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ABSTRACT

An Example of Version Control for ADSL Specification Document

CDISC ADaM specifications documentation is the core of the programming Name = | ~| Date modified | ~| Type [ | size [-]
activities in FDA submission. It serves as the primary source for ADaM %ADSL_zouog 13 9/12/20119:08 AM  Microsoft Word Document 341 KB
. . . . . . ADSL_ 20110915 9/15/20119:51 AM Microsoft Word Document 3490 KB
programming and validation, defl_n_e.xm_l and reviewer guide, and also helps ) ADSL 20110915 myiomiy i e o
in establishing metadata traceability. It is preferable to create ADaM W) ADSL_20111007 9/22/2011 4:35PM  Microsoft Word Document -
specifications in Word® Format to facilitate both reviewing and approving M)ADSL_20111018 10/14/20119:41 AM  Microsoft Word Document 337 KB
of specifications documentation by statisticians and/or validators. Since __Jadsl_vars 20110913 9/13/2011 11:15AM  SAS Data Set 1,921 KB
derivation rules may be complex and subject to constant change during the _dadsl_vars 20110915 9/15/201110:18 AM  SAS Data Set o
eriva y be plex and subject g g —Jadsl_vars_20110919  9/19/20114:12PM  SAS Data Set 1,921 KB
whole ADaM programming activities, it is desirable to automatically keep -Jadsl_vars_20111007  10/7/2011 10:31 AM  SAS Data Set 1,339 KB
track of different versions of ADaM programming specifications. It is more i-Jadsl_vars_20111018  10/18/2011 12:50PM SAS Data Set 1,873 KB

beneficiary for sponsors to keep track of different versions when ADaM

programming is outsourced to external vendors. This paper introduces a : s - Macro %track change
SAS macro to automatically detect and report any revisions between the omacro track_specs(newdir=,olddir=,newdtnms=,predtnm=,outdir=)
new version and the old versions of programming specifications. It helps to
generate necessary documents for version control, establishes traceability
and achieves high efficiency in FDA submission.

NEWDIR: Full Path for new ADaM programming specification.
OLDDIR:  Full Path for old ADaM programming specification.
NEWDTNM: A valid SAS dataset name for SAS dataset containing current

Goal: _ - specifications information.

» Track any changes from any old versions of specifications PREDTNM: A valid SAS dataset name for SAS dataset containing old specifications
* Help to finalize the programming specification at the very early stage in information.

an efficient way OUTDIR:  Full Path for reports of specifications changes.

* Ensure the traceability and clear documentation for FDA submission Function:

Report changes from any previous version of specifications in “\history’

* Achieve Cost-Effectiveness and Efficiency ol
older

| | | | | [ ] [ ] [ ] [ ] [ ] ] [ ]
Introduction: Programming Specification for Facilitates reviewing the new ADaM specification.
ADaM Dataset(s) Output — Typical Report of ADaM Specification Changes
1.1.1 |JADSL: Subject Level Analysis Dataset Domain Information Table Typical Report of Adding Variables Typical Report of Attributes Changing
/ : por — o aitts Avrei p— AT
W T~ The following Variables Were Added in the New Version of Specs.! The f oiiown ing Variables with Atiribiiies C}H‘mg ed:
 Dataset ADSL . f
 Program Name Hdsl.sas )
Description subject-Level Analysis Data Variable Variable Attribute Comment Variable
| Unique identifier Variables usubiid ARMCD | ARMCD label='&rm' length=$8 | DM.ARMCD [Variable | Number | Source Variable Attribute
General Class opecial Purpose . , ~
_Structyre One record per subject COHORT |7 New Specs | COHORT label='Cohort' length=$40
Input Datasets DM, D=, EX, Vs, DG HC AR Old Specs |COHORT label='Cohort' length=%8
Notes Includes all subjects enrolled.
Variable Variable Label | Type Length Controlled Terms or Formats Origin Role Comments Core Ty p I Ca I Re p O rt Of D e I etl n g Va rl a b I es
Name | ; - p— Y oo Pyt 3o 7h 7 7 — E——
STUDYVID Study \derfifier | Char =0 7 DMstudyid | ldertifier | Constant Valus: "ABC-ZZZ 3000 Rea The following Variables Were Deleted in the New Version of Specs.!
usuBJID Unigue Subject Char 40 DM usukjid | Identifier Equivalent to studyid || "-" || strip(sieid) || "-" || Reqg
ldentifier strip(zubiid) . . .
SUBJID Subject Identifier | Char 20 GGH-t—FGHGd D M. subjid Idertifier | (e.g. 102130) Req [Variable Variable Attribute Comment
STED fsottheSSﬁtudy = = T __ = ~ = AGEC AGEC label="Enrollment Age if . < age <= 45 then, agec = "AGE <= 45 years"; else if 45 < age <= 65 then; agec="45 <
uay e ar ecor =C - - n. : . =n ".
e A erms DM siteid e | omsmeD a Category' length=$40 AGE <= 65 years"; else if 65 < age then; agec = "AGE > 65 years",
AGE Age Mum (=] DM .age Record Reqg
or Value | evel Gualfier _| Equals to DM a0
AGEGRA1 Pooled Age Char 20 Derived Record ==45, if age == 45 Perm = =
Group 1 Qualifier | =45 and <=65,  if 45 < age == 65 T |Ca| Re Ort Of Com me ntS C h anain . .
Metadata 55, it age - 65 ypP P ging Typical Report of Variable
Note: Decode variable for AGEGPN. The foliowing Variables with Comment Changed!
AGEGR1N Pooled Age MNum 8 AGEGR1IN (AGEGR1): Derived Synonym | Category derived if age non-missing. Perm n
Group 1 (N) (1)1 =<==45 Qualifier Equals N u m be r C h a n g I n g
(2) 2 = =45 and <=65 1, if age == 45 Variable
(3) 3 ==65 2,if 45 = age == 65 Variable | Number | Source Comment
3,if age = 65 . - - o - - - — - -
\ COHORT |10 Seaes | obamesCOR O ol o ex I0i2: 46 ADST oneadat " tonet. The foliowing Variables with Variable Number Changed!
= = cohott="COHORT A"; else cohott="COHORT B".
Tra n Sfe r fro m WO rd Va rl a b I e I n fo rm atl o n Ta b I e Old If QUTCOME outcome="SVR" then cohort="COHORT A", else_cohott =
Specs |"COHORT B". -
to SAS Forma e
Typical Report of Origin and/or Wariable | Source | Number
| | | | | | | | | | | yp p g AGE New Specs | 21
1 99 | AEANYPFL | Any AEs during Overall Phase Char 2 | Dernived YESNOF MY 21N Analysis If one subject has at least one... | Perm .
2| aDSL 38 | AEANYTFL | Any AEs during TVR Phase Char 2|Derived  |YESNOF | (1)Y(IN | Analysis if one subject has at least one... | Perm Controlled Term or Format Chan ging Old Specs |20
3 ADSL 111 |AEDSCPFL | Any AEs Leading to Perm TRT DSC Overall | Char 2 | Derived YESNOF (1Y [2IN Analysis If one subject has at least one... | Perm The following Variables with Origin and/or Controlled Terminology Format Changed! AGEU New Specs | 22
4 ADSL 110  AEDSCTFL | Any AEs Leading to Perm TRT DSC TVR Char 2 | Derived YESNOF (TIY 21N Analysis If one subject has at least one... | Perm
5 ADSL 115 | AEDTHPFL | Any AEs Leading to Death during Owverall Char 2 | Dernived YESNOF MY 21N Analysis If one subject has at least one... | Perm Controlled Old Specs 21
6 ADSL 114 |AEDTHTFL | Any AEs Leading to Death during TVR Char 2 | Derived YESNOF MY 2N Analysis If one subject has at least one... | Perm : Variable . Term or : ARM New Specs 10
7| aDSL 107 | AEINTOFL | Any AEs Leading to Dose INT Overall Char 2| Derived | YESNOF | (1]Y(2IN | Analysis If one subject has at least one... | Perm [Variable | Number | Source | Origin | Format | Codelist
8/ aDSL 106 | AEINTVFL | Any AEs Leading to Dose INT TVR Char 2| Deiived  |YESNOF | ()Y (2N | Analysis If one subject has at least one... | Perm ACED |- Mew Specs | DM AGED | AGED (DYEARS Old Specs |9
9| aDsL 25 | AGE Age at Enrollment Num 2| DM.AGE Record Qualifier | age = DM.AGE Req Old Specs |DMAGED
10 ADSL 26 | AGEGPFL | Age Category Char 20 | derived Record Qualifier | <=45,if age <=45;>45 and <... | Perm

Version Control - Macro %read spec Post-Delivery Changes and Tracking Changes

% macro read_specs(indir=,specsnm=,outdir=,newdtnm=,runorder=);  Tracking change function will be triggered for any changes in specifications
Where | - after a Clinical Study Report (CSR) delivery
INDIR: Full Path for ADaM programming specification. * Reports with changes from the last version of specifications are generated

SPECSNM: Name of ADaM programming specification.
OUTDIR: Full Path for output SAS dataset which contains the attributes of
ADaM variables.

as documentation for audit.
« Example: comments column is updated after the delivery due to editorial
change, ONLY one report is generated: the report of change of comments.

NEWDTNM: A valid SAS dataset name for SAS dataset containing current The following Variabies wih Comment Changed]
specifications information. —

RUNORDER: A valid numeral, defining the order for a specific domain to run Variable | Number |Source , Some
. . COHORT 10 New For XX}': E&Wﬁ e thn.er} cohort="COHO_R:ll' 1:;"', else
(in the final run). | SoheetCORORT A%, eoe bt CORORT B

F u n Ct i O n: g;ics IfC %%Qﬁﬁ%%omgo%Q="SVR" then cohort="COHORT A"; else_cohott =

* Read information from individual ADaM specifications in CSV format

» Store both word version and SAS dataset of the programming specifications

with time stamp in a study subfolder, named as “\history’ . >Thelrr.1acro makes it possible to track any changes of the specifications in
an efficient way.
» The traceability can be achieved with the storage of the previous version of

Sample Code:

*** Get date of programming running as time stamp ***;

data null : specifications.
day = compress(put(today(),yymmdd10.),"-'): »The documentation for audit can be automatically generated for post
call symput(‘day’',strip(day)); delivery changes.
run; » The tool achieves the high quality, cost-effectiveness, and the efficiency.
*** Qutput a SAS data of specification with time stamp to a subfolder “\history’ ***;
set vars; Appreciation goes to Tathabbai for his review and comments. Special thanks to Stacy for her supporting.
run,
options noxwait NOXSYNC; Authors of this presentation have the following to disclose concerning possible financial or personal

relationships with commercial entities that may have a direct or indirect interest in the subject matter of

this presentation:
X "%str(copy %"&indir.&specdoc..doc%" %"&outdir.history\&specdoc._&day..doc%")"; Min Chen, Xiangchen (Bob) Cui: Employees — Vertex Pharmaceuticals

%let specdoc = %scan(&specsnm.,1);



