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QRS (Questionnaires, Ratings and Scales) Domains

• The Questionnaires, Ratings and Scales (QRS) domains are 
• Questionnaires (QS)

• Functional Tests (FT) 

• Disease Response and Clin Classification (RS) 

• We expect these to be published as a group in SDTMIG 3.3

• These domains are already available in the CDISC CT (Controlled 
Terminology)
• The QRS sub-team advises users of SDTMIG 3.2 to create custom domains based on 

the planned use of FT and RS when new instruments are encountered.



FTs (Functional Tests)
• Named 

• Stand-alone task-based evaluations

• Designed to provide an assessment of 
• mobility, 
• dexterity, 
• and/or cognitive ability. 

• FTs are not a subjective assessment of how the subject generally performs a task. 
Rather it is an objective measurement of the performance of the task by the 
subject in a specific instance. 

https://www.cdisc.org/foundational/qrs

https://www.cdisc.org/foundational/qrs


FTs (Functional Tests) contd.
• Functional tests have documented methods for administration and analysis 

and require a subject to perform specific activities that are evaluated and 
recorded. 

• Most often, functional tests are direct quantitative measurements.

Mobility Dexterity Cognitive Ability

6 Minute Walk Test Nine-Hole Peg Test 
(NHPT)

Brief Assessment of Cognition in 
Schizophrenia (BACS)

Hauser Ambulation Index Paced Auditory Serial Addition Test (PASAT)

Timed Up and Go (TUG) Rey Auditory Verbal Learning Test (AVLT-REY)



FT Mobility: 6 Minute Walk Test



FT Dexterity: Nine-Hole Peg Test (NHPT)



FT Cognitive Ability: Rey Auditory Verbal Learning Test 
(AVLT-REY)



What are QS (Questionnaires) again?
• Named

• Stand-alone measures designed to provide an assessment of a concept

• Have a defined standard structure, format, and content

• Consist of conceptually related items that are typically scored

• Have documented methods for administration and analysis

• Consist of defined questions with a defined set of potential answers

• Most often, questionnaires have as their primary purpose the generation 
of a quantitative statistic to assess a qualitative concept



Airway Questionnaire (AQ20)
Named

Scored
Defined set of 
potential answers

Answered by the patient 
Patient-Reported Outcome (PRO) 



Extended Glasgow Outcome Scale (GOSE)

Completed by patient or relative/carer



Alzheimer's Disease Assessment Scale - Cognitive 
(ADAS-Cog)



RS (Disease Response and Clin Classification) 
• Measures are named measures whose output is an ordinal or categorical score that 

serves as a surrogate for, or ranking of, disease status or other physiological or 
biological status. 

• These measures are based on a trained health-care professional’s observation of a 
subject’s health condition or status with input from associated clinical records review. 

• Clinical Classifications may be based solely on objective data from clinical records, or 
they may involve a clinical judgment or interpretation of the directly observable signs, 
behaviors, or other physical manifestations related to a condition or subject status. 

• These physical manifestations may be findings that are typically represented in other 
SDTM domains such as labs, vital signs, or clinical events. 

• Therefore, clinical classifications are often composite scores based on diverse inputs. 

• This assessment method differs from a more traditional question-and-answer interview 
commonly seen in other Questionnaires, Ratings and Scales (QRS).



Body-Mass Index, Airflow Obstruction, Dyspnea and 
Exercise Capacity Index (BODE INDEX)

FEV1PP/Percent Predicted FEV1

SIXMW106/SIXMW1-Distance at 6 Minutes

Based on multiple 
body systems

Links multiple 
SDTM domains 
together

VS

RE

QS/RS

FT

MMRC01-Description of Breathlessness

BMI/Body Mass Index



BODE INDEX – Linked SDTM Domains 



Brooke Upper Extremity Rating Scale

Classification based on 
investigator assessment 

Providing an overall rating
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https://www.cdisc.org/system/files/members/standard/QRS/Reference/QRS_Naming_Rules_2017-06-23.xlsx
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DrugDevelopmentToolsQualificationProgram/ucm370262.htm

https://www.cdisc.org/system/files/members/standard/QRS/Reference/QRS_Naming_Rules_2017-06-23.xlsx
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DrugDevelopmentToolsQualificationProgram/ucm370262.htm


Bonus Slides



CC vs Single Body System(Physiology/Morphology) 
Domain – Forthcoming Public Review
• Are their QRS-like instruments that are not stored in the FT, QS or RS 

domains?

• Yes, certain clinical classifications may be stored in other domains. The 
rule for so storing clinical classifications is: 

• If the instrument is a Grading Scale in which the intent of the instrument is 
to evaluate a single body system, then it would be stored in the 
morphology/physiology domain which represents that body system. All 
other Grading Scales related to multiple body systems and all Composite 
Score type instruments would be represented as a Clinical Classification in 
the RS domain.



CC vs Single Body System(Physiology/Morpology) 
Domain contd.
• Composite types of instruments provide an assessment based on multiple individual 

assessments that can be represented in other domains. For example, the APACHE II instrument 
has a CRF and is a composite instrument and would be stored as a Clinical Classification in the 
RS domain because it has a variety of labs, respiratory, and vital sign assessments in addition to 
the Glasgow Coma Score. This variety of data is scored separately in the APACHE II instrument. 
This composite scoring approach is currently represented as a Clinical Classification in the RS 
domain.

• Another type of Clinical Classification that is stored in the RS domain deals with the rating of 
symptoms or other medical conditions related to multiple body systems. These are not posed 
as a questionnaire with specific questions with specific answers but have CRFs with the 
symptoms or medical conditions listed with a specific rating scale that is evaluated by an 
examiner. 

• Grading Scales are instruments which may or may not use observations from multiple body 
systems, but there is no CRF with a place for the individual assessments' values and thus no 
calculation of an overall score. For example, TIMI Grade is a grading system for coronary blood 
flow and has no case report form and is based on the CV body system. This is an example of a 
Grading Scale instrument that is related to a single body system and would be stored in the 
related morphology/physiology body system domain.



QRS CT Team & Sub-team 
• Submit QRS instruments and volunteer!

• QRS sub-team 
• Steve Kopko skopko.external@cdisc.org

• Dana Booth dbooth.external@cdisc.org

• QRS CT team.
• Chris Gemma cgemma@cdisc.org

• Dana Booth dbooth@cdisc.org

• Roberta Rosenberg Roberta.E.Rosenberg@pfizer.com

mailto:skopko.external@cdisc.org
mailto:dbooth.external@cdisc.org
mailto:cgemma@cdisc.org
mailto:dbooth@cdisc.org
mailto:Roberta.E.Rosenberg@pfizer.com


Thank you!
Éanna Kiely 

Eanna.kiely@clinbuild.com



Back Up Slides



APACHE II



PhUSE/CDISC Roundtable 2: Problem Statements
• Ambiguity exists regarding the tabulation of certain measurements as 

clinical classifications or physiological findings within a specific body 
system (e.g. cardiovascular, reproductive, etc.). The CDISC QRS team has 
developed a new rule clarifying the tabulation of these 
measurements. This new rule would require SDTM implementers to 
move/re-map the results for certain measurements (~12) from one domain 
to another. 

The QRS team would like to vet this new rule with the implementation 
community, and gather feedback on moving/re-mapping results for 
existing measurements. 



PhUSE/CDISC Roundtable 2: Problem Statements
• 2. Standards developers and implementers use variable QSEVAL, Evaluator, 

to represent a variety of different concepts including instrument reporter, 
interviewer, health care professional, etc. As a result, data consumers 
struggle to understand the specific concept represented in QSEVAL for a 
given study. Further, these differences may impact pooled analyses. The 
QRS team proposes to remove QSEVAL/QSEVALID from SDTM and 
represent specific information about readers, responders, assessors, etc. as 
supplemental qualifiers. 

The QRS team would feedback on this proposal. Please note, this proposal 
does not impact the FT and RS domains. 



Logically Skipped Items



PhUSE/CDISC Roundtable 1: Problem Statement
• Questionnaires, rating scales, and other instruments may contain items 

that may be logically skipped or left unanswered.  
• For example, an instrument may instruct the subject to skip to Question 5 when 

Question 1 is answered ?No?.  

• Items that are logically skipped or left unanswered are typically not
represented in SDTM.  Regulatory agencies have been collaborating with 
CDISC to explore representing all items including those that have been 
logically skipped or left unanswered in SDTM.  In order to maintain 
traceability, information about logically skipped items and/or items left 
unanswered would need to be collected in Electronic Data Capture (EDC) 
systems or Electronic Patient Reported Outcomes (ePRO) devices.



PhUSE/CDISC Roundtable 1:Request for Information 
Sharing
• CDISC asks members of the PhUSE community with experience 

implementing questionnaires or other instruments in EDC or ePRO for their 
perspective on the following:
• Current industry practices configuring questionnaires or other instruments in 

EDC/ePRO systems.

• Practicality of configuring EDC/ePRO systems to collect information about logically 
skipped and/or unanswered items.

• Any changes to site data entry burden to collect information about logically skipped 
and/or unanswered items.

• Any changes to data cleaning activities resulting from the collection of information 
about logically skipped and/or unanswered items. 



Logically Skipped Items – FDA TCG v4.0
• FDA Study Data Technical Conformance Guide v4.0 section 4.1.1.3 SDTM 

Domain Specifications, QS Domain (Questionnaires)
• Some items in an instrument may be logically skipped per the instrument’s 

instructions. Responses for logically skipped items should be (1) recorded and/or 
scored according to the instructions provided in the instrument’s user manual, 
scoring manual, or other documentation provided by the instrument developer and 
(2) included in the submission dataset.

• If instructions on how to record and/or score responses to logically skipped items 
are available from the instrument developer, then records for logically skipped 
items should be included in the submission dataset with the following: 
• QSSTAT = “NOT DONE”; 
• QSREASND = “LOGICALLY SKIPPED ITEM”; and 
• QSORRES, QSSTRESC, and QSSTRESN would be assigned according to the instrument’s 

instructions. 



Logically Skipped Items – FDA TCG v4.0
• FDA Study Data Technical Conformance Guide v4.0 section 4.1.1.3 SDTM 

Domain Specifications, QS Domain (Questionnaires), contd. 
• If instructions on how to record and/or score responses to logically skipped items 

are not available from the instrument developer, then records for logically skipped 
items should be included in the submission dataset with the following: 
• QSSTAT = “NOT DONE”; 

• QSREASND = “LOGICALLY SKIPPED ITEM”; and 

• QSORRES, QSSTRESC, and QSSTRESN all set to null. 



Logically Skipped Items Examples Links
• Expanded Disability Rating Sale – Postacute Interview Caregiver Version 

(EXPANDED DRS-PI CAREGIVER VERSION)

• https://www.cdisc.org/standards/foundational/qrs/expanded-disability-
rating-sale-%E2%80%93-postacute-interview-caregiver-version

• Expanded Disability Rating Sale – Postacute Interview Survivor Version 
(EXPANDED DRS-PI SURVIVOR VERSION)

• https://www.cdisc.org/standards/foundational/qrs/expanded-disability-
rating-sale-%E2%80%93-postacute-interview-survivor-version

https://www.cdisc.org/standards/foundational/qrs/expanded-disability-rating-sale-%E2%80%93-postacute-interview-caregiver-version
https://www.cdisc.org/standards/foundational/qrs/expanded-disability-rating-sale-%E2%80%93-postacute-interview-survivor-version


EXPANDED DRS-PI CAREGIVER VERSION



• Example from Expanded Disability Rating Sale – Postacute Interview Caregiver 
Version (EXPANDED DRS-PI CAREGIVER VERSION)

• If the caregiver answers 0 (Consistently) or 1 (Inconsistently) questions 2.2 and 2.3 are answered• If the caregiver answers 2 (No) questions 2.4 and possibly 2.5 are answered• The caregiver has two paths in question 2.1



Representing Logically Skipped Items in SDTM

QSORRES QSSTRESC QSSTRESN QSSTAT QSREASND
Consistently 0 0
Writing or spelling device 1 1
Yes but takes more than a few seconds 1 1

NOT DONE LOGICALLY SKIPPED ITEM 
NOT DONE LOGICALLY SKIPPED ITEM

QSTESTCD QSTEST QSCAT QSSCAT

ED102_1 ED1-Able to Communicate Clearly EXPANDED DRS-PI CAREGIVER VERSION COMMUNICATION ABILITY 

ED102_2 ED1-How They Communicate Primarily EXPANDED DRS-PI CAREGIVER VERSION COMMUNICATION ABILITY 

ED102_3 ED1-Correct Date and Time EXPANDED DRS-PI CAREGIVER VERSION COMMUNICATION ABILITY 

ED102_4 ED1-Few Words or Random Answers/Shouting EXPANDED DRS-PI CAREGIVER VERSION COMMUNICATION ABILITY 

ED102_5 ED1-Moan/Groan/Sounds Not Understandable EXPANDED DRS-PI CAREGIVER VERSION COMMUNICATION ABILITY 

• SDTMIG 3.2 section 4.1.5.1.2 Tests Not Done: If the data on the CRF is missing 
and yes/no or done/not done was not explicitly captured a record should not be 
created to indicate that the data was not collected.
• Is the logically skipped question the equivalent to a “Yes/No” or “Done/Not Done”



Representing Logically Skipped Items in SDTM

QSORRES QSSTRESC QSSTRESN QSSTAT QSREASND
Consistently 2 2

NOT DONE LOGICALLY SKIPPED ITEM 
NOT DONE LOGICALLY SKIPPED ITEM

No 0 0
No 0 0

QSTESTCD QSTEST QSCAT QSSCAT

ED102_1 ED1-Able to Communicate Clearly EXPANDED DRS-PI CAREGIVER VERSION COMMUNICATION ABILITY 

ED102_2 ED1-How They Communicate Primarily EXPANDED DRS-PI CAREGIVER VERSION COMMUNICATION ABILITY 

ED102_3 ED1-Correct Date and Time EXPANDED DRS-PI CAREGIVER VERSION COMMUNICATION ABILITY 

ED102_4 ED1-Few Words or Random Answers/Shouting EXPANDED DRS-PI CAREGIVER VERSION COMMUNICATION ABILITY 

ED102_5 ED1-Moan/Groan/Sounds Not Understandable EXPANDED DRS-PI CAREGIVER VERSION COMMUNICATION ABILITY 

• If this was scored by the instrument owner QSORRES, QSSTRESC, and QSSTRESN 
would be assigned according to the instrument’s instructions.



Thank you!
Éanna Kiely 

Eanna.kiely@clinbuild.com 


