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Patient-Centric by Design:

Lessons Learned from Developing Clinical Trial
Technology with Patients
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The Problem

46% 34%

of those who completed a trial _ o
would encourage others to would caution peers against it'

participate

We can do better at enhancing patient experiences.
Patients can help!
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The Potential |
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1State of Patient-Centricity 2020: Advancing from patient-first inventions to true co-creation, Economist Intelligence Unit Report, 2020

87%

positive-results from
patient-centric trials

Patient-centricity is not a buzzword.
It is a NECESSITY!
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The Challenges
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Defining Patient Centricity
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“Putting the patient first in an open and

sustained engagement of the patient to .
respectfully and compassionately achieve the \
best experience and outcome for that person
and their family.” '
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Yeoman G, Furlong P, Seres M, et al Defining patient centricity
with patients for patients and caregivers: a collaborative
endeavour BMJ Innovations 2017;3:76-83.
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First - Check the Literature!

BMC Medical Informatics and O
Decision Making BioMed Cental

Research article Open Access
A review of randomized controlled trials comparing the

effectiveness of hand held computers with paper methods for data
collection
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This is an Open Access article distributed under the terms of the Creative Commons Attribution License (http://creativecommens.org/licenses/by/2.0),
‘which permics unrestricted use, distribution, and reproduction in any medium, provided the original work is properly cited.

Abstract
Background: Handheld computers are increasingly favoured over paper and pencil methods to
capture data in clinical research.

Methods: This study systematically identified and reviewed randomized controlled trials (RCTs)
that compared the two methods for self-recording and reporting data, and where at least one of
the following outcomes was assessed: data accuracy; timeliness of data capture; and adherence to
protocols for data collection.

Results: A comprehensive key word search of NLM Gateway's database yielded 9 studies fitting
the criteria for inclusion. Data extraction was performed and checked by two of the authors. None
of the studies included all outcomes. The results overall, favor handheld computers over paper and
pencil for data collection among study participants but the data are not uniform for the different
outcomes. Handheld computers appear superior in timeliness of receipt and data handling (four of
four studies) and are preferred by most subjects (three of four studies). On the other hand, only
one of the trials adequately compared adherence to instructions for recording and submission of
data (handheld computers were superior), and comparisons of accuracy were inconsistent
between five studies.

c are an effective ive to paper and pencil modes of data collection;
they are faster and were preferred by most users.
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nature medicine

Consensus Statement

https://doi.org/10.1038/s41591-024-02827-9

Recommendations to address respondent
burden associated with patient-reported
outcome assessment
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Published online: 29 February 2024

® Check for updates

Olalekan Lee S48, CruzRivera'®,

Jessica Roydhouse®’, Paul Knmudvnl' ‘Yvonne Alder’, Nicola Anderson'***,
Robert Mitchell Baldwin™, Vishal Bhatnagar”, Jennifer Black',

Andrew Bottomley”, Michael Brundage™, David Cella", Phillp Collis',

Elin-Haf Davies™, Alastair K. ©7*, Fabio e
’, Robert M. Golub®, Sarah E. Hughu.‘“‘ Flic Jeyes',

Scottie Kern”, Bellinda L. King-Kallimanis®, Antony Martin®,

Christel McMullan'™*, Reb, Bebber™, X 2
Peipert™, Juan I pos @72, Chantal Quinten®,
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LivMarit Valen Roya Sherafal ©%. Claire Snyder™,
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Pati (PROs) are ingly usedin e
researchto prowdeewdenceof the benefits and risks of interventions
from the patient and to inform reg y decisions and

health policy. The use of PROs in clinical practice can facilitate symptom
monitoring, tailor care toindividual needs, aid clinical decision-making
andinform value-based healthcare initiatives. Despite their benefits, there
are thatthe ial burden reduce their
willingness PROs, with impacton th
and quality of the data for decision-making. We therefore conducted an
initial reviewto g alistof candid:
aimed atreducing respondentburden This was rollowed by atwo-stage
Delphi survey by an group. A
meeting was held ther The final

includes19 ions to address PRO respondent
burden in healthcare research and clinical practice. Ifimplemented, these

may reduce PRO burden.
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Patient Insights Board

The Patient Insights Board (PIB) includes nine
patient advocate board members who participate
in Patient Design Studio Workshops.

Together, they evaluate trial processes, technical

solutions, patient-facing materials, trial burden,
sensors, and devices.
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Patient Design Studios

Patient Design Studios are interactive workshops wit
our Patient Insights Board members.

In addition to regular internal design studios to inform
our software development process, Patient Design
Studios offer our clients and partners the opportunity
to engage in a series of activities to fully understand
patient perspectives and preferences for a proposed
clinical trial offering.
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Medidata’s eCOA (and beyond)

Medidata Platform

myMedidata

App and Web Medidata Designer
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Medidata App
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How do we bring patient centricity to eCOA?

Have you thought about the end users when designing a protocol/build that dictates eCOA interactions?

3@'— Will your patients understand what they are being asked to do? Comprehension vs Compliance
4}, Do participants understand why their responses are important to the study and future patients?
(t\{"?g Have you made participation as least burdensome as possible?

CQ Are you asking the right questions to get answers that power insight?

Is what the patient reads and responds to being presented to them in a digestible way?

% Does the build capture the essentials without overburdening participations with extraneous data collec

HOW have you thought about the end users when designing a protocol/build that dictates eCOA inter:
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Ease of Use

Patients wanted a simple, centralised experience
where they could access all their study activities
and information

myMedidata serves as a patient portal, which
surfaces the most relevant information or task
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Meeting the Patient
Where They’re At

Patient’s wanted to be able to access study tasks
from any device

We created a unified iOS, Android and web
browser version of myMedidata
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Avoid “Gamification”

myMedidata
You have a new form available.

Patient’s felt certain design elements were
inappropriate for the context of a clinical trial

g

Thank you
We significantly simplified elements of patients ’

engagement

You completed this activity.

You're up to date.

Go to Study Home
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Just-in-Time Data Capture

Patient’s found the volume of information they
were asked to provide, particularly during
onboarding, was overwhelming

We implemented design patterns that ask for

relevant information just before it is actually
needed

2
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Impairment Scale X

Difficulty with errands

How difficult was it for you to do your
errands in the last 24 hours?

Please tap on the line below to select your answer

Very Extremely
Easy Difficult
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The patient
Journey

built on the
foundation of eCOA!
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Summary

, , , _ Patients Study Teams
Trials are patients - without their engagement we don’t have data

4k

Patients want to use technology in the context of clinical research

Meaningful Patient

Centricity
Patient insights have to be intentionally baked into the development process

What is asked for is often strikingly simple

Product
Development
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