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Background

Griunenthal (GRT) is currently outsourcing SDTM creation!

We need to check the quality of the SDTM data!
Adherence to Controlled terminology (CT) is one important aspect!
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How to check CT

Manual checks?

NO!!

- Too time-consuming
- Too error-prone
- Too boring

We need some automated solution!
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But how?

Use PINNACLE 21 Community?

Good to check OPEN CDISC rules!
CDISC SDTM 3.1.2 Validation Rules

The following is a listing of CDISC SDTM version 3.1.2 validation rules supported by OpenCDISC Validator. The st includes ;
SDTM Validation Specification v.1, CDISC controlled terminology rules, and additional rules defined by the OpenCDISC comy

Domain Category Type WebSDM ID

Rule

D Message Description of Rule
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but how do we address GRT terminology or specific study terminology?

We need a GRT solution!
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The plan

— )~  Rules 2’\' i

Metadata

>

S

Technical implementation of checks
Apply metadata to STDM or ADaM data
Derive violations

Reporting pr—
Show CT violations
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1. Metadata generation



Metadata generation from the Excel file containing rules

Variable level (example)

GRT Standard Domains Requirements
Required/
_ Expected Controlled
. . - CDISC Notes (for domaing) terms
TrneT e TR Description (for General [empty=HNo, FE Type | Length
. Prefix Name Label H [Required! ply=ro, length) | TP g
Ma I n Classes) Expected! otherwise source
—Qu 1 = ¥ | Notuse| ¥ T A A A
— LB LBMRIND Reference 1. Indicates where the value  |Expected RLand SOTAL_[Char 20 [Char 2001
. . Range falls with respect to reference RTO0083 (NRIND |
Mapplng LISt Indicator range defined by LEORMRLO | Cr87 30 (NRIND)
GRT Controlled Terminology SDTM Controlled Terminology
; Codelist ] Codelist CDISC
Code | COUeISt | ¢ tensible | Codelist Name | GRT Submission Value GRT Synonym(s) Code Codelist | 0 heible | Codelist Name Submission
Code T Code
h ~ | (YesiN¢ - - - h - ~| (Yes/Mo] ~ - Value -
GRTO0083 |GRTO0083 |No NRIND NRIMND eference Range ] CTE8736 Yes Reference Range |NRIND
Indicator s Indicator
COdeIiStS C73802 C79736 Reference Range [ABNORMAL
LUUCTIIolLO GO0D183 |GRTO0083 NRIND AL Alert Low Indicator
STy GO000184 [GRTOO0E3 MRIND AH Alert High C78800 CT8736 Reference Range |HIGH
Code List G000185 |GRT00083 MRIND SC Sponsor Alert Low Indicator
G0007186 |GRTO0DE: NRIND SH Sponsor Alert High C7ssdl  |C78736 Eifl‘;;"{grce Range |LOW
GO00167 |GRTO0083 NRIND EL Exclusionary Low C7a727  |G7aia6 Reference Range |NORMAL
GO00168 |GRT00083 NRIND EH Exclusionary High Indicator

Value level (examples)

Codelist |Condition

valid only for CMCAT=

CMSCAT  |"PROTOCOL SPECIFIED MEDICATION"

valid only for CMCAT=

"GEMERAL MOMN-PHARMACOLOGICAL MODALITIES" and "PROTOCOL SPECIFIED NON-PHARMACOLOGICAL MODALITIES"

CMSCAT
chvscaT  [Valid only for DSCAT="DISPOSITION EVENT"
DSSCAT Valid only for DSCAT="0THER EVENT"
pspecoD  |Valid only for DSCAT="PROTOCOL MILESTOMNE"
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Technical Implementation with SAS: The parameters

Input dataset(s)
H'Hﬁ
==== Metadata

Process

Vg = N
= Report results
| ]
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Location of the data

Name of the data sets (or _all )
Location and name of Metadata
Location and name of report file

Type of data (SDTM, ADaM)
Output options
Selection of data and checks
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2. Technical Implemetation: Example



Technical Implementation: Data input

Input dataset(s) ===y

| Code List
Metadata

| ae

| Mapping List

-+

v

Process | Selected Mapping List

Report results
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Technical Implementation: Intersection of two lists of values

ae

#

— o — —
P e S LD 00 = LA P GO D -

— b — —
== - NI Y

GRUNENTHAL

Variable Tyvpe Len
STUDY ID Char 200
DOMA TN Char 200
USUBJ ID Char 200
AESEN Hum 8
AESP 1D Char 200
AETERH Char 200
AEMOD IFY Char 200
AEDECOD Char 200
AEBODSYS Char 200
AESEV Char 200
AESER Char 200
AEACH Char 200
AEACHOTH Char 200
AEREL Char 200
AEPATT Char 200
AEOUT Char 200
AESTDTC Char 200
AEENDTC Char 200

Selected Mapping List

Automised SDTM Controlled Terminology Checks.pptx

Mapping List

GRT standard Domains Requirements

10MAY2016

Required/
Expected Controlled
Domain Variable Variable terms
Prefix Name Label [Required/ | [empty=No, otherwise
Expected! source of CT]
E DOMAIM Domain Required GRT and SDTM
Abbreviation GRT00211 (DOMAIN)
C66734 (DOMAIN)
E AEPRESP Pre-Specified |Expected SDTM
Adverse Event C66742 (NY)
E AESEV Severitylntensi|Required SDTM
ty C66769 (AESEV)
E AESER Serious Event |Expected SDTM
CE6742 (NY)
E AEACN Action Taken (Expected SDTM
with Study CE6767 (ACN)
E AEREL Causality Expected GRT
GRT00011 (AEREL)
E AEQUT Qutcome of Expected SDTM
Adverse Event C66768 (OUT)
E AECONTRT |Concomitant (Expected 50TM
or Additional C66742 (NY)
E AEENRF End Relative to|Expected SDTM
Reference C66728 (STENRF)
E AEEMRTPT End Relative to|Expected SDTM
Reference C66728 (STENRF)
Tima Pnint
E EPOCH Epoch Expected GRT
GRT00043 {EPOCH)
GRT Standard Domains Requirements
Required/
Expected Controlled
Domain Variable Variable terms
Prefix Name Label [Required! | [empty=Ho, otherwise
Expected/ source of CT]
AE DOMAIN Domain Required GRT and SDTM
Abbreviation GRT00211 (DOMAIN)
CE6734 (DOMAIN)
AE AESEV Severityintensi|Required SDTM
ty CB6769 (AESEV)
AE AESER Serious Event [Expected SDTM
CE6742 (NY)
[AE AEACHN Action Taken |Expected SDTM
with Study CG6767 (ACN)
AE AEREL Causality Expected GRT
GRT00011 (AEREL)
AE AECOUT Outcome of  [Expected SDTM
Adverse Event CBEE768 (OUT)

Page 11



Technical Implementation: Generation of results datasets

Input dataset(s)

| ae Euf’j:] Metadata | Code List

| Mapping List

| Selected Mapping List

Process

| Instructions

| Violations

Report results
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3. Application, Reporting and Conclusion



Application

Run cdw _check codelist.job x
Details: |Parameter SDOTM D10 #xkkdessddddbhdhhhhhhhhhohrdhhehhdhhhhdhhsn ked
allowed entries are11 * Job Driver Progream and Macro * =

1z ******************************************;

13 CDW CHECK CODELIST;

Parameters: 14 % CDW CODELIST;

15

Label 18 Fxdkdkdddddhddddhdhdh bbb h bk b h bbb bk bk ki h ke hk o

17 * Sync all needed files to the Workspace *;

I
Controlled -

1 Libnama DomaiE VariablaE term E Incorrect value |Z| aibleE Full comment E
2 |CDLIST EG EGSTRESC |[EGSTRESC 101 Number of repetitions: 2.
3 |CDLIST EG EGSTRESC |EGSTRESC 103 Number of repetitions: 2.
4 |CDLIST EG EGSTRESC |EGSTRESC 104 Number of repetitions: 2.
5 |CDLIST EG EGSTRESC EGSTRESC 107 values: STUDYID= XXXXKX, USUBJID= XOOMK-GERXOOX, VISITNUM= 3,

25 $GRT SASDD EXCEL LIBNAME;
26 $GRT SASDD EMATLNOTIFICATION;
27

23 *******************************************:
Z9 * Delete gll synced files in the Workspace#*;

T ARAAR AR AR AR AR R AR AR AR AR AR RRRRR IR R R R R Rk ke h ko Cancel

31 2GRT SASDD DELETEFILEINWORESPACE; &

@—0—@

SAS Job Excel Output
Programs/Macros
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Reporting

SAS Controlled Exten-
1 Libnama I}omaiE VariablaE term Incorrect value |z| aibleE Full comment |z|
2 |CDLIST EG EGSTRESC EGSTRESC 101 Number of repetitions: 2.
3 |CDLIST EG EGSTRESC EGSTRESC 103 Number of repetitions: 2.
4 |CDLIST EG EGSTRESC EGSTRESC 104 MNumber of repetitions: 2.
5 |CDLIST EG EGSTRESC EGSTRESC 107 values: STUDYID= 200000, USUBJID= X000 -GERXOCOX, VISITNUM= 3,
Controlled term. Violations |
Codelist Long Specific
1 CT{non-groupE CT decodelE‘ code EmnsiB descriptio code Possible values E‘ Value synonyms |E|
2 |[EGSTRESC EGSTRESC C71150 Yes ECG Result ci11088 15T DEGREE AV BELOCK Prolongation; Prolonged PR
3 |[EGSTRESC C71130 C71044 2:1 AV BLOCK 2:1 AV block
4 |[EGSTRESC C71150 CB2016 2ZND DEGREE AV BLOCK 2nd degree AV block
5 [EGSTRESC C71150 C111091 3RD DEGREE AV BLOCK complete (third-degree);
6 EGSTRESC C71150 C114165 50 Hz MOISE 50 Hz Adtifact; 50 Hz Moise
—I Controlled term. Overview r
number for Variable Value of

1| mapping~| poma/~| name Description of violation -tested Value of -test [*] T code~]

Multiple CT entries of —TEST for given Lupus Anticoagulant
2 |C102277 LB LBTESTCD entry of ~-TESTCD AFTTLAS Sensitive APTT CH5047

Multiple CT entries of —TEST for given Lupus Anticoagulant
3 |C102277 LE LETESTCD | entry of -TESTCD APPTLAS Sensitive APTT GRTOO024

Multiple CT entries of —TEST for given
4 |C28407 sC SCTESTCD | entry of ~-TESTCD NATORIG Mational Origin C74559

Multiple CT entries of —~TEST for given
5 |C28407 sSC SCTESTCD entry of -TESTCD NATORIGIN Mational Origin GRTO0151

CT Test vs Tested r
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Conclusion

Can be used within our Clinical Data Warehouse

ADaM or SDTM

Multiple studies can be checked simultaneously

Users can control and modify input metadata (sponsor or study specific codelists)
Scope is addressed via macro parameters

— All domains of current study
— Specific domains across various studies etc.
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Questions?

Any questions?
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Many thanks for your attention!

Frank Biedermann Guido Wendland

Technical Data Manager Principal Biostatistical Programmer
%4 241 2462 coniact

phone +49 241 569 246 phone +49 241 569 2065

mobil +49 151 12263220

. ) email Guido.Wendland runenthal.com
email frank.biedermann@grunenthal.com @q

Grinenthal GmbH
Zieglerstr. 6 « 52078 Aachen

wwWw.grunenthal.com
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