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Agenda
• What is eCOA?
• How CDISC QRS relates to eCOA
• What is included in a QRS Supplement
• QRS Domains: RS, FT, QS
• Terminology Rules for QS, FT
• Clincase ePRO Demo Study



What is COA (Clinical Outcome 
Assessment)?

There are different types of COAs:



How CDISC QRS relates to eCOA

CDISC QRS Supplements assist in structuring eCOA data so 
that it is collected and reported in a standardized format



What is included in CDISC 
QRS Instruments?

QRS supplements to the SDTMIG and ADaMIG include
• Controlled Terminology
• SDTM
• ADaM
• CDASH

QRS contains a eCRF and guidance for mapping to
the CDISC standards
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FDA Clinical Outcome Assessment 
(COA) Qualification Program
FDA qualifies COA Instruments to 
encourage their usage. Some 
questionnaires are already qualified. Many 
more now in the process of qualification 
and should be added soon.

Qualified COA Instruments are 
supplemented by CDISC QRS



CDISC QRS: RS, FT, QS

CDISC QRS Supplements consist of 
three types of instruments:

1. Questionnaires (QS)
2. Functional Tests (FT)
3. Clinical Classification (RS)

FT and RS are introduced with SDTMIG 
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Questionnaires
(QS)

• Defined standard structure, 
format, and content
• Defined questions with a 

defined set of potential 
answers
• Generates qualitative statistics 

to assess a qualitative concept



Questionnaires (QS) Examples



Questionnaires (QS) Examples
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Functional Test 
(FT)

• Are named, standalone task-based 
evaluations
• An objective direct measurement 

of the performance of the task by 
the subject in a specific instance
• Have documented methods for 

administration and analysis



Functional Test (FT) example



Functional Test (FT) example
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Clinical 
Classifications (RS)

• related to multiple body 
systems

• based on a trained healthcare 
professional's observation

• often composite scores 
based on diverse inputs



Clinical Classifications (RS) example



Clinical Classifications (RS) example
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Terminology 
Rules for QS, FT

US English is the strongly 
preferred language for QRS 
terminology.

The main rule: always use English 
as a core language even if you 
conduct a study in another local 
language



Terminology Rules for QS, FT example



Terminology Rules for QS, FT example



EPRO and EDC – Same Standards?

ePRO EDCUploadClassic

ePRO EDCUploadWith	
CDISC	QRS



EPRO and EDC – New Approach

EDCePRO



Demo Study Step into a Subject’s shoes:
see how ePRO works.

Join us at the coffee break!



Merci beaucoup!


