0
Study Start and End Dates must be submitted and complete. |End Date/Time of Treatment (EXENDTC) should be less than or equal tothe  |[EX X X X X
Start Date/Time of the |latest Disposition Event (DSSTDTC).
Study Day of Start of Event, Exposure or Observation (~STDY) must be less or |INTERVENTIONS, ‘ X X ‘ X ‘ X
. . 0 equal to Study Day of End of Event, Exposure or Observation (—ENDY). EVEMTS, FINDINGS
11
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Categories of non-compliant rules

Not checked for a specific domain:
For example: SD0O032 not checked for the domain DS

- . FDA PMDA
Rule ID Publisher ID Message Description _ _ 3.1.2 3.1.3 3.2
Severity Severity
Missing value for
TF'T?\fhen Planned Time Point Name (—TPT) should not be NULL,
sSDo032 CG0091 TF'TlN;UI"l ic when Planned Time Point Number (—TPTNUM) is Wwarning Warning X X X
! ' opulated.
provided Pop
PMDA
RULE 1D MESSAGE DESCRIPTION DOMAINS . 3172 31| 3.2
T - - ~| Severity ~ - - -
500032 Missing value for —TPT, when —TPTHNUM is Planned Time Point Name (—-TPT) should not be NULL, when Planned Time Point  [INTERVENTIONS,  [Warning X X X
pravided Number (-TPTNUM) is populated. EVENTS,
FINDINGS, CO
Rule ID Class Domain Variable Rule Condition Guide Section ltem Cited Guidance le} Batc |Program | Programmable Flag FDA Rule ID
Version |h ID |mable  |Comment (v 1.0)
1T - - - - - - - - HEE = =

CG00%1 ALL ALL -TPT —TPT present in dataset —TPTNUM present in dataset |Modelv1.4 |2.2.5 Timing | Specification |(—TPT) Text description of time when a measurement or 3.2)1.00 i FDAC123
ariables obzervation should be taken as defined in the protocol. This
for All may be represented as an elapsed time relative to a ficed
Classes reference point, such as time of last dose. See —TPTNUM

and —TPTREF.
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Categories of non-compliant rules

Not checked correctly:
For example:CT2004

Rule ID*  Publisher ID Message Description FDA ! FMDA_ 3.1.2 2.1.3 3.2 Notes
Severity Severity
:;andb:i :Zl:e ot Variable must be populated with terms from its CDISC
Wi
CT2004  CGO021 extensible codelist O 0ed terminology codelist, when ffs value leve! Error Reject X X X s
condition is met. New terms cannot be added into non-
when value-level . :
B e extensible codelists.
RULE ID MESSAGE DESCRIPTION DOMAINS PMD%\ 312312 32 PMDA NOTES
T - - ~| Severity ~ - - - -
CT2004 «<Variable Name> value not found in "<Codelist  [Variable must be populated with terms from its CDISC controlled terminology Qs, T8 Reject X X X |Violation of CT2004 for the following variable/codelist
Name>" non-extensible codelist codelist, when its value level condition is met. New terms cannot be added into non pairs will be considered part of Rejection criteria. All
extensible codelists. others will be considered Errors.
=<Variable Mame (Codelist Name)=
TSVAL when TSPARMCD value is SEXPOP
(SEXPOP)
TSVAL when TSPARMCD value is ADDON (NY)
TSVAL when TSPARMCD value is RANDOM (NY)
Rule ID Class Domain “ariable Rule Condition Guide Section tkem Cited Guidance IG Batc [Program
Version [h D |mable
iT - - - - - - - - g |- -
CGO021 ALL ALL GEN “alue in associated codelist  |Variable associated with G v3.2 322 Specification |Conformance with the SOTMIG Domain Models is minimally 32| 1.00 b
or "OTHER" extensible codelist and the 41271 indicated by following SOTM-specified controlled
use of value 'OTHER' iz terminology and format guidelines for variables, when
appropriate to the data being provided
represented
When the CRF includes a list of values for a qualifier field
that includes "Other” and the "0Other” is supplemented with
a "Specify” free text field,
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Pinnacle 21 Community Y=
Validation of the version 3.0 (FDA)

" Change log from version 2.2.0- SDTM rules:

— Added 142 rules from CDISC and FDA in SDTM-IG
3.2

— Fix algorithms for 28 rules

GUF CDISC 2019
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New Constraint: Auto-updates

— Controlled Terminology and Dictionary Updates

Updates for CTs, UNIl and NDF-RT (MED-RT not yet implemented in
the application) - will automatically be available for you to choose in
the dropdown selection within 5 business days of publication.

Validation Engine Updates

Patch - bug fixes and cosmetic refinements (up to once per month)
and New rules and standards (up to twice per year) - will be
automatically downloaded and available for you to select in the
Engine dropdown Engine FDA (1903.1)

Application Updates

will be automatically updated when a new version is available

=> Impact analysis of all updates
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Pinnacle 21 Community
Validation of the version 3.0 (FDA)"
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Pinnacle 21 Community =
Validation of the version 3.0 (FDA)"

= Results of the validation- dummy data created
for each rule present in the tool — Rules

already present in the version 2.2.0
SDTMIG 3.2 Rules (FDA)

Mon-com pliant

B Compliant
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Conclusion

= Difficulties to validate the rules:
— Some of the rules are not clear

— You can't see how the rules were implemented in
the software
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EEE
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Validation of the New rules in Pinnacle 3.0

Development of the non-conformant rules to
validate the database and insert the issues
reports in the csdrg

Question: Difference between rules in
Pinnacle 21 Community and in Pinnacle 21
Enterprise?
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