_#A Better Way: eCOA/ePRO Annot reen Reports (aSR
~~—~Provide Data Clarity from Data Collection to Submission
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Agenda

1. Rise of electronic data collection, and need of efficiently mapping
collected data

2. Established Use Of Annotated Case Report Form (aCRF)

3. Transition from paper to digital, and how we can apply the
principles of the aCRF to the Screen Report

4. How traceability can be achieved from using annotated Screen
Reports

5. Implementing the Annotated Screen Reports (ASR) today and
tomorrow
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Rise Of Electronic Data Collection

* Inrecent years, regulatory agencies
such as the FDA and EMA have
increasingly promoted the use of
eCOA solutions to capture patient
data in the development and approval
of investigational products.

* This is because electronic devices can

be used to motivate and engage
patients and because ePROs

simplifies the questionnaire process
for patients.
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Use Of Annotated Case Report Form

Figure 1: EQ-5D-5L v1.2 aCFR Page 2
o aC RF iS a Critical part Of Study OSEVINTX:nZi?eiZh heading. please check the ONE box that best describes your health TODAY

MOBILITY [QSORRES when QSTESTCD=EQ5D02017]

documentation that links data et

1 have slight problems walking

collection fields used to e e

I have severe problems walking

Ca ptu re d ata to th ei r ISaErZ:—::a::Eto VQVZKORRES when QSTESTCD=EQ5D02

1 have no problems washing or dressing myself

corresponding values in SDTM | e WP probioma washin or Greesing myseit

I have moderate problems washing or dressing myself
I have severe problems washing or dressing myself

« Allows for traceability from 1 am unable to wash or dress myself

USUAL ACTIVITIES (e.g work, study, housework,
family or leisure activities)[QSORRES when QSTESTCD=-EQ5D0203]

collection to analysis [ ave mo promems G My s acTes

1 have slight problems doing my usual activities

00000y ooooo

1 have moderate problems doing my usual activities

* Crucial link for all users and e o iy s S
PAIN / DISCOMFORT [QSORRES when QSTESTCD=E

reVi eWe rS I have no pain or discomfort

I have slight pain or discomfort
1 have moderate pain or discomfort

 Figure 1 illustrates a page from  nave severe pain or aiscomiort

I have extreme pain or discomfort

the aCRF Of the (EQ_5D_5L), :\::lf;*;:\gful:rgfzz:)ONlQSORREs when QSTESTC

I am slightly anxious or depressed

linking the collected data to it e e

I am severely anxious or depressed

variables and controlled e
terminology
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700000
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2
USA (English) © 2009 EwoQol Group. EQ-5D™ is a trade mark of the EuwroQol Group
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Transition From Paper To Digital

Figure 2. EQ-5D-5L Page 2 eCOA Screen Report

* Questionnaire instruments have
transitioned from paper to digital. Ea-SO-5L

- There are a series steps that take place Smssieakheaiesa ket e s nastise
between the software/device provider,

the study team, and the copyright holder ::,o:::::.i::w. g
for the instrument to ensure that nothing s i o i —
is lost or changed about the collected { have severs probiems in walking sbout -
data. i i s i =

» The electronic version of the instrument
(eCOA/ePRO), while collecting the
same data in an approved way, often
has a different presentation of the
instrument to the user that needs to be
accounted for.
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Following Principles of Annotated Case Report Form

Figure 3. EQ-5D-5L Page 2 eCOA annotated Screen

Report
® . - w v onsor -ABC-
Fundamental principles that have V0 1) [ — SpSmeoRABCIIOs BEot
been developed to annotate the CRF [OSCATETSD 5]
(Case Report Form) can readily be _
applied to the approved screen -
reports.
* For many instruments, the . =
annotations and controlled e . T
I 1 H QSSTRESN=3
terminology can be copied directly R -
from the already existing CDISC e | O SS TRESI=5 -

QRS supplements. [OSORRES whers OSTESTOD=EE000T |

* This example shows the SDTM
domain as well as all variables
collected from this page.
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Achieving Traceability

» Figure 4 illustrates the same aSR
(from previous slide) from the 5Q-
5D-5L with the addition of the
unique vendor record identifiers
(Yellow) and how these data may
flow into a sponsor data warehouse
(Gray).

« Improved granularity especially
helpful to data management teams
trying to reconcile databases.
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Figure 4. EQ-5D-5L Page 2 aSR with data mapping
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-
ypl"lme [QSEVINTX=TOQDAY | [fTEn OI-IGSEVINTX|

Sponsor ABC 999-ABC-1234
EQ-5D-5L, enGB,

[@S=Questionnaires [@SCTAT=EGQ-50-5L| [TEMOID=IGSCAT |

2.

Version 1.0
FEQSDSL2001

OSTESTCOD-EQSD020| o505

Plaase seiect the ONE box that best desciides your health TODAY.

QSSTRESN=4

| have severe problems in walking abow

MOBILITY

QSSTRESC/
QSSTRESC/ 1 Nave no problams n walking about QSS TRESN: 1 D
= | Bave shght problems in walking about D
p— OO /- - -
QSSTRESC/ QSSTRESN=3 =
O

QSSTRESC/
QSSTRESN=56

1 am unabile to walk about

[CSORRES where QS TESICD=-EQ500207 |

BA2A821A-245D-4742-13B4-028D873635FEA

—

YPrnme GQuestion,
EEC17FTC-C342-4D58-C378-08D87963DC4A

YPrime ChoicelD=
A24D36D3-5010-4555-C682-08087363DC56

YPnme ChoiceiD=
2216A0A8-CTFF-452A-C683-08D87962DC56
wme ChoiceilD=
BCCAT4EA-EDCD-435D-C6384-08D87963DCS6
YPrme ChoicelD=
F308CDE1-0CB1-4C24-C685-08087963DCS56
|w3686924998-40E5—0686-080879630056




Annotating The Screen Reports: Today & Tomorrow

@ Create the aSR in much the same way as the aCRF

@ As Of Now Manual Process: Data standards expert reviews the screen reports in
addition to data for each questionnaire then manually adds standardized
annotations to the .PDF file using a PDF writer.

This process is manual, requires expertise, and several hours to complete.

@ The road to automating the annotation of the screen reports is also being paved
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Benefits of Annotated Screen Reports (aSR)

* Provide clear mapping of the collected eCOA data to the corresponding variables or
discrete variable values.

» Facilitates clear and transparent review to help identify incorrect data mapping decisions
that may delay the eventual analysis.

 Fills the need of data traceability not only for reviewers at regulatory agencies but also
for any stakeholders working with the data from collection to submission and beyond.

» Easy to implement using existing standards and methods and has room for
improvements with automation and the inclusion of additional metadata.

» Simplifies analysis but also has the potential to improve the study design.

If introduced early the aSR can ensure that data collected meets the needs and
expectations of data analysis.
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Closing and Questions
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Contact:

Frank Menius

YPrime

3301 Benson Dr #300

Raleigh, NC 27609

267-536-3268 fmenius@yprime.com
https://www.yprime.com

https://www.linkedin.com/in/frank-menius/
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