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Disclaimer

The views and findings expressed today are ours, serving in our individual capacity, and do not

imply endorsement or reflect the views or policies of Mass General Brigham, Harvard Medical
School, or any affiliated organization or entity.

The MRCT Center is supported by voluntary contributions from foundations, corporations,
international organizations, academic institutions, and government entities (see
www.MRCTCenter.org) as well as by grants.

We are committed to autonomy in our research and to transparency in our relationships. The
MRCT Center—and its directors—retain responsibility and final control of the content of any
products, results and deliverables.


http://www.mrctcenter.org/
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About Us

MRCT Center is an applied policy center
focused on addressing the conduct,
oversight, ethics and regulatory
environment for clinical trials around the

world.




Our Vision Our Community

Improve the integrity, safety, and rigor of We engage diverse stakeholders to define
clinical trials around the world. emerging issues in global clinical trials and to create
and implement ethical, actionable, and practical

solutions.




Session Overview

Continuing to build public trust in clinical research is critical to population health
and well-being.

Data scientists can play a critical role in bridging the gap between
researchers and the public.

Increasing data transparency, can increase the public’s research understanding,
appreciation, and participation.

Topics that will be covered in this session include:

- the role of participant-focused approaches in the data sciences,
- best practices in collaborative study design, and

- organizational change models that prioritize the participant.



Session Objectives

By the end of the session, attendees will be able to:

1) Describe the role of patient centricity in data science (and the role of data
scientists, biostatisticians, and data managers in ensuring patient centricity)

2) Explain how patient-centric approaches can support study teams, research
participation, and public trust.

3) Identify patient-centric approaches that can be applied in clinical research
design, conduct, and reporting.



My Starting Assumptions

1)

The field of Data Science includes data scientists, biostatisticians,
and clinical data managers (CDMs).

Data scientists, biostatisticians, and CDMs all play critical roles in
clinical research (and you have the power to influence clinical
research studies)

Patient centricity can be defined as “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”*

*Yeoman G, Furlong P, Seres M, Binder H, Chung H, Garzya V, Jones RR. Defining patient centricity with patients
for patients and caregivers: a collaborative endeavour. BMJ Innov. 2017 Apr;3(2):76-83. doi: 10.1136/bmjinnov-
2016-000157. Epub 2017 Mar 24. PMID: 28890797; PMCID: PMC5468520.



What does “putting the patient first”

look like in clinical research?
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Patient-Centric Approaches Related to Clinical Research Data ﬂ]q';l

Engage in Collaborative Integrate and Leverage Apply Health Literacy
Study Design Real World Data Best Practices
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Example #1 - Engage in Collaborative Study Design

R

Involve patients and care partners in study planning and design, including endpoint
selection and review of feasibility from a participant perspective.

Ask about their needs and desires
related to the study and
determine whether the study
could help address their concerns
and is likely to be successful in
retaining participants.

Consider including data elements,
like patient experience data, which
provide information about how the
participants, and others as
applicable, are impacted by the
disease or condition, the therapy, or
the clinical investigation.

Potential Impact - supports the selection and efficient collection of data elements that meet
the study’s scientific goals and provide information that is qualitatively meaningful to

participants.



Example #2 - Integrate and Leverage Real-World Data

R

In healthcare, there are readily available Real-World Data (RWD) sources like
insurance claims, electronic medical records, and pharmacy records.
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Example #2 - Integrate and Leverage Real-World Data

R

In healthcare, there are readily available Real-World Data (RWD) sources like
insurance claims, electronic medical records, and pharmacy records.

RWD can help identify the more
practical patient-centric impacts
of a particular clinical research
study

Using RWD supports broader
applicability to the larger impacted
patient community.

Potential Impact: reduces patient and care partner burden in the study and allows for
more nuanced explanations of study outcomes.



Example #3 - Apply Health Literacy Best Practices

R

Personal Health Literacy Organizational Health Literacy

The degree to which The de.gre.e to which
individuals have the orgajmzatlons
ability to find, equitably enable

understand, and use individuals to find,
information and understand, and use

services to inform information and services
health-related to inform health-related
decisions and actions decisions and actions

for themselves and for themselves and
others. others.




Example #3 - Apply Health Literacy Best Practices

R

A - Plain Language

Information that can be understood the first time someone reads or hears it.

« Useful when communicating numeric information, like risk, randomization,
uncertainty, and the meaning of study results

« Helpful to diverse audiences of patients and participants, study teams, health
care providers, and even new colleagues in data science, biostatistics, or data
management.
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Example #3 - Apply Health Literacy Best Practices

B - Data Visualization

R

Visual and graphic representation of data through charts, graphs, maps, interactive
dashboards, and other visual imagery.*

- Supports the transformation of data into actionable information and insights.

- Especially helpful in the return of results via Plain Language Summaries, in journal
articles, and in considerations around Participant Data Return
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Example #3 - Apply Health Literacy Best Practices

R

Potential Impact:

- increased understanding by study teams and participants that can support the conduct
of the study, participant retention, and reporting of the clinical trial results.

- stronger understanding of the research and its results amongst participants, which can
influence:

* how they feel about research,
» what they tell others about their experience,
« whether they would consider participating in research in the future, and

» overalltrustin the research enterprise.



Patient-Centric Approaches Related to Clinical Research Data ﬂ]q';l

Engage in Collaborative Integrate and Leverage Apply Health Literacy
Study Design Real World Data Best Practices
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Spheres of Influence and Organizational Change

1) Individual - Be open to continued growth and
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learning; advocate for bringing patient insights into
the study design and the selection of data endpoints
that matter clinically; implement health literacy best
practices.

Team - Share learnings and insights about patient-
centric approaches with colleagues; mentor others in
the practices you apply and the lessons you learn;
commit to making incremental change in your work
together.

Organization - Lead by example; integrate lessons
learned into communications with and for higher-
level leadership to gain buy-in; identify allies in
senior roles to champion and support your patient-
centric efforts.




Key Takeaways

- There are many approaches to integrating patient centricity into the collection,
management, analysis, and reporting of clinical trial data.

- Data scientists, biostatisticians, and clinical data managers all can play a role in clinical
research patient centricity by:

« Staying curious and open to learning more

« Advocating for patient-centric approaches

* Involving patients and their care partners in study design, conduct, and reporting
 Integrating existing data sources into studies

« Using plain language and data visualization techniques

« Offering clear communication outputs about the study and its results




Thank you!
What questions do you have?

Sylvia Baedorf Kassis, MPH

sbaedorfkassis@bwh.harvard.edu
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