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Introduction to the MRCT Center

Improve the integrity, safety, and rigor of
global clinical trials.
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We engage diverse stakeholders in the Py
research enterprise to define emerging issues
in global clinical trials and to create and :
implement ethical, actionable, and practical | "oneros® e ™

solutions.
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Ongoing Commitment to Health Literacy

Since 2019, the MRCT Center:
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— Developed COVID-19 pamphlets to support

What should | ask the research team before joining a COVID-19 research study?

understanding of clinical research (in English & Spanish) et L et
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— Designed and delivered clinical-research focused health BRIt permemee N7 |G
literacy trainings for multiple organizations and groups.
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Commitment to Health Literacy Across the Age Spectrum

e The MRCT Center has also
developed a suite of materials
for adolescents and young
adults

— Related to COVID-19
— Introduction to Clinical Research
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I AM A HEALTHY CHILD:
Should | Join a COVID-19 Vaccine Research Study?

Kids who do not have COVID-19 can help researchers learn
mare about the disease.
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The Need for a Common Clinical Research Glossary

* Aresource of consistent, accurate and simplified definitions for use across the
research industry did not exist.

 Harmonizing definitions across the industry promotes a unified approach to
best support patients, participants and their caregivers.
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The Clinical Research Glossary Pilot: Goal

To pilot the development of a plain
language glossary that includes
definitions that are:

- Co-created with patients,

. . Patient/Advocate

. .Nf::-n

Profit/Academia
+ [ Medical Writing

. . Life Sciences
company

. Independent
/ Consultant

Categories of Glossary Workgroup Participants

- Designed for public understanding,

- Acceptable to industry and academic
stakeholders across the clinical research
ecosystem.

https://journal.emwa.org/writing-for-patients/promoting-equity-in-understanding-a-cross-organisational-plain-language-glossary-for-clinical-research/
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You can point them to the article that came out about the glossary

https://journal.emwa.org/writing-for-patients/promoting-equity-in-understanding-a-cross-organisational-plain-language-glossary-for-clinical-research/

The Clinical Research Glossary Pilot: Approach

Selected words telesie Held consensus Created Finalized
: feedback on : "
from various conversations to supplemental website in

participant- 0 ol finalize information and preparation for

facing materials Ian-gyz.:\ge definitions web template launch
definitions

Ongoing patient advocacy engagement and iterative usability testing
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53 terms selected
Two teams – Development and Review
3.5 months of Agile sprints to iterate on plain language definition
5 weeks of “reconciliation” conversations to finalize
3 months of supplemental information creation and web template development, including early usability testing
1 month of finalization and prep for launch









FROM NHC website describing how they developed their RWE glossary
The terms selected for inclusion in this glossary were identified based on a targeted literature review and in the expertise of NHC and Duke-Margolis staff and expert advisors. The following process was used: 
The NHC conducted three webinars on April 15 and 17, 2020. Webinar participants were asked to complete a survey, and the results were used to inform this list.  
The RWE Advisory Committee reviewed and refined this list to ensure it is comprehensiveness and utility and identified priority terms to be defined.  
Definitions for each of the priority terms were compiled from a variety of existing, trusted resources.  
The compiled definitions were harmonized, transformed into plain language and reviewed by the RWE Advisory Committee.  
Finally, health literacy experts reviewed the definitions for utility and readability. 







The Clinical Research Glossary Pilot: Hallmarks

Creation

* Co-development with patients and participants (and user testing with patients).
* Plain language definitions and use in context.

* Addition of associated images and graphics.

* Inclusion of auditory pronunciation guide.

Dissemination

* Word of the Week social media campaign (Ongoing).

* Glossary shared on screens around hospital system (October, 2021).

* Glossary deployed in clinical trial recruitment (Planned).
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October is Health Literacy Month!

'R

The MRCT Center of
Brigham and Women'’s
Hospital and Harvard has
created a

Clinical Research Glossary

to explain words that are
commonly used in
research studies.
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Helping you understand clinical research

Welcome to the Clinical Research Glossary. This glossary is a list of research
words and their meanings. Use this glossary to learn more about words that are

used in research studies.

VIEW ALL WORDS

Use the “search” menu to find a word’'s meaning and other information.

- HOME ABOUT GLOSSARY WORDS CONTACT US

Copyright & 2021 Brigham and Women's Hospital Division of Global Health Equity
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Randomization W
Informed consent L] L .'*
A way to use chance to place study
The process of learning and discussing participants into different study
the details of a research study before treatment groups
deciding whether to take part
How 1o say Randomization '

How to say: & informed consent
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What’s Next?

* Commitment to using common definitions across the research industry.

* Expansion of the Clinical Research Glossary (version 2)
— Addition of new words,
— “Just in time” terminology to be included,
— Considerations for translation,

— Diverse and downloadable image library.
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Thank you!

sbaedorfkassis@bwh.harvard.edu

N/ = MULTI-REGIONAL
CLINICAL TRIALS
10/28/21



	Health Literacy in Clinical Research and a �Common Plain Language Glossary�
	Introduction to the MRCT Center
	Ongoing Commitment to Health Literacy
	Commitment to Health Literacy Across the Age Spectrum
	The Need for a Common Clinical Research Glossary
	The Clinical Research Glossary Pilot: Goal
	The Clinical Research Glossary Pilot: Approach
	The Clinical Research Glossary Pilot: Hallmarks
	Slide Number 9
	Website sneak peek
	Slide Number 11
	What’s Next?
	Thank you!��sbaedorfkassis@bwh.harvard.edu

