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Introduction




."% What do we want? EFFICIENCY!
1" How do we get it? LIBRARIES!

¢ i« Like LEGO, code libraries allow
.. standardized code “Bricks” to be
. ... dropped into programming

i » Whole instruments can be taken
e “off the shelf”

.+« Faster study start up
 Faster enrollment

» Cost and effort savings

» Standardization
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Current way eCOA are collected




How are Electron Clinical Outcome Assessments
(eCOA) collected? *’ e

Current data collection doesn’t go P el e N o bt e s et DA
much beyond paper source. o =
I have siight peoblems in walking about D
. ] | have moderate problems in watking about E]
* Instrument (Questionnaire) i e g 0
. 1 am unable to walk about ]
* Item (Question)
« Value (Answer)
 Date
INSTRUMENT ITEM VALUE DATE

Please tap the ONE box that
EQ-5D-5L best describes your health | have no problems walking 19-Sep-23
TODAY. MOBILITY
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Programming is needed to convert data for analysis
-7~ and submission

iy a2l poty

oot INSTRUMENT TEM VALUE DATE
. . Please tap the ONE box that
EQ-5D-5L best describes your health | have no problems walking 19-Sep-23

TODAY. MOBILITY

@ % QSEVILNT
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RUMENT ITEM VALUE DATE

1 the ONE box that
ribes your health | have no problems walking 19-Sep-23

. MOBILITY l
W

-5D-5L

¥
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Using CDISC standards to gain efficiency
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COISC
Foundational
BRIDG
PRM
SEND
CDASH
SDTM
SDTMIG
ADaM
QRS
Medical Devices

Genomics

Data Exchange
CTR-XML
Dataset-J5ON
Dataset-XML
Define-XML

LAB

OoDM

RDF

SDM-XML

Terminology

Glossary

Controlled Terminology

NSV Registry

New to CDISC

Therapeutic Areas
Alphabetical

By Disease Area
Published User Guides

Standards Education Resources Events

Standards
Standards Roadmap

Publications

In Development

Public Reviews

Standards in Development
CDISC 360

CORE

CDISC Biomedical Concepts

Digital Data Flow

CDISC has a growing library QRS supplements

Membership

CDISC Library
CDISC Library

Real World Data
FHIR-CDISC

Vaccine Administration
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Applying those supplements to eCOA

QSEVINTX=TODAY e =

. i . A
e . e Under each heading, please check the ONE box that best describes your health TODAY Sponsor ABC 999-ABC-1234
. o s MOBILITY |QSORRES when QSTESTCD=EQ5D0201 | yprlme QSEVINTX=TODAY EQ-5D-5L, enGB,
? . I have o problems walking WQSSTRES‘C/QSS TRESN=1 | Version 1.0
O I have slight problems walking (¢ —{QSSTRESC/QSSTRESN=2] QS=Questionnaires| [¥SCAT=EQ-5D-51]
" I have moderate problems walking O«—[QSSTRESC/QSSTRESN=3] _2.
L (A E A ] I have severe problems walking U< [OSSTRESC/OSSTRESN=4]
H I am unable to walk < [@SSTRESC/QSSTRESN=5 |
" SELF-CARE [@SORRES when QSTESTCD=EQ5D0202 |Q STESTCD=EQ5D0207 | FQ-50-5
I have no problems washing or dressing myself a
I have slight problems washing or dressing myself Q Flease select the ONE box that best describes your health TODAY.
I have moderate problems washing or dressing myself a MOBILITY
I have severe problems washing or dressing myself ] QSSTRESC/
I am unable to wash or dress myself Q I have no problems in walking about - [ ECC RIS I:l
SSTRESC/
USUAL ACTIVITIES (e.g. work, study, hausework, SSSTRESN=2 I have slight problems In walking about D
family or leisure activities)|[QSORRES when QSTESTCD=EQ500203 QSSTRESC/
I have no problems doing my usual activities [m] LBeve moderste poblame iR sk = I:l
, h QSSTRESC/ EECTRES NS
I have slight problems doing my usual activities m] QSSTRESN=4 I have severe problems in walking about D
I have moderate problems doing my usual activities m]
Ih bl doi 1 activil a I am unable 10 walk about QSSTRESC/ [:l
ave severe problems doing my usual activities QSSTRESN=5
2 I am unable to do my usual activities m]

PAIN / DISCOMFORT [QSORRES when QSTESTCD=EQ500204 ]
I have no pain or discomfort

|2SORRES where QSTESTCD=EQSD0201 |

u]
I'have slight pain or discomfort m]
I have moderate pain or discomfort Q
I have severe pain or discomfort Q

(]

I have extreme pain or discomfort

ANXIETY / DEPRESSION [QSORRES when QSTESTCD=EQ5D0205 ]
I am not anxious or depressed
I am slightly anxious or depressed

I am moderately anxious or depressed
I am severely anxious or depressed
I am extremely anxious or depressed

coooo
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Applying those supplements to eCOA

INSTRUMENT ITEM VALUE DATE QSTESTCD QSTEST QSCAT QSEVINTX QSORRES QSSTRESC QSSTRESN

Please tap the _ONE box I have no problems N I HAVE NO
e e EQ-5D-5L that best describes y our walking 19-Sep-23 EQ5D0201 EQ5D02-Mobility EQ-5D-5L TODAY PROBLEMS 1 1
7o XA health TODAY. MOBILITY WALKING
e
o tile
.
e o
-
b




Challenges




Challenges

* Programming cost and effort
moved to eCOA vendor
development

« Customization at cost of efficiency

« CDISC supplementlibrary is large
and growing but not exhaustive

 Lack of consistent standards
adoption by sponsors
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Questions?
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