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Disclaimer:

• The opinions contained herein are those of the authors and are not 
intended to represent the position of Brigham and Women's Hospital or 
Harvard University.

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

• I have no personal conflicts of interests with regard to the content of this 
presentation or discussion.
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The MRCT Center

The MRCT Center is a 
research and policy 
center focused on 
addressing the conduct, 
oversight, ethics and 
regulatory environment 
for clinical trials.

Vision
Improve the integrity, 
safety, and rigor of 
global clinical trials.

• Academic credibility
• Trusted collaborator
• Independent convener
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How we work

Engage diverse 
stakeholders to define 
emerging issues in 
global clinical trials and 
to create and implement 
ethical, actionable, and 
practical solutions.
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MRCT Center is affiliated with BWH and Harvard University



How we work

Global Regulatory 
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Capacity Building
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Health Literate Communications
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Results
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v Returning results in plain language allows for investigators and sponsors to honor 
the essential contributions and voluntarism of study participants
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The health literacy opportunity
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• Approximately one third of people in the USA have 
difficulty understanding basic health information*

• This means that about 77 million people could 
benefit from additional support

• This number is likely higher when considering the 
complexity of clinical research information and the 
context within which many research conversations occur.

• The proportion of adults with basic or below basic health 
literacy ranges from 28 % of white adults to 65 % of 
Hispanic adults.

*America's Health Literacy: Why We Need Accessible Health Information. An Issue Brief From the U.S. Department of Health and Human Services. 2008

Clinical trials in the US lack appropriate diverse representation. What is the role of 
health literacy in promoting inclusion and access? 



Health literacy of international concern

Health literacy is a WHO priority*
“Health literacy empowers and drives equity” 
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https://www.who.int/healthpromotion/conferences/9gchp/shanghai-declaration.pdf?ua=1

We commit to 
• recognize health literacy as a critical determinant of health 

and invest in its development; 
• develop, implement and monitor intersectoral national and 

local strategies for strengthening 
• health literacy in all populations and in all educational 

settings; 
• increase citizens’ control of their own health and its 

determinants, through harnessing the 
• potential of digital technology; 
• Ensure that consumer environments support healthy 

choices through pricing policies, 
• transparent information and clear labelling. 

And note: nothing about clinical trials in the WHO priority areas 

https://www.who.int/healthpromotion/conferences/9gchp/shanghai-declaration.pdf?ua=1


Health Literacy in Clinical Research 
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Health literacy is the degree to which an 
individual can understand, communicate, 
and act upon health information.
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Project Structure
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Health literacy is two-sided and a shared responsibility

11 April 2019

• It is not just the responsibility of 
the person receiving information 
to try to make sense of it

• The communicator is responsible 
for sharing information that is 
designed to be understood by the 
target audience

• The target audience should be 
comfortable not knowing and 
communicating any lack of 
understanding

• And beyond both communicators, 
it is a systems problem



Health literacy is foundational to the ethical conduct of 
clinical research
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Ethics • Respect for Persons
o A right to understand

• Beneficence
• Justice

o Equitable access to research

• But: I am not convinced that the majority of investigators or their 
institutions have embraced this concept, or that IRBs consider it 
their responsibility to provide oversight to health literate 
communications. And funders have largely been silent.

• Resource implications: time, money, and people.



Health literacy is foundational to the scientific integrity 
and impact of clinical research
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• Generalizability of the research findings depends upon inclusion of 
the population affected by the disease and likely to participate in 
the intervention

• Better communication will enhance compliance and thus data 
validity

• Potential for increased retention and thus completion of the trial

• Generalizability
• Proper Adherence and Follow-Up
• Data Validity
• Potential Cost Savings
• Potential Reduction in Liability

Science and Business



The Clinical Trial Life Cycle

Health literacy is a critical need within the clinical research enterprise

Clear communication is essential throughout the entire clinical trial life cycle

We would go further: we posit that beyond health literacy, we should strive 
to ensure clinical trial literacy.
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What does health literate clinical research look like?
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Building relationships with, and 
developing general research 
information for, the community of 
interest. 

Creating thoughtful (and 
multi-format) study-
specific recruitment 
materials and procedures

Providing detailed study 
information to support 
informed decision-making 

Enhancing and promoting 
ongoing study participation

Supporting end of study 
communications and 

information sharing 

Information gathered from participants 
inform future research studies

Bilateral engagement and partnerships are always of benefit 
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Patient-Facing Materials and Resources



Available in 
• English
• Albanian
• Portuguese
• Arabic
• Italian
• Russian
• Cape Verdean
• Khmer/Cambodian
• Spanish
• French
• Korean
• Chinese
• Greek 
• Polish
• Vietnamese

Informational Materials for Prospective Participants

https://catalyst.harvard.edu/services/rsa/



Projects advancing health literate translation
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o Informational Materials for Prospective 

Participants: 

• 25 brochures developed

• 15 languages available



Plain language is essential but not sufficient

United Health Group

www.justplainclear.com

English
Spanish
Portuguese
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And no need to reinvent 
the wheel

http://www.justplainclear.com/
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Less of 
this

More 
like this

Merck & Co., Inc. example with input from Health Literacy Media
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If you work with the community and use their language, 

by default, you are more likely to be health literate in your 

communications.

- An MRCT workgroup member, patient advocate



A systems approach

• Corporate and individual commitment to communication and, I would 
argue, participant engagement throughout the process

• Trials engineered to deliver results that are important to the participants 
and patients and their loved ones, and to society

• Process—like any other—that requires dissection, analysis, and 
reengineering
– Plain language: terms, use and meaning in relevant culture
– Design, visualization, numeracy
– Education and training of all involved
– Commitment to provide the resources required
– Tools and resources to simplify where possible
– Iterative quality improvement
– Incentive structures for desired behaviors
– Oversight, metrics, tracking, and transparency built as part of process
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COMING
SOON!



Thank you!

Questions 

And

Discussion 

With huge thanks to Sylvia Baedorf Kassis, Laurie Myers, Christopher Trudeau
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Please contrib
ute!
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