
Producing Define-XML requires a lot of 

manual input which is time-consuming 

and prone to errors.

There are solutions in the market but they 

are often expensive and inflexible.

CHALLENGES

One global task

There are currently different tasks for each 

standard. One single task will be created 

where you can choose the standard 

applicable.

Vendor independence

This solution relies on Pinnacle 21 

Community to produce Define-XML. A 

future version will have its own engine to 

produce the XML file.

Analysis Results Metadata

ARM is currently not supported. A future 

version will create ARM in a similar fashion.

Define-XML v2.1

At the moment, the program only creates 

Define-XML v2.0. We are now working on 

support for v2.1 as well.

Custom methods and comments

Only a few fixed methods and comments are 

built in. A future version will support 

customised methods and comments.

AND THE FUTURE?

OUR SOLUTION

BUILD 
YOUR OWN!
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CURRENT STATUS — WHAT CAN WE AUTOMATE?

Study

Datasets

Variables

Other

– Study ID

– Study Description

– Define Version

– Standard Name 

– and Version

– Dataset Name

– Domain Description

– Repeating

– IsReferenceData

– Class

– Purpose

– Variable Name

– Length

– Significant Digits

– DisplayFormat

– Label

– Order

– Key Sequence

– Documents Metadata

– Structure

– Data Type

– Origin Type

– Codelist ID

– Method ID

– Comment ID

– Mandatory and Role

– Value Level Metadata

– (similarly to variable level)

– Codelists and Dictionaries

– identified in Standards

– User-defined Codelists

LEVEL FULL AUTOMATION PARTIAL AUTOMATION

DEFINING STANDARDS: 
CHALLENGES AND SOLUTIONS IN THE DEVELOPMENT 

OF DEFINE-XML FOR SDTM AND ADAM

SOFIA VALE, OCS LIFE SCIENCES, THE NETHERLANDS

ACCESSING THE CDISC LIBRARY API

/****************************************************************
  Macro to access the CDISC Library API.
****************************************************************/ 

 cdisc_library(url=, outlib=);%macro

   cdisclib filename temp;

 url   = "&url."proc http
            auth_basic
             = "ocsuser"webusername
             = "youwish"webpassword
             = cdisclib;out
     "Accept" = "application/json";headers
  run;

  &outlib. json fileref = cdisclib;libname 

 cdisc_library;%mend

/****************************************************************
  Get the CDISC Library components and links to new hierarchies.
****************************************************************/
%cdisc_library(url    = http://library.cdisc.org/api/mdr/products

,outlib = cdisc);11111111111111

SAS programs produce an Excel 

spreadsheet with a structure identical to 

output from Pinnacle 21 Community. No 

need to code in XML. Highly structured 

and very user-friendly.

All text is automatically generated by 

the program. Text that is not 

highlighted does not need review.

OUTPUT

This file is completed and fed back into 

Pinnacle 21 Community to create the 

final Define-XML. 

THE RESULT

Needs 
your 

attention
Needs 

manual
entry

Fields that still require manual input or 

revision are highlighted:

– : requires manual entryPink

–  needs review or revisionOrange:

DATA SOURCES

CDISC Library API

Annotated CRF

Trial data or shells

SAS Studio Task

Sofia Vale is a Statistical Programmer 

and Solution Developer at OCS Life 

Sciences in the Netherlands. She is 

the core developer of this solution 

and she is more than happy to 

answer any questions that you may 

have or to take your suggestions! 


