S S-CUBED




- Using SAS® Clinical Standards Toolkit

PRESENTER / Kirsten Walther Langendorf =~ DATE/11. Oct 2017




OUTLINE

Business Process
High-level SEND process

Creating Define.xml
Spec-driven

Data-driven

Value-level Metadata
Comparing define

Managing Standards
Controlled terminology
Models

Conclusion
Areas of improvement




High-level SEND business process

* SEND
Spec-driven xpt flles
Define.xml

,/ -

SEND studies

e Study conduct and data are outsurced
* Data agreements

e Sponsor must ensure consistency for submission

*  Master model
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Creating SEND define.xml

Spec-driven input:
* Provide specification for tables (domains) and columns (variables) in Excel
* Provide subset codelists in Excel

* Provide Value-level Matadata (VLMD), origin and comments/algorithms in Excel (optional)

Data-driven input:
* The xpt data files

* The Value-level Matadata (VLMD), origin and comments/algorithms in Excel (optional)




Spec-driven — model specification

B C D E F G H |
1 |table label class xmipath xmititle structure purpose keys comment
2 |BG Body Weight Gains Findings _ftransportbg. xpt Body Weight Gains SAS transport file One record per test per interval per subject Tabulation STUDYID USUBJID BGTESTCD EGDTC BGENDTC Body weight gain is the act
3 | BW Body Weights Findings _ftransportibw. xpt Body Weights SAS transport file One record per test per observation tirne per subject Tabulation STUDYID USUBJID BWTESTCD BWDTC This domain captures body
4 CL Clinical Observations Findings _ftransportcl. xpt Clinical Observations SAS transport file One record per finding per observation time per subject or pool Tabulation STUDYID USUBJID CLTESTCD CLCAT CLORRES CLLOC CLDTC This domain captures clinic
5 |CO Cornments Special Purpose Domains . fransportico. xpt Comments SAS transport file One record per cornment Tabulation STUDYID COSEQ The Cornments special-pur
6 |DS Disposition Events _ftransportids. xpt Disposition SAS transport file One record per subject Tabulation STUDYID USUBJID The disposition dataset pro
7 |EX Exposure Interventions _ftransportex.xpt Exposure SAS transport file One record per constant dosing interval per treatrment per subject or pool Tabulation STUDYID USUBJID EXTRT EXSTDTC The Exposure Domain Moc
8 LB Laboratory Tests Results  Findings _ftransportlb.xpt Laboratory Tests Results SAS transport file One record per test per specimen per observation time per subject or pool Tabulation STUDYID USUBJID LETESTCD LEBSPEC LEDTC LETPTNUM This domain captures labor
9 |Ma Macroscopic Findings Findings _ftransportima.xpt Macroscopic Findings SAS transport file One record per finding per specimen per subject Tabulation STUDYID USUBJID MATESTCD MADRRES MASPEC MAANTREG MALAT MADIF The macroscopic findings
10 M Microscopic Findings Findings _Mtransportimi.xpt Microscopic Findings SAS transport file One record per finding per specimen per subject Tabulation STUDYID USUBJID MITESTCD MISTRESC MISPEC MIANTREG MILAT MIDIR  This dornain captures the n
1 |OM Organ Measurements Findings .ftransportiorn.xpt Organ Measurements SAS transport file One record per test per specimen per subject Tabulation STUDYID USUBJID OMTESTCD OMSPEC OMANTREG OMLAT OMDIR The Organ Measurements |
12 |RELREC Related Records Relationship Datasets _ftransportrelrec.xpt Related Records SAS transport file One record per related record, related group of records (e.q., --GRPID), or related datast Tabulation  STUDYID RDOMAIN USUBJID IDVAR IDVARVAL RELID This domain represents rel.
13 |SUPPBEG Supplemental Qualifiers  Relationship Datasets _Mtransportisuppbg. xpt Supplemental Qualifiers SAS transport file One record per IDVAR, IDVARVAL, and ONAM value per subject per related domain  Tabulation  STUDYID RDOMAIN USUBJID IDVAR IDYVARVAL ONAM The Supplemental Qualifie
14 |SUPPEW Supplemental Qualifiers  Relationship Datasets .ftransportisuppbw.xpt Supplemental Qualifiers SAS transport file One record per IDVAR, IDVARVAL, and ONAM value per subject per related domain  Tabulation  STUDYID RDOMAIN USUBJID IDVAR IDVARVAL ONAM The Supplemental Qualifie
15 |SUPPCL Supplernental Qualifiers  Relationship Datasets _ftransportisuppel. xpt Supplemental Qualifiers SAS transport file One record per IDVAR, IDVARVAL, and ONAM value per subject per related domain  Tabulation  STUDYID RDOMAIN USUBJID IDVAR IDVARVAL ONAM The Supplemental Qualifie
16 |SUPPDS Supplemental Qualifiers  Relationship Datasets _Mtransporsuppds. xpt Supplemental Qualifiers SAS transport file One record per IDVAR, IDYARYAL, and ONAM value per subject per related domain - Tabulation  STUDYID RDOMAIN USUBJID IDVAR IDVARYVAL ONAM The Supplemental Qualifie
17 |SUPFLE Supplemental Qualifiers  Relationship Datasets _ftransportisupplb.xpt Supplemental Qualifiers SAS transport file One record per IDVAR, IDVARVAL, and ONAM value per subject per related domain  Tabulation  STUDYID RDOMAIN USUBJID IDVAR IDVARVAL ONAM The Supplemental Qualifie
18 | SUPPMA Supplemental Qualifiers  Relationship Datasets Mtransporfsuppma.xpt  Supplemental Qualifiers SAS transport file One record per IDVAR, IDYARYAL, and ONAM value per subject per related dornain - Tabulation  STUDYID RDOMAIN USUBJID IDVAR IDVARYVAL ONAM The Supplemental Qualifie
19 |SUPPMI  Supplemental Qualifiers  Relationship Datasets _ftransportfsupprni. xpt Supplemental Qualifiers SAS transport file One record per IDVAR, IDVARVAL, and ONAM value per subject per related domain  Tabulation  STUDYID RDOMAIN USUBJID IDVAR IDVARVAL ONAM The Supplernental Qualifie
20 |SUPPVS Supplemental Qualifiers  Relationship Datasets _ftransportfsuppys. xpt Supplemental Qualifiers SAS transport file One record per IDVAR, IDVARVAL, and ONAM value per subject per related domain  Tabulation  STUDYID RDOMAIN USUBJID IDVAR IDYVARVAL ONAM The Supplemental Qualifie
21 VS Vital Signs Findings _Mtransportys. xpt Vital Signs SAS transport file One record per measurement per observation time per subject Tabulation STUDYID USUBJID VSTESTCD VSDTC This domain is intended to
22
B C D = F G H | J K L M N o P

1 |table v column | ¥ label v lord({ ¥ tyg ¥ lengl ¥ | displayforma ¥ | xmldatatype ¥ | xmlcodelis ¥ | cor ¥ [ origin | ¥ | role v term v | algorithr ¥ | qualifiers | ¥ | comment

2 |BG STUDYID Study Identifier 1C B text Req |dentifier Unigue identifier for a study.

3 BG DOMAIN Domain Abbreviation 2C 2 text Req Identifier BG UPPERCASE Two-character abbreviation for the domain.

4 |BG UsSUBJD Unigue Subject Identifier 3C 1 text Req |dentifier Identifier used to uniquely identify a subject across all studies for all applications or submissions involving the product.

5 BG BGSEQ Sequence Nurmber 4N g integer Req Identifier Sequence number given to ensure uniqueness of subject records within a dornain. May be any valid number.

6 |BG BGTESTCD Test Short Narme 5C B text BGTESTCD Req Topic [BGTESTCD) UPPERCASE Short name of the measurement, test, or examination described in BGTEST. It can be used as a column name when conve

7 |BG BGTEST Test Name ELC 15 text BGTEST Req SynonymOualifier  [BGTEST) Long name for BGTESTCD. The value in BGTEST cannot be longer than 40 characters.

8 |BG BGORRES Result or Findings as Collected 7C 5 text Exp ResultQualifier Result of the measurement or finding as originally recorded.

9 |BG BGORRESU Unit of the Original Result a8C 2 text UNIT Exp VariableQualifier  [UNIT) The unit for the original result. The unit of the original result should be mapped to a synonyrous unit on the Controlled Te

10 |BG BGSTRESC Standardized Result in Character Format 9C 5 text Exp ResultQualifier Contains the result value for all findings or derived from BGORRES in a standard forrnat or standard units. BRSTRESC sk

1 BG BGSTRESN Standardized Result in Numeric Format 10N 883 float Exp ResultQualifier Used for results or findings in standard format; contains the numeric form of BGSTRESC. BGSTRESN should store all nu

12 |BG BGSTRESU Unit of the Standardized Result nc 2 text UNIT Exp VariableQualifier  [UNIT) Standardized unit used for BGSTRESC or BGSTRESN.

13 BG BGDTC Datet Time Animal Weighed €C B4 datetime Exp Timing 1S08601 DATETIME  Dateftirne of the start of the weight interval in IS0 8601 format. This must be populated when BGTESTCD is BWGAINA,

4 BG BGENDTC End DatefTime &nimal Weighed 7C 64 datetime Exp Timing 1508601 DATETIME  Dateftime of the end of the weight interval in IS0 8601 format. This must be populated when BGTESTCD is BWGAINA.

15 BG BGDY Study Day Animal Weighed BN 8 integer Perm Timing Study day of the start of the weight interval, in integer days. The algorithm for calculations must be relative to the sponsor-

16 BG BGENDY Study Day of End of Weight Interval 19BN g integer Perm Timing Study day of the end of the weight interval, in integer days. The algorithm for calculations must be relative to the sponsor-

7 |BW STUDYID Study Identifier 1C 5} text Req |dentifier Unigue identifier for a study.

18 BwW DOMAIN Dornain Abbreviation 2C 2 text Req Identifier BwW UPPERCASE Two-character abbreviation for the dorain.

19 |BW USUBJID Unigque Subject Identifier 3C 1 text Req Identifier Identifier used to uniquely identify a subject across all studies for all applications or submissions involving the product.

20 BwW EBWSEQ Sequence Nurmber 4N g integer Req Identifier Sequence number given to ensure uniqueness of subject records within a dornain. May be any valid number.

21 |BwW EBWTESTCD Test Short Name 5C 6 text BWTESTCD Req Topic (BWTESTCD) UPPERCASE Short name of the measurement, test, or exarnination described in BWTEST. It can be used as a colurmn name when conv

22 | BwW BWTEST  TestName EC 20 text BWTEST Feq SynonymOualifier  [BWTEST) Long name for BWTESTCD. The value in BWTEST cannot be longer than 40 characters.

23 I Bw BWORRES Result or Findings as Collected ?-C 4 text Exp ResultQualifier Result of the measurement or finding as originally received or collected.

24 BW BWORRESL Unit of the Original Result 8C 2 text UNIT Exp VariableQualifier  [UNIT) The unit for the original result. The unit of the original result should be mapped to a synonymous unit on the Controlled Te

25 BW BWSTRESC Standardized Result in Character Format 9C 4 text Exp ResultQualifier Contains the result value for all findings or derived from BWORRES in a standard format or standard units. BWSTRESC ¢

26 |BW BWSTRESN Standardized Result in Nurneric Format 0N 883 Float Exp ResultQualifier Used for results or findings in standard format: contains the numeric format of BWSTRESC. BWSTRESN should store all



Spec-driven — Study Specific controlled terminology

A I C | D | E | F G | H I ., N | (0]
|sourcesystem | ¥ |description v |codelisi ~ |codelisi ~ |codelist_nan ~ | codelist_extensible v |codelist_synonym | ¥ |codelisi ¥ /code |1 cdisc_submission_value ~
|NCI Thesaurus  CDISC SEND Controlled Terminology, 2014-06-27 COUNTRY C66786 Country No Country A collectiv C16496 DNK
|NCI Thesaurus  CDISC SEND Controlled Terminology, 2014-06-27 COUNTRY C66786  Country No Country A collectiv C16592 FRA
'NCI Thesaurus  CDISC SEND Controlled Terminology, 2014-06-27 COUNTRY C66786 Country No Country A collectiv C16636 DEU

NCI Thesaurus  CDISC SEND Controlled Terminology, 2014-06-27 COUNTRY C66786 Country No Country A collectiv C17180 SWE
NCI Thesaurus  CDISC SEND Controlled Terminology, 2014-06-27 COUNTRY C66786 Country No Country A collectiv C17181 CHE
:NCI Thesaurus CDISC SEND Controlled Terminology, 2014-06-27 COUNTRY C66786 Country No Country A collectivC17233 GBR

NCI Thesaurus CDISC SEND Controlled Terminology, 2014-06-27 COUNTRY C66786 Country No Country A collectiv C17234 USA

Examples of study-specific terminology :
e Lab tests being used

* PK parameters

* Body weight

If CT not on study-specific list then define.xml will use master codelist in SAS Clinical Standards Toolkit



Executing the macro

SAS program

* *includes the standard parameters;
* %include "S%$program path vO0l()\..\..\study parms.sas";

* *executes the create-define v0l spec;

* %create define v01 spec;
- - - Output

SEND-IG 3.0 Date of document generation: 2016-09-22T15:26:03+02:00
A

Study Data Reviewers ( Stylesheet version: 2014-09-03
Tabulation Datasets
Body Weight Gains (BG
Body Weights (BW)
Clinical Observations (C Dataset Description |Class Structure Purpose Keys Location Documentation
Comments (CO)

Tabulation Datasets for Study 117002 (SEND-IG 3.0)

) n BG Body Weight FINDINGS One record per test per | Tabulation | STUDYID, USUBJID, [Body Weight See Study Data
Disposition (DS) Gains interval per subject BGTESTCD, BGDTC, Gains transport Reviewers Guide,
Exposure (EX) BGENDTC file Section 1
Laboratory Tests Result Study Data
Macroscopic Findings (M Reviewers Guide
Microscopic Findings (M BW Body Weights | FINDINGS One record per test per | Tabulation | STUDYID, USUBJID, | Body Weights
Organ Measurements (( observation time per BWTESTCD, BWDTC | transport file
Related Records (RELRE subject
Supplemental Qualifiers cL Clinical FINDINGS One record per finding | Tabulation | STUDYID, USUBJID, | Clinical
Supplemental Qualifiers Observations per observation time per CLTESTCD, CLCAT, Observations
Supplemental Qualifiers subject or pool CLORRES, CLLOC, transport file

. CLDTC
Supplemental Qualifiers
Supplemental Qualifiers co Comments SPECIAL One record per Tabulation | STUDYID, COSEQ
Supplemental Qualifiers PURPOSE comment transport file
. DOMAINS
Supplemental Qualifiers
Supplemental Qualifiers DS Disposition EVENTS One record per subject | Tabulation [ STUDYID, USUBJID Disposition
Vital Signs (VS) transport file
Value Level Metadata EX Exposure INTERVENTIONS | One record per constant | Tabulation | STUDYID, USUBJID, Exposure
BG [BGTESTCD] dosing interval per EXTRT, EXSTDTC transport file
N treatment per subject or
Controlled Terminology sl
Controlled Terms
Body Weight Gain Tes LB Laboratory FINDINGS One record per test per | Tabulation | STUDYID, USUBIJID, Laboratory Tests
. . 1 Tests Results specimen per LBTESTCD, LBSPEC, [ Results transport

Body Weight Gain Tes observation time per LBDTC file

Body Weight Test NarVv subject or pool

Dadi \Wniabs Tamk ~a-




Data-driven define.xml

] BG
L] BW
a
] co
| DM
] DS
L] EX
L Fw
| | LB
L1 MA
RRY
] oM
"] RELREC
] SE
| ] SuPPLB
| ] SUPPMA
"] supPMmI
] 1A
I TE
] TS

L LTIX

%} ~

-

Enter your data in coloured area below

Two-letter domain name, where a comment The comment to be put in the Documentation
should be added in the tabulation overview in column in the tabulation overview in the define
the define file, e.g. BG file.

table comment

BG See Study Data Reviewers Guide, Section 1

source_tables | source_columns source_values \ source_documents source_codelists \

8 ValuelevelMetaData

L

SAS Clinical Standards Toolkit
(CST) metadata for define.xml

source_codelists
source_columns
source_documents
source_study
source_tables
source_values

...used as input for the define.xml
generation in SAS CST




...more user-entered metadata for define.xml

Source Codelists

Enter your data in coloured area below

Coded value
that has been

Unigue Codelist item Decode Display order used to extena
identifier value data type Value of the  value of CodedValue order  of the item external
for this Codelist Codelist NCI (integer | float | SAS format Value of the codelist item codelist item  the codelist Codelist Item NC/ relative to other within the controlled
Codelist Codelist Name Description  Code text | string) name (character) (numeric) item Language item values Codelist. terminology
codelist codelistname codelistdescrif codelistncicod delistdatatype |sasformatname |codedvaluechar codedvaluenuldecodetext |d rank ordernumber |extendedvalue
Units (permissible) for Body
CL.BGUNIT |Weight Gain (BG) C71620 text SUNIT g
Units (permissible) for Body
CL.BGUNIT _|Weight Gain (BG) C71620 text SUNIT kg
Unit (standard) for Body
CL.BGSUNIT |Weight Gain (BG) C71620 text SUNIT g
|CL.SPF_C ISpecimen C77529 text SSPEC LYMPH NODE, SUBMANDIBULAF} Yes

Source Values

Two-le domain

dditional

The variable in the domain

where additional val

Enter your data in

The value of the variable in

domain w. aa

3

'BWGAIN"

Allowable Values for

coloured area below

Type of variable

Link to CodeList

o

defining th
variable con

terminology,

Description of any al

ded, e.g. value level metadata should comparator operator: the will appear in the |num [N] or ,
BG be added, e.g. BWGAIN LT, LE, GT, GE, EQ, NE, IN, BGTESTCD = 'BWGAIN’ value column VLMD list. character [C] or “float” if numeric. E.g. 5.1 ab CLBGTESTCD shown on parametel
table value whereclause wherecl. label order type length displayformat Idatatype xmlcodelist origin algorithm
where BGTESTCD = Body Weight
Gain.
BG BGORRES BWGAIN BGTESTCD EQ "BWGAIN" This is another comment Body Weight Gain 1[N 3|5.1 float CL.BGTESTCD Collected Please see descrif




Data-driven define.xml

1 BG

] BW
la

] co

| bm

] DS

] EX
LW

] 1B
REY
Rl

] om

"] RELREC
] SE

"] SUPPLB
| SUPPMA
"] supPMmI
1A

I TE
BRS

L] TX

B ValuelevelMetaData

j aliases \;J annotatedcrfs
j codelists Q commentdefs
| | definedocument || documentrefs
j externalcodelists Q formalexpressions
|| formdefs || formitemgrouprefs
:J itemdefs ﬂ itemgroupdefs
|| itemgroupleaf || itemgroupleaftitles
:J itemorigin Q itemquestionexternal
} || itemrangecheckvalues || itemrefwhereclauserefs
:J itemvaluelistrefs Q mdvleaf
source COdeliStS 9 measurementunits 9 metadata'version
- || pdfpagerefs || presentation
sou rce_COIU mns 9 study \9 studyeventdefs
_ || supplementaldocs || translatedtext
source d ocu ments || valuelists || whereclausedefs

source_study
source_tables
source_values

Study
Tables
Columns
Code lists

Values and documents

|| whereclauserangecheckvalues

:from study parms.sas (Study ID, Title, SEND version)
: as data + VLMD(Comments)

: as data + VLMD(Comments/Algorithms/Origin)

: as data + VLMD (extended values)

: VLMD

C] codelistitems

| | conditiondefs

|| enumerateditems
L] formarchlayouts

|| imputationmethods
O itemgroupitemrefs
|| itemmurefs

L itemrangechecks
|| itemrole

L mdvleaftitles

|| methoddefs

L protocoleventrefs
| | studyeventformrefs
L valuelistitemrefs

|| whereclauserangechecks

The following code(s) were not valid

Obs | cdisc_submission_value

1 LYMPH NODE, SUBMANDIBULAR

& s-cused




Compare define.xml

BASE — e.g. Spec-driven COMP —e.g. Data-driven

@ aliases

ﬂ codelists

@ definedocument
|| externalcodelists
@ formdefs

|| itemdefs

O itemgroupleaf

|| itemorigin

D itemrangecheckvalues
|| itemvaluelistrefs
D measurementunits
| | pdfpagerefs

D study

|| supplementaldocs

ﬂ valuelists

|| whereclauserangecheckvalues

define.map

%definq_read();

E, annotatedcrfs

u commentdefs

Eﬁ documentrefs

|| formalexpressions
O formitemgrouprefs
| | itemgroupdefs

] itemgroupleaftitles
| | itemquestionexternal
B itemrefwhereclauserefs
| | mdvleaf

B metadataversion

| | presentation

B studyeventdefs

|| translatedtext

| ] whereclausedefs

(xml <-> SAS)

v

D codelistitems
U conditiondefs

D enumerateditems
| ] formarchlayouts

D imputationmethods
| ] itemgroupitemrefs
D itemmurefs

| 7 itemrangechecks
D itemrole

[ ] mdvleaftitles

D methoddefs

| ] protocoleventrefs
D studyeventformrefs

[ ] valuelistitemrefs

U whereclauserangechecks

Comparing using PROC SQL and
DATA steps

(B) BASELIB: \FSDKHQ001 rojectIT sy S Img y\10_SAS\03_Define\01_Spec_driven\02_output\spec_define_new_STANDARD_STANDARD_2016-09-22T15-23.xml
(C) COMPLIB: \FSDKHQ001\x$\SENDProjectiT sy AS i y\10_SAS\03_Define\02_data_driven\02_outputidel1c_data_define_2016-11-25T12-14.xml

COMPARING ODM attributes

ODM_FILE_TYPE Snapshot Snapshot oK

ODM_ODMVERSIONSPEC  Snapshot Snapshot OK

STUDY COMPARISON

o STUDY1 STUDY1 oK

StudyName 17002 216127 NOT OK
ProtocolName Tox evaluation of drug 117002 Tox evaluation of drug | Mll[/o7ss ~ot ok
StudyDescription Specification 117002CRO Specification 216127 NOT OK

METADATAVERSION COMPARISON

oD 1.0 1.0 OK
NAME Metadata for 117002, SEND-IG 3.0 Metadata for 216127, SEND-IG3.0 NOT OK
DefineVersion 200 200 OK

& s-cused




Study OID

Compare define.xml

Studyname
ITEMGROUPDEF COMPARISON Protocolname
[BASECNTOID COMPCNTOID staws StudyDescription
20 5 NOT OK MISSMATCH IN COUNTS .
Metadataversion OoID

Name
Bop emws DefineVersion
1G.BG NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB ItemGrou P Defs OID
1G.BW NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB Name
1G.CL NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB )
1G.CO NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB Re peating
1G.DS NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB TranslatedText
IGEX NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB Class
IGLB NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB .
IGMA NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB ValuelistitemRefs OID
IGMI NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB ItemOID
1G.OM NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB OrderNumber
IGRELREC NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB Mand
IG.SUPPBG NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB andatory

IG.SUPPBW NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB OI D
IG.SUPPCL NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB N a me
IG.SUPPDS NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB DataT e
IG.SUPPLB NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB yp
IG.SUPPMA NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB Le ngth
IG.SUPPMI NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB Com me nt
IG.SUPPVS NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB

TranslatedText
IG.VS NOT OK CORRESPONDING OID CANNOT BE FOUND IN COMPLIB

Codelists OoID
Name
coo smaws DataType

IGDM NOT OK CORRESPONDING OID CANNOT BE FOUND IN BASELIB CodedValue

IGTA NOT OK CORRESPONDING OID CANNOT BE FOUND IN BASELIB —

IGTE NOT OK CORRESPONDING OID CANNOT BE FOUND IN BASELIB See descri ption below
IG.TS NOT OK CORRESPONDING OID CANNOT BE FOUND IN BASELIB Valuelists OID

IGTX NOT OK CORRESPONDING OID CANNOT BE FOUND IN BASELIB Valuelistitemrefs




Managing standards

‘éﬁ-/c)vl i e o ) oo o @ inology-1.7 + cdiscsend + - @I Search cdisc+
. . Organize v Indudeinlibrary v  Sharewith v  Burn  New folder
Controlled terminology: _ — - = s
. . :‘!ﬁc i::lt: “ ) | 01212 03-08-2016 11:33  File folder
* Macro that registers odm.xml file, downloaded ootz f| 5oe
. . | build | 201406 03-08-2016 11:33  File folder
from NCI’ |nto the CStG Ioba I Ll bra ry ) ::;tsans | current 03-08-2016 11:33 File folder
: metadata
. schema-repository
. standards
. xslrepository

Data Model (SEND): st s

 Macro to create new model in cstGloballLibrary

* Macro to un-register model in cstGlobalLibrary ey e e —

| build E‘: dass_columns.sas7bdat 28-01-2015 06:45 SAS Data Set
. installs [E] dass_tables.sas7bdat 29-01-2015 06:45 SAS Data Set
) logs E;reference_column&sas?bdat 28-01-2015 06:45 SAS Data Set
) metadata Ereference_tables.sas?bdat 29-01-2015 06:45 SAS Data Set
. schema-repository
= . standards

J cdisc-adam-2.1-1.7
J cdisc-cdash-1.1-1.7
J cdisc-crtdds-1.0-1.7
J cdiscct-1.0.0-1.7
J cdisc-datasetxml-1.0.0-1.7
J cdisc-definexml-2.0.0-1.7
, cdisc-odm-1.3.0-1.7 —
J cdisc-odm-1.3.1-1.7
J cdisc-sdtm-3.1.2-1.7
J cdisc-sdtm-3.1.3-1.7
J cdisc-sdtm-3.2-1.7
. cdisc-send-3.0-1.7
J control

HEHEBH

08 HHE®

) macros
J messages

l metadata

oroarams



Steps in registering new terminology et Gl e

) (Wodiscsend
1. DOWnload term|n0|0gy e©o| . v Computer ~ Local Disk (C:) ~ ibrary v v cdisc: inol 1.7 ~ cdisc-send v v @ISearchcdxscsend

Organize ¥  ; Open Indudeinlibrary v  Sharewith v  Burn  New folder

£ Index of /ftp1/CDISC/SEND - Internet Explorer &, Local Disk () 2l Name - I Date modified I Type
D ht o o SEND. +. cstGlobalLibrary
@@ = o < nih.govftp “H0 | & buid 201212 03-08-2016 11:33  File folder
75 O 5ASR)9.2LanguageRefer... § SAS Clnical Standards Toolk... <] SEND -Documentation - All...  § statemer | installs 01312 03-08-2016 11:39  File folder
! logs 201406 03-08-2016 11:39 File folder
Index of /ftpl/CDISC/SEND | metadata B 201512 08-08-2016 10:49 File folder
. e . e b schema-repository current 08-08-2016 10:49  File folder
Name Last modified Size Description | standards

J cdisc-adam-2.1-1.7

2016-06-24 10:38 - rdier-rdach-1.1-1.7
2015-03-27 09:58 1.9K . =
Sosamee ol i & 2. Make folder for it in Standards Admin ) [ o~ o 0k €0 - oy~ s - aicmmeeby 17 el S oo
y Changes.xls 2016-06-24 10:36 101K . —
LT eeeaiiane area and store it Organize v & Open v Print Bum  New folder =
y.odm. - s St R R
. &, Local Disk (C2) 2l Name - Date modified T Size
e Standards Administration - ‘O:tGI:balLibrary [ rvee | |
SEND Terminoloay.wis ) _ 201512 i =] standards.sas7bdat 29-01-201506:45  SASData Set 272K8
01_Register_new _terminology 201606 | installs [l standardsasreferences.sas7bdat 29-01-2015 06:45 SAS Data Set 392KB
01_NCl_files 201609 . logs -] s.53s 29-01-2015 06:45 SAS Data Set
d J metadata . . .
sen wemmesy [T terminology already in cstGlobalLibrary
02_Register_new_SEND_model o
ERROR: The Controlled Terminology from 201512 is already in the CST Global library
o 3. Run macro _ If you want to redo the profiess then delete the folder
(C:%vcstGlobalLibrary'standards'cdisc-terminology~-1.7cdisc-send'.201512%)

32 %include "$program path v01()\..\init parms.sas"; - - - - -
- = = in CST Global Library and then run mk_register_new_version_ct program again

34 *The macro register_new_version _ct_v01;

36 3%register new version ct v01(CTFile=SEND Terminology.odm,

37 CTDate=201512, 0 USER_INPUT

38 CTDescription=CDISC SEND Controlled Terminology released by NCI on 2015-1 Command ===>
30 DEFRULT_STD=Y) ;
40

The Controlled Terminology from 201512 is already in the CST Library. Do you want to unregister it (Y/N):



Conclusion

When using SAS and being familiar with programing, the SAS Clinical Standards Toolkit provides a
flexible and efficient way of managing the SEND (SDTM) model, controlled terminology and generating
define.xml.

The macros described have been developed to fit customer needs and business process.

Improvements:

 The VLMD provided in the excel-sheet could be created automatically, e.g. adding sponsor-defined
codes to the code list

 The model specification could be extended to include more columns providing VLMD on a master
model level

* The define.xml comparison report could be based on the source metadata datasets and not the
xml-like datasets. The source metadata datasets are typically more familiar to the user due to the
structure of the VLMD input file.

 The Ul used is based on the %WINDOWS and %DISPLAY commands in SAS. To make the interface
more up to date a web-based interface could be developed using SAS stored processes. Using this
approach would also free the user from executing the SAS macros. @ S-CUBED
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