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CDISC Standards for QRS
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CDISC Standards for QRS

Questionnaires, Ratings and Scales (QRS) - Each QRS instrument is a series of questions, tasks or 
assessments used in clinical research to provide a qualitative or quantitative assessment of a clinical 
concept or task-based observation. 
The QRS team develops Controlled Terminology and SDTM (tabulation) supplements; the ADQRS 
Team develops ADaM (analysis) supplements.

Standards | CDISC

https://www.cdisc.org/standards/foundational/qrs
https://www.cdisc.org/standards/terminology/controlled-terminology
https://www.cdisc.org/standards/foundational/sdtm
https://www.cdisc.org/standards/foundational/adam
https://www.cdisc.org/standards
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QRS Standards - Description

Fit for purpose, context of intended use 
Named, well defined instrument 

Content validity and construct validity
Reliable and sensitive to change

Clinical Outcome Assessment (COA) 
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About 200 QRS supplements 
are published:

• QRS Types
• >10 Functional Tests, 
• About 50 Clinical 

Classifications
• >100 Questionnaires 

• Disease areas most 
frequently covered

• Mental health  
• Neurology
• Endocrine

QRS Standards –QRS Supplements
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QRS Standards - FAQ
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Mainly for QS-FT-CC
• General Business Rules
• --CAT Rules
• --TEST-CD Rules
• Response Rules

Dozens of approved QRS specific NSV
For example:
• Anchor Text High and Low
• Anchor Numeric Value High and Low
• Conditional Branched Item Indicator 
• Collected Administrator Identifier 
• Preprinted Administrator Identifier
• Preprinted Respondent Identifier
• …

• About 200 QRS instruments 
referred in 35 TAUGs

QRS Standards – QRS Resources
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QRS Controlled Terminologies
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• About 50% SDTM and ADaM controlled terminologies (CT) terms are for QRS
• Continue to increase



QRS CT – QS FT CC Category
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For about 400 QRS instruments
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QRS –TEST-CD (for about 320 QRS instruments)  about 19900 rows
QRS response --ORRES/STRESC (for about 15 QRS instruments )  >700 rows

QRS CT – QS FT CC Test Code and Test Name

CDISC 2023 Europe Interchange
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GAD02 SDTM Test Code and Test Name GAD02 ADaM Parameter Code and Parameter Name

QRS CT - ADaM

CDISC 2023 Europe Interchange

Source SDTM score values may not be suitable for analysis because the values may need to be 
imputed or transformed. Recalculations of collected values may be needed per analysis rules
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CDISC Published QS-FT-CC 
Standards

Notes

SDTM CT --CAT The most basic standard. 
Synonym and definition are equally important. 

SDTM CT –TEST-CD Test Code and Test Name based on --CAT. May not be available 
even --CAT is created.  

SDTM CT Response Codelist(s) ORRES and STRESC for some public domain instruments, 

QRS Supplement SDTM Created and maintained by SDS QRS sub-team, normally created 
after SDTM QRS CT publish.

ADaM CT PARAM-CD Parameter and parameter code for subscale and total scores of 
some instrument, and where items from different SDTM versions 
are combined for analysis purposes.

QRS Supplement ADaM Maintained by ADQRS team for some QRS instruments. 

CDISC Published QRS Standards



CDISC wiki – SDS QRS Supplements 
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QRS Supplement Best Practices

QRS supplement 
BP
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CDISC wiki – ADQRS Supplements  

ADQRS Best Practices

ADQRS BP



QRS Handling Practices



QRS-like But Not QRS
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Sponsor-defined general single-Item assessment concepts for assessment of symptoms 
or other, may be evaluated using sponsor-defined general codelist scales, visual analog 
scales (VAS) or numeric rating scales (NRS), with extreme variability in data collection and 
analysis methods.

Evaluation data based on microscopic data represented in MI domain.
w Gleason Score with details in TAUG Therapeutic Area User Guide for Prostate Cancer
w Global Histologic Disease Activity Score (GHAS) with details in TAUG (Crohn's Disease Therapeutic Area User 

Guide )
w Robarts Histopathology Index (RHI) with details in TAUG (Crohn's Disease Therapeutic Area User Guide ) 

w TAUG Therapeutic Area User Guide for Psoriasis section 4.2

https://www.cdisc.org/system/files/members/standard/ta/Prostate_Cancer_Therapeutic_Area_User_Guide_v1.0.pdf
https://www.cdisc.org/system/files/members/standard/ta/TAUG_Crohns_%20Disease_v1.0.pdf
https://www.cdisc.org/system/files/members/standard/ta/TAUG_Crohns_%20Disease_v1.0.pdf
https://www.cdisc.org/system/files/members/standard/ta/CDISC_TAUG-Psoriasis_v1.0_0.pdf
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Functional Assessment Questionnaire (FAQ)

Functional Assessment Questionnaire (FAQ-NACC)

Karnofsky Performance Scale (KPS SCALE)

Kurtzke Expanded Disability Status Scale (EDSS)  - to be updated

Kurtzke Functional Systems Scores (KFSS)

Transition Dyspnea Index (TDI)

Unified Parkinson's Disease Rating Scale UPDRS

QS, FT and RS Differentiation

• Start with the descriptions on CDISC website for questionnaire, functional test, clinical 
classification and disease response. CDISC QRS supplements can also be good references.

• QS vs.RS: instruments were considered as QS due to historical reason and have been/will be 
switched to RS
Abnormal Involuntary Movement Scale (AIMS)

Barnes Akathisia Rating Scale (BARS)

Baseline Dyspnea Index (BDI)

Brief Psychiatric Rating Scale-Anchored (BPRS-A)

Disability Rating Scale (DRS)

Disease Steps

Eastern Cooperative Oncology Group Performance Status (ECOG)

• QS vs.FT: instruments was considered as QS due to historical reason and will be switched to FT
Alzheimer's Disease Assessment Scale - Cognitive (ADAS-Cog) – to be updated 



Language & UK vs. US version
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US English is the strongly preferred 
language for QRS terminology. UK 
English version will NOT be treated as a 
separate version if both UK and US 
versions exist. 

HADS(Hospital Anxiety and Depression Scale)

UK and US versions for HADS: 
questions are the same, minor 
differences on the responses. 
Use the published CDISC CT for CAT, --
TEST/CD. CDISC does NOT control 
responses from copyrighted instruments 
so sponsors may create custom 
response terminology for UK vs US 
versions of HADS, which would then be 
able to describe and distinguish the 
different responses between the two 
country versions.

UK US

https://www.cdisc.org/standards/foundational/qrs/hospital-anxiety-and-depression-scale


Missing QRS Data

22

• When any individual QRS instrument item is not done, record for the item shall be
populated in SDTM dataset with --STAT=”NOT DONE”.

• When the whole QRS instrument assessment is not done, “QSALL”, “FTALL”, and
“RSALL” shall NOT be used as the Test Code. Authorities recommended to address
the missing QRS data ALWAYS at the individual item level.

• –REASND shall be populated if the reason for NOT DONE is available, otherwise –
REASND shall be set as null.

CDISC 2023 Europe Interchange



Conditional Branching Concept
CDISC QRS team discussed with FDA and will be reviewed again 2Q23: if the 
item is not done due to conditional branching, SUPP datasets prepared to show 
Conditional Branching Item Indicator as “Y”. 
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• When assigned conditionally branched responses are not documented in the instrument’s 
instructions or a user manual:

1.QNAM = “--CBRFL”, QLABEL = “Conditional Branched Item Indicator “, QVAL = “Y”  
2.--ORRES, --STRESC, and --STRESN are set to null

• When assigned conditionally branched responses are documented in instructions or a user 
manual:

1.QNAM = “--CBRFL”, QLABEL = “Conditional Branched Item Indicator “, QVAL = “Y”  
2.The --ORRES responses are represented as  "None” for severity items, "Not at all“ for interference 
items
3.If numeric response values are assigned, they are represented as –STRESC /--STRESN. If no 
numeric response assigned, –STRESC /--STRESN are set to null  

CDISC 2023 Europe Interchange



--ORRESU/--STRESU Handling
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Units are pre-defined in the 
questions, --ORRESU/--
STRESU values are populated

Units are included in the pre-
defined responses, --
ORRESU/--STRESU are null



Total Score and Sub-total Score
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• Subtotal and total scores are represented in--ORRES, --STRESC, and –STRESN

• If scores are received or derived by the sponsor, it is recommended that they are 
submitted to SDTM and verified in ADaM whenever feasible.

• Details could be documented in SDRG and ADRG.
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Scenario --DRVFL (derived flag) 

Derived by the sponsor in EDC Y (ORESS could be null)

Investigator calculate the score and 
written on a CRF

<null>

Received from external data 
supplier

<null>

Upcoming changes: 
The SDS team is considering to 
deprecate the --DRVFL variable 
in SDTMIG V4.0. 

CDISC QRS has stopped using 
it, all derived data are 
considered as captured data 
moving forward.

About –DRVFL
Concept aligned in 2018  



--LOC, --LAT and --DIR
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• QRS --TEST/CDs and definitions must be verbatim to how they appear on the “standard” QRS 
instruments. The pre-specified anatomical locations that appear on the instrument need to be pre-
coordinated into the QRS --TEST-CDs and described in the definitions AS THEY ARE.

• Location, Laterality, Directionality (--LOC, --DIR, --LAT) values controlled by CTs shall NOT be used in 
general because they may look different from the instrument.

Exception: Instrument without standard CRF Example: Pain Intensity (PI)



When --ORRES >200 characters
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Pre-defined 
response > 200 
characters

Free-text 
response >200 
characters for 
field with --TEST-
CD assigned Inappropriate to use the “shorten” approach.  

Additional text could be stored in SUPP.



VAS
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--METHOD

ANTXHI 
(Anchor Text High)

ANTXLO 
(Anchor Text Low)

ANVLHI 
(Anchor Numeric Value High)

ANVLLO 
(Anchor Numeric Value Low)

SUPP: Anchor High/Low
VISUAL ANALOG SCALE (0-100)
VISUAL ANALOG SCALE (1-10)
VISUAL ANALOG SCALE (1-100)
VISUAL ANALOG SCALE (1-50)

VISUAL ANALOG SCALE (10 CM)
VISUAL ANALOG SCALE (100 MM)
VISUAL ANALOG SCALE (50 MM)

Note: 
Terms with length units 
shall be used only if the 
VAS line is required as 
exactly 10cm, 100mm, 
50mm on the VAS 
instrument



Do Not Use --EVAL / --EVALID
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For QRS, evaluator is rarely collected on CRF, and it's not called “evaluator". For example,
EPDS has "Administered/Reviewed by"; ADCS-ADL MCI has "Examiner initials"; DAD has
"Respondent" and "Rater"; "DRS has "Name of Person Completing Form"; etc. If –EVAL is
used, there is difficulty to know what it truly means.

ü Administrative information shall be presented in SDTM dataset only if it is explicitly
collected on an instrument.

ü Some QRS specific Non-Standard Variables (NSVs) represent collected administrator
or respondent details, which are captured in SUPP domains.

Domain SUPP QNAM SUPP QLABEL
QS QSCOLAID Collected Administrator Identifier

FT FTCOLAID Collected Administrator Identifier

RS RSCOLAID Collected Administrator Identifier

Example: “COLAID” for "Collected Administrator Identifier" 



QRS Supplemental Variables
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Future changes: QRS supplemental QNAM/QLABEL values will be turned into QXPARM-CDs in the 
SDTMIG v4.0. Data will be stored in the QX domain.

When using a QRS supplement that includes QRS suppqual variables, users need to reference the 
QRS NSV Registry FT QS RS Summary and use the current NSV Registry variables.  

All QRS supplemental qualifier variables (SUPPQUAL) have been reviewed to meet the current NSV 
naming rules. QRS NSV Registry FT QS RS Summary contains the list of existing QRS SUPPQUAL 
variable along with the new SUPPQUAL(NSV) name included in the NSV Registry. 
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QRS NSV 
Summary

https://www.cdisc.org/sites/default/files/2023-01/QRS_NSV_Registry_FT_QS_RS_Summary_Final_2022-12-13.xlsx
https://www.cdisc.org/sites/default/files/2023-01/QRS_NSV_Registry_FT_QS_RS_Summary_Final_2022-12-13.xlsx


QRS – Sponsor QRS Metadata
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CDISC Published QRS CTs Are 
Available For Use
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The most important components would be 
–CAT and –TEST-CD.

--CAT definition shall be checked to 
ensure the same QRS instrument correct 
version is referred to. If not sponsor-
specific custom CTs shall be created.

Sponsor can decide how to use the 
ORRES/STRESC codelists. For example, 
sponsor can choose to include ORRES 
and corresponding STRESC values in the 
same codelist as decoded/coded (or 
reversed) values for EDC setup.
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CDISC Published QRS CTs are 
Not Available For Use

Due to the large number of QRS and its 
wider use in clinical trials, people may find 
that plenty of QRS instruments used in 
clinical trials are not covered by CDISC 
published QRS CTs.

u Sponsor-specific custom QRS package 
will need to be created following QRS 
general rules and naming conventions. 

u Could mimic CDISC published QRS CTs 
for sponsor-specific QRS CTs creation, 
but it is recommended to have sponsor-
specific identifiers to differentiate the 
sponsor-specific QRS CTs and CDISC 
published QRS CTs.
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Sponsor QRS Library
Dozens or hundreds of standard QRS instruments could be commonly used/re-used by a sponsor 
depends on the pipeline in different therapeutic areas. 
A well maintained QRS library at sponsor will be very helpful to reduce repetition work and improve data 
quality and compliance. 
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Sponsor QRS Library
u QRS catalogue for QRS instruments and versions

u Clear definitions and version control for better tracking

u Easily differentiate sponsor custom CTs and CDISC published QRS CTs

u SDTM CT shall be maintained in a way that enable easy data collection 
system setup (EDC QRS form for internal QRS, and DTA for external QRS), 
SDTM transformation, and other downstream work

u …

QRS-specific 
Code Table
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Abnormal Involuntary 
Movement Scale (AIMS)
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AIMS Code Table

u One code table for one version of QRS instrument.
u Except --CAT, --TEST-CD, --ORRES, and --STRESC, other fields, for example, --METHOD, --SCAT, --

ORRESU, --STRESU, and supplemental variables if applicable, are all included in one code table.   
u Annotated CRF can be maintained together with the code table 



Example of How to Use QRS Code Table
u EDC QRS form setup

üEDC FormOID (come from QRS category)
üEDC Form Name (QRS full name with abbreviation)
üEDC FieldOID (come from Test Code)
üEDC Field Label (come from Test Name)
üCodelists attached to the fields (--ORRES/--STRESC set up as decoded/coded values)
üEDC FieldOID for Supplemental variable (come from QNAM)
üEDC Field Label for Supplemental variable (come from QLABEL)

u DTA preparation
üCode table can be provided to data supplier as QRS data transfer specification

u SDTM mapping specifications 
üCodetable shall be a very good reference

u Other applicable
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Thank You!

A special thanks to Steve and Jordan from CDISC QRS team!


