
2020

Cliff Enright, Star Cradle

Artwork from The Creative 
Center at University 

Settlement.

DS10 - A Collaborative Approach to Analysis Standards

Manager Clinical Analysis Standards
Janssen Research and Development, Beerse, Belgium
Nov-2020

Marleen Nijs, Margie Merlino



Agenda



2020

Analysis Standards at Janssen

• Who are the players?

• What is included in Analysis Standards?

• Examples of collaboration

• Conclusion

3



Who are the players?



2020
5

Who are the players?

Participate in industry groups: CDISC, PHUSE, 
PharmaSUG, … 
Stay current on industry standards.

Analysis Standards team
v Programmers and statisticians
v Experienced in clinical trial analysis
v Dedicated to analysis standards

Ø Owners of analysis standards 
development

Ø Create and maintain all standard 
related files
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Who are the players?

SMEs are assigned to a topic based on their 
expertise, e.g. Adverse Events, Lab data. 

Subject Matter Experts (SMEs)
v Programmers and statisticians
v Working on clinical trials
v Representation of all disease 

areas

Ø Provide input/expertise on 
standards development/updates 
and questions

Ø Owners of analysis standards 
content
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Who are the players?

Reach out with questions/requests on standards through the 
SMEs, or enter into Q&A or Change Request tool.

Statistical programmers and Statisticians

v Programmers and statisticians
v Working on clinical trials

Ø Users of standards



What is included in 
Analysis Standards?



2020
9

What is included?
1. Prepopulated templates for Statistical requirements

documents, e.g. SAP.

2. ADaM metadata

3. ADaM dataset and TLG code

All elements are aligned from requirements through metadata and 
code*. 

Options are aligned by use of variants numbers which identify that 
option throughout requirements, metadata and code. 

* Elements are also aligned with data collection/delivery/CRF standards (not in scope of this presentation).
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Statistical Requirements templates

• Statistical Analysis Plan (SAP)

• Data Presentation Specifications (DPS)
– Part 1: List of outputs with mock-ups
– Part 2: Key/complex analysis/derivation rules for ADaM dataset (to be carried 

over into ADaM metadata)

Templates are pre-populated with standard requirements

Template conventions:
• Study specific, user-supplied text 
• Optional text
• Variants of text denote alternative definitions

[light blue shading]
turquoise blue
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Example of optional/user supplied text

Study specific, user supplied

Optional, can be removed
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ADaM variable from SAP through code - example

%adfasfl(indsn = adsl,                                                           
adrule = VERSION1,
outdsn = adsl101,                                
debug = OFF); 

SAP – 2 variants 
for full analysis set

DPS Part 2 –
translate SAP text 
into programming 
details

ADaM metadata –
more programming 
details, including 
standard macro 
name 

SAS macro 
call

More technical 
text for 

programming
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Mock display to code

TSFAEST02 template program

Calls macro %astrefst001

Macro input parameters linked 
to mock display options:
q where = %str(TRTEMFL='Y')
q fupvar = studydur
q expvar = trtdurd



Examples of collaboration
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Pick up Q and 
acknowledge

Consult and 
discuss as/when 
needed

Post Q under 
Analysis Standards 
category
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Users can post Questions

Departmental 
Q&A platform

User

Analysis Standards team

SMEs

Post response
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Consult and 
discuss as/when 
needed

Status update

Post an idea or report 
an issue (bug)
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Users can enter a Change Request

Change request 
application

Analysis Standards team

SMEs

Enter status:
Ø Rejected + reason
Ø Accepted + implementation 

details + planned release date
Ø Progress

User
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ü Provide functional 
DA input/expertise

ü Define DA specific 
requirements

ü Facilitate meetings
ü Provide guidance on 

standards
ü Develop DA documents

Development of Disease Area standards (1) 

Analysis Standards team

Disease Area (DA) team:
Representatives of all 
involved functions, i.e. 
statisticians, 
programmers, medical 
writing, clinical, …

Standard requirement templates: 
SAP, DPS with mock lay-outs and 
derivation rules

Requirements customized for the DA:
ü Options/variants selected based on 

DA needs
ü DA specific 

requirements added

Global 
standards*

DA 
standards

*Global standards support routine analysis and
reporting needs across therapeutic areas
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Assist in development of DA 
standards
ü Provide metadata and code 

that can be leveraged
ü Develop DA specific 

elements, e.g. efficacy.

Development of Disease Area standards (2) 
ü Facilitate meetings
ü Provide guidance on standards
ü Plan/manage development of DA 

metadata and code
ü Add DA specific options/variants 

to standard metadata and code

DA standards 

(requirements)

Disease Area 
programming team

DA Programs and 
macros
Ø DA options added to 

standard code
Ø DA code added to 

standard library

DA Metadata
Ø Integrated into 

standards
Ø DA level is an extract 

from standards

Metadata and Code

Analysis Standards team

Metadata

Code
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Future of standards at Janssen

Disease Area team

Analysis Standards team

SMEs

Users
Continue to enhance standards 
and develop more DA 
standards.

Adopt new technology to 
facilitate maintenance and 
implementation of standards.

User, SME and DA team 
involvement and participation 
trigger enthusiasm for adoption 
of standards.

Customization of standards for 
DAs increases the use of 
standards.
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