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CHALLENGES DATA SOURCES ACCESSING THE CDISC LIBRARY API AND THE FUTURE?

Producing Define-XML requires a lot of One global task

. 5 o ® ® /**************************************************************** .
manual iInput which is time-consuming / Macro to access the CDISC Library API. There are currently different tasks for each

O SAS StUdiO TaSk *********vf****vf****************vf********************************/ . :
and prone to errors. \ %macro cdisc_library(url=, outlib=); standard. One single task will be created

filename cdisclib temp; where yOoUu Can choose the standard
proc http url = "&url."

There are solutions in the market but they auth_basic applicable.
® ° ° S ==l webusername = "ocsuser"
are often expensive and inflexible. | Trial data or shells webpassword = "youwish"

/

N

out = cdisclib;

headers "Accept" = "application/json"; vendor independence

runs

libname &outlib. json fileref = cdisclib; This solution relies on Pinnacle 21
" PDF |8 smend cdisc_library; Community to produce Define-XML. A
OUR SOLUTION Jep ~AAnnotated CRF G s future version will have its own engine to
v v e byt it i ary ot org] o prasics produce the XML file.
Joutlib = cdisc);

BU I LD Cdi.SC CDISC Library AP Analysis Results Metadata
YOU R OWN! ARM is currently not supported. A future

version will create ARM in a similar fashion.

Define-XML va.l
At the moment, the program only creates

CURRENT STATUS — WHAT CAN WE AUTOMATE? OUTPUT Define-XML v2.0. We are now working on

SAS programs produce an Excel Fields that still require manual input or support for v2.1 as well.
spreadsheet with a structure identical to revision are highlighted:
Study - Sluey b output from Pinnacle 21 Community. No = . requires manual entry Custom methods and comments

- Stuey Deserpiion need to code in XML. Highly structured - needs review or revision Only a few fixed methods and comments are

_ Standard Name THE RESULT customised methods and comments.

and Version All text is automatically generated by This file is completed and fed back into
Datasets - Dataset Name - Structure the program. Text that is not Pinnacle 21 Community to create the

— Domain Description highlighted does not need review. final Define-XML.
— Repeating

LEVEL FULL AUTOMATION PARTIAL AUTOMATION

— IsReferenceData Sofia Vale is a Statistical Programmer

A B C D E E G H I d K L M M O B Q
ClaSS 1 Order - Dataset -+  Variable - Label 7 Data Type = Length - Significant Digits - Format - Mandatory - Codelist - Origin ~ Pages = Method - Predecessor - Role i Comment - | o o
- 67 | 1.0M STUDYID Study Identifier text 16 Yes Protocol Identifier
68 | 2 DM DOMAIN Dlomain Abbreviation tend 2 Yes DM.DOMAIM Assigned Identifier a n d SO | u t I O n Deve | O pe r a t OCS L I fe
69 | 3 DM USUBJID |Unigue Subject Identifier tend 20 Yes Derived USUBJID Identifier
70 | 4 DM SUBJID | Subject Identifier for the Study text 3 Yes CRF 4 Tapic
- p u r pose 71 5 DM RFSTDTC Subject Reference Start Date/Time datetime 1508601 Mo Record Qualifier . . .
72| 6 DM RFEMDTC Subject Reference End Date/Time date 1S08601 Mo CRF 49 Record Qualifier S t h N t h | d S h
73] 7 OM RFXSTOTC  |Date/Time of First Study Treatment datgl e 508601 Ma Record Qualifier C I e n Ces I n e e e r a n S- e IS
o 0 74 | g DM RFXENDTC  |Date/Time of Last Study Treatment dat lime 208601 Mo Record Qualifier
va rFia bles —\Varia b | e Name — Data Type 75 | 9 DM RFICDTC  |DatefTime of Informed Consent lte ISO8601 | No i ; Record Qualifier
76 | 10 OM RFFEMDTC  |Date/Time of End of Participation iate 1508601 Ma CRF 4 Record Qualifier t h d | f t h ° | t e
I_e n t h O ri i n —|— e 77 | 11 OM DTHOTC |Date/Time of Death MOTE: ALL VALUES ARE MISSING Ma Record Qualifier e CO re eve O pe r O I S SO u I O n
g g yp 78 | 12 DM DTHFL | Subject Death Flag MOTE: ALL VALUES ARE MISSING | | Ma MY Record Qualifier
79 | 13 DM SITEID Study Site Identifier ot 2 Yes Record Qualifier .
L . . o T e = o — e and she is more than ha ppy to
— S | g N |f|Ca Nt D | g S — COd el ISt | D 81 | 15 DM AGE |Age in er 3 No SRF Record Qualifier
82 | 16 DM AGEU |Age Units et 5 Mo AGEU Cre 5 Variable Qualifier
83 | 17 OM SEX Sex text 1 Yes SEX CRF 5 Record Qualifier N
. a4 | 18 OM RACE Race text 5 Ma RACE CRF 5 Record Qualifier
—_ DlsplayFormat — MethOd | D 85 | 19 DM ARMCD |Planned Arm Code text 12 Yes Record Qualifier a nS\Ner a ny q uestlons that you I I ay
86 | 20 DM AR |Description of Planned Arm text 37 Yes Synonym Qualifier
87 | 21 DM ACTARMCD  [Actual Arm Code text 12 Yes Fecord Qualifier
b | ag | 22 DM ACTARM Description of Actual Arm text 37 Yes Synonym Cualifier . I
— I_ — r T ] r T ] | D 89 | 23 DM COUNMTRY  |Country tend 3 Yes Record Qualifier
a e CO e nt‘ 90 | 24 DM DMDTC | Date/Time of Collection date 508601 Ma iF & Timing h ave O r to ta ke yo u r S u g g eSt I O n S .
91 | 25 DM DMDY Study Day of Collection intege 3 Mo rived DMDY Timing
92 | 108 STUDYID Study |dentifier tend 16 Yes Protocal Identifier
_ O rd er _ M an d ato ry an d RO | e 93 | 2 DS DOMAIN \Domain Abbreviation text 2 Yes Assigned \dentifier
94 | 305 USUBJID |Unique Subject Identifier text 20 Yes Derived USUBJID Identifier
95 | 4 D5 DESEQ Sequence Number integer 1 Yes Derived SEQ Identifier
96 | 5 D3 DSTERM Reported Term for the Disposition Event  text 25 Yes CRF 41949 Taopic
_ Key Seq u e n Ce 97 | 6 D5 DSDECOD | Standardized Disposition Term text 25 Yes NCOMPLT Synonym Qualifier
98 | 7 D3 DSCAT | Category for Disposition Event text 18 Mo DSCAT Grouping Cualifier
99 | g D5 EFOCH Epoch text g Ma EPOCH Derived DS.EPOCH Timing
Other . DOC ume nts M eta d ata . Va | ye Level M eta d ata 100 9/DS DSDTC Date/Time of Callection date ISO8601  |No CRF 32743 Timing
101 10|08 DSSTOTC | Start Date/Time of Disposition Event date 1208601 Mo CRF 419 49 Timing
102 11|05 DsDY | Study Day of Visit'Collection/Exam integer 3 Mo Derived DsDY Timing
103| 12 DS DS5TODY Study Day of Start of Disposition Event integer 3 Mo Derived DSSTDY Timing / 7 — < '
(S| m | | a rl to Va rla b | e |eve |) 104 | 1EG STUDYID Study Identifier text 16 Yes Protocol Identifier B\& At N ) JIGY
y 105 2 EG DOMAIN |Domain Abbreviation text 2 Yes EG.DOMAIN Assigned Identifier VY — ] o o
106, 3 EG USUBJID  |Unique Subject Identifier text 20 Yes Derived USUBJID Identifier /AT W OCS L|fe SC|enceS
107| 4 EG EGSEQ Sequence Mumber integer 3 Yes Derived SEQ Identifier ol &5 i\
- COd e | IStS a n d DICtiO n a rleS qgg g Eg Eg'lggg'll'gth gtgnél?l'mt E ination Short N :eitt g ‘I;JG EGTESTCD CRF 10 31 llfjen_tiﬂer } ‘ "‘/‘ i
est or Examination Short Name g as apic B " iR . . .
‘I‘IE!f 7 EG EGTEST :ECG Test or Examination Name text 24 Yes EGTEST Synonym Cualifier ! E 1 Rl _/; “'u iy WWWOCS_ | I-I:eSC I e n CeSCO m
111] 8 EG EGORRES Result or Finding in Original Units text 3 Mo CRF 10 31 Result Cualifier i ke 5 L ; ' | {8
M ‘L . 112 8 EG EGORRESU |Original Units text g Ma EG.UNIT CRF 10 31 Variable Qualifier E o ) T
Id e ntlf I ed I n Sta n d a rd S 113] 10 EG EGSTRESC |Character ResultFinding in Std Format | text g8 Mo Derived Result Qualifier o ' %A +3'| O 73 523 6000
114] 11 EG EGSTRESM |MNumeric ResultFinding in Standard Units |integer 3 Ma Derived Result Qualifier i L 1)
115 12 EG EGSTRESL |Standard Units text g Ma EG.UNIT Derived Variable Qualifier i \ U NS
0 0 116 13 EG EGMETHOD |Method of ECG Test text 16 Ma EGMETHOD Record Qualifier
— U Se r—d ef I n ed Cod e | IStS A7 44 C cCi~ol T IOmemlims Clam | ke W Chiarivn A Cool . Drmmnrd Suaslifiare

s +osk L | o | | - . ] - 3 ; i
» Study | Datasets | Variables | Valuelevel | WhereClauses | Codelists | Dictionaries | Methods | Comments | Docu ... () 4 b . _ ; J,-‘ Iy Sasq U@SthﬂS@OCS‘COHSUl-UngCO [
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