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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.
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www.MRCTCenter.org) and well as by grants.
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of any products, results and deliverables. 
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Objectives

• Identify opportunities for participant input throughout the clinical research process;

• Describe how co-development can elevate document quality and impact; 

• Discuss compliance concerns in partnering with patients and advocates to develop 
participant-facing materials;

• Apply best practices to establishing partnerships with patients and participants;

• Review case studies and examples of patient and participant input being integrated into 
clinical research materials.
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Our Vision

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

The MRCT Center



The MRCT Center

Our Mission

We engage diverse 
stakeholders in the research 
enterprise to define 
emerging issues in global 
clinical trials and to create 
and implement ethical, 
actionable, and practical 
solutions.
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Health Literacy and Clear Communications in Clinical Research
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Why are clear communications so important in clinical research?

• Literacy levels in the US are troubling

• Low health literacy affects a person’s ability to:

– Access services and information

– Understand and follow health-related instructions

– Make appropriate health-related decisions

9/10 people need extra help 

From: https://nces.ed.gov/naal/kf_demographics.asp
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Clear communication is a shared responsibility

December 11, 2019

• Anyone can struggle with low health literacy, depending 
on the content and context.

• 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 
in a clear, respectful way, confirming understanding and 
inviting questions.

• Systems also play an important role 

– processes and accountability support clear communication with 
potential, enrolled, and past research participants

©MRCT Center



Clear communication is a need in clinical research
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Clear communication is essential throughout the participant’s journey 
through the clinical trial life cycle



What does clinical research that integrates health literacy principles look like?

DISCOVERY 
Building relationships and sharing general 
research information with the community

RECRUITMENT
Creating thoughtful study-specific 
recruitment materials and processes

CONSENT
Providing detailed study information 
to support informed decision-making 

ON STUDY
Applying tools to support ongoing 

study participation

END OF STUDY 
Sharing end of study 

communications and information

And repeat……. What we learn 
along the way informs future 
research studies

Bilateral engagement and partnerships are always of benefit 
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Partnering with Patients to 
(Co-)Develop Clear Communications Throughout the Clinical Trial Life Cycle
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Why partner with patients?
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• Lessons learned from healthcare

– People actively involved in their health 
and health care tend to have better 
outcomes.*

– Patient decision making is enhanced by 
personal experience and complemented
by scientific knowledge of healthcare 
professionals.**

– Recognition of patients as experts fosters 
collaboration.**

*https://www.healthaffairs.org/do/10.1377/hpb20130214.898775/full/

**https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4391791/

https://www.healthaffairs.org/do/10.1377/hpb20130214.898775/full/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4391791/


What do patient partnerships mean for research?
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What are some of the concerns raised about partnering with patients?
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• Extra time needed to involve patients in the process;

• “Tokenism” or a false appearance of inclusiveness by involving patients;

• A fear of “scope creep” whereby potentially irrelevant patient concerns and issues might 
decrease the feasibility of the study;

• Regulatory compliance concerns about direct contact between industry and patients. 

Adapted from: https://www.ncbi.nlm.nih.gov/pubmed/24568690 and https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6193089/

https://www.ncbi.nlm.nih.gov/pubmed/24568690
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6193089/


Five Process Steps for Patient Group Engagement (PGE)

• Shared ambition

– Open and honest partnership focused on 
collaboration

• Transparency

– Strategic objectives and clarity about 
processes

• Accountability

– Key point of contact with aligned internal 
processes and ownership 

• Respect

– Maintained relationship and proactive 
communication
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STAR Principles for PGE

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5766722/


DISCOVERY 
Get input from patients on what they already know about 
the research topic and what more they really hope to find 
out.  What matters most to them?

RECRUITMENT
Identify how patients learn about health 
related initiatives and where they are likely 
to feel comfortable having initial study-
related conversations.

CONSENT
Determine what the biggest questions and 
concerns about the research are so that consent 
processes can adequately address them.

ON STUDY
Find out early where there may be 

challenges with study adherence so that 
supportive processes can be implemented 

END OF STUDY 
Incorporate patient information priorities 

identified throughout the study into a 
meaningful research results  summary

January 24, 2020
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Patient Partnerships in Action
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Last Patient 

Last Visit

Patient Partnership Example :  
Phasing of Patient Input into the Return of End of Study Summaries
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New Idea

Study Design

Protocol Development

IRB &

Other Regulatory 

Requirements

Identify 

Recruit, and 

Consent

Collect 

Data

Analyze Data 

Interpret Results

Communicate 

Results

Close-out

Get input on what, when and 
how to return results to the 
study population

Find out if there were any study 
issues that may be important to 
address in the results summary

Collect feedback on the summary 
itself before it is posted/distributed 
widely.

Pre-Study Preparation Protocol Development During the Study When the Study Ends

Find out early on what 
participants most want to 
learn through the research.
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• Pharmaceutical companies are starting to include 
patient engagement in their activities

– Sanofi Genzyme, for example:
• Included the “Patient Perspective” in their 2019 Research & 

Development priorities

• Integrated Patient Advisory Panels into their processes to:

– Develop recruitment materials and methods targeted to the desired 
patient population

– Provide patients with clinical trial education in order to make an 
informed decision to participate or not

– Design study-specific materials to engage and support the patient 
throughout the clinical trial

Patient Partnership Case Study: 
How one company has started to incorporate patient input into R&D
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• Pharmaceutical companies are starting to include 
patient engagement in their activities

– Sanofi Genzyme, for example:

• Included the “Patient Perspective” in their 2019 Research & 
Development priorities

• Integrated Patient Advisory Panels into their processes to:

– Develop recruitment materials and methods targeted to the desired 
patient population

– Provide patients with clinical trial education in order to make an 
informed decision to participate or not

– Design study-specific materials to engage and support the patient 
throughout the clinical trial

https://mrctcenter.org/health-literacy/tools/overview/casestudies/#sanofi

https://mrctcenter.org/health-literacy/tools/overview/casestudies/#sanofi


Patient Partnership Best Practice: 
Usability Testing of Clinical Research Materials 
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• Get input on whether research materials, 
documents and/or processes work as 
intended. 

– Can the user complete a specific task or set 
of tasks?

– Can the user answer questions about what 
the information actually means?

Learn more at https://mrctcenter.org/health-literacy/tools/overview/usability-testing/ 

https://mrctcenter.org/health-literacy/tools/overview/usability-testing/


A Few Additional Patient Engagement Resources
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Clear communications benefit everyone in the clinical research process

• The MRCT Center led the development of a dynamic 
web-based resource that highlights:

– How health literacy applies throughout the clinical trial 
life cycle

– Best practices to support clear research communications

– Case studies and practical examples of how health 
literacy has already been integrated into research 
processes

– Ways to take action in your own clinical research role

www.mrctcenter.org/health-literacy
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Takeaways
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• Clear participant-facing communications are essential throughout the 
clinical research journey

• Preparation and planning for clear research communications, including 
plain language summaries, starts early in the clinical research process. 
Break down the silos!

• Including the participant’s input is a critical part of creating understandable 
study-related materials, including plain language summaries 

• Free resources exist on the MRCT Center website and through other groups



Special thanks to the MRCT Center Health Literacy in Clinical Research Workgroup
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Please follow the MRCT Center:

linkedin.com/company/multi-regional-
clinical-trials-center-of-brigham-and-
women's-hospital-and-harvard

twitter.com/MRCTCenter



Questions and Discussion
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