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Welcome!

Thank you for joining this webinar today!

Tips for today’s session

 - Use the Q&A for your questions – we will do our best to answer live.

 - Feel free to use the Closed Captioning available on the Zoom toolbar.

 - Most of the links in our presentations will be shared in the Chat.

The recording, slides, and any additional materials will be available next week.
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Disclaimers

The opinions contained are those of the speakers and are not intended 
to represent the position of Brigham and Women's Hospital, Harvard 
University, or any other 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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Session Overview

• Welcome and Introductions

• Presentations:

• MRCT Center’s Health Literacy and Return of Results Efforts

• Dana Farber/Harvard Cancer Center's Breast Oncology PLS Process

• Moderated discussion and Q&A 

• Wrap up and thank you. 



© 2024 MRCT Center, CC BY-NC-SA 4.0 license.

v

Meet the Speakers

Timothy Erick, PhD
Senior Science Writer

Breast Oncology Program

Dana Farber/Harvard Cancer 
Center

Paula Steeves
Co-Lead Advocate

Breast Cancer Research Advocacy 
Group

Dana Farber/Harvard Cancer 
Center

Moderated by:

Sylvia Baedorf Kassis, MPH
Program Director

MRCT Center
Christine McLaughlin
Patient Research Advocate

Breast Cancer Research Advocacy 
Group

Dana Farber/Harvard Cancer 
Center
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The MRCT Center

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

Our Mission
Engage diverse stakeholders to define emerging issues in 
global clinical trials and to create and implement ethical, 
actionable, and practical solutions.

www.mrctcenter.org 

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

       

         

http://www.mrctcenter.org/
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Health Literacy and Returning Results

MRCT Center Guidance and Toolkit MRCT Center-authored draft FDA Guidance

https://mrctcenter.org/project/aggregate-results/ 

https://mrctcenter.org/project/aggregate-results/
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https://mrctcenter.org/health-literacy/tools/overview/return-of-results/ 

Downloadable, fillable PLS Template

Health Literacy and Returning Results

https://mrctcenter.org/health-literacy/tools/overview/return-of-results/
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Health Literacy and Returning Results

Recommendation #3: 
Expand ClinicalTrials.gov to include an 

element for the sharing of plain 
language aggregate results to past 

study participants. 

MRCT Center Public Comment:
Response to National Library of Medicine Request for Information

“Evolving the Network of the National Library of Medicine”

https://mrctcenter.org/resource/public-comments-submitted-evolving-the-network-of-the-national-library-of-medicine-not-lm-24-001/

https://mrctcenter.org/resource/public-comments-submitted-evolving-the-network-of-the-national-library-of-medicine-not-lm-24-001/


Paula Steeves
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• Dana-Farber Breast Oncology Center

• Our PLS Program’s Purpose

• Our PLS Program’s Overview

• Phase 1: PLS Creation Process

• Phase 2: PLS on Dana-Farber Website

• Phase 3: Getting PLS in Hands of Trial Participants

Agenda
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• 30+ medical oncologists

• Cross-functional staff resources

• Large active patient research advocate group

• Many clinical trials 

Dana-Farber Breast Oncology Center

Breast Oncology Center Leadership
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• Effectively communicate aggregate clinical trial results to a 
specific audience (people with limited scientific or medical background)

• Trial participants 

• Patients

• Family members and caregivers

• Interested members of the public 

• Develop a program to create and share PLSs
• Consistent

• Efficient

• Timely

• Scalable process

 ur      rogram’s  urpose

Fully Supported by Dana-Farber Breast Oncology Leadership
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• Phase 1: PLS Creation Process ✓

• Phase 2: PLS on Dana-Farber Website ✓

• Phase 3: Getting PLS in Hands of Trial Participants – In progress

 ur      rogram’s  verview
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Phase 1: PLS Creation Process
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• Dana-Farber investigator led interventional clinical trials (ISTs)

• Dana-Farber investigator led non-interventional studies

• Produce as soon as possible based on published manuscripts

Scope: Our PLS Creation Process 
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• Principal investigator

• Breast Oncology Center (BOC) science writer

• Breast patient research advocates

• BOC graphic designer

• Communications department

Our Cross-Functional Team
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• EU Regulation & Good Lay Summary Practice

• Third-party medical communications agencies

• Multi-Regional Clinical Trials Center (MRCT) guidance

• Industry PLSs

Our Benchmarking
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• Why was the trial done?

• Who took part?

• What treatments did they receive?

• What were the results?

• What were the side effects?

• How has this trial helped?

• Where can I learn more about this trial?

Our PLS Section Outline
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• PLS based on published results

• Content from the paper to include in the PLS

• Content from the paper not to include in the PLS

• Patient perspective provided by research advocates

• Careful attention to quality control

• PI initiation and signoff

Our PLS Content
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• Short in length (4 pages max)

• Lay language 
• Define medical and scientific words if terminology must be used
• Keep words simple (6-8 grade level)

• Avoid acronyms and slang (e.g., “Site” can mean website, not location)

• Paragraphs and sentences
• Short paragraphs (2-4 sentences)

• Short sentences
• Consider sentence order within a paragraph

• Simple graphics
• Tables for side effects (given a participant may have more than one side effect)

• Pie charts are easily understood
• Avoid complex bar charts and graphics
• Color consistent with ADA compliance and printability

Our PLS Style Guide
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• Science writer summarizes trial results in lay language 

• Patient advocates provide feedback on PLS’s content and wording

• Science writer and patient advocates meet to discuss

• PI verifies the PLS is aligned with published trial results

• Graphic designer creates visuals to support text

• Communications department provides final copy editing for website posting

Our PLS Process Workflow
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Our PLS Process Workflow Chart
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PLS Example #1
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PLS Section Overview
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Opening Section
• Provide trial purpose overview

• Express gratitude to trial participants

• Sharing aggregate results not 

individual results
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Why was the trial done?
• Frame the issue

• Background

• Status of the disease

• Explain why this research matters

• Explain what the researchers are 

studying
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Who took part?
• Sample size and gender

• Age range of participants

• Disease subtype/stage

• Trial enrollment timeframe
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What treatments did they receive?
• Medication(s)

• How medication(s) were given

• Medication(s) schedule 
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What were the results?
• Primary endpoint, secondary endpoint(s), 

other results important to patients

• Plain language explanation of statistical 

significance



34

What were the side effects?
• Include at least the most common side 

effects outlined in the published paper

• Define non-familiar medical terms
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How has the trial helped?
• How did it move cancer research 

forward?

• How did it impact care/outcomes for 

patients?

• Reference important correlative data if 

appropriate

• Reference any future trials based on 

these results
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Where can I learn more about this trial?
• Reference published paper(s)

• Reference clinicaltrials.gov website
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Closing Section
• Direct trial participants on whom to 

speak to if they have questions

• DFCI specific language

• DFCI Copyright
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PLS Example #2
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New 

Section What were the research goals?

• Explain the primary objective of 

the trial and how success would 

be measured.
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What did participants and medical 

providers think about omitting 

chemotherapy after surgery?

• Share survey results

New 

Section
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Phase 2: PLS on Dana-Farber Website
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• PLSs on Dana-Farber Breast Cancer Clinical Trials & 

Research Homepage

• Ability to search for PLSs on Dana-Farber website using the 

search function

• Organize the PLSs by subtype, stage, and manuscript 

publication date

Scope: PLS on Dana-Farber Website 
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PLS on Dana-Farber Website
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PLS Posted on Dana-Farber Website (Cont.)
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Phase 3: Getting PLS in Hands of 
Trial Participants
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• Use existing DFCI workflows, tools, and technology

• Electronically distribute PLS to living clinical trial participants

• Customize communication including opt-in/opt-out feature

• Reporting/metrics capability

• Automation where available/applicable

• Efficient and scalable process

Scope: Getting PLS in Hands of Trial Participants
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• Workflows, tools, and technology assessment just started

• One-off or manual process is inefficient, time consuming, and 

not scalable

Status: Getting PLS in Hands of Trial Participants
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Lessons Learned
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Lessons Learned

• Audience Diversity

Target audience can vary widely, each with different levels of understanding and interest in 
medical topics

• Ethical Considerations

Crucial to ensure PLS is accurate and not misleading, as it can impact patients' understanding 
of potential risks and benefits

• Emotional Sensitivity and Respectful Tone
Addressing sensitive topics related to health outcomes, side effects, or participant experiences 
requires careful wording to avoid causing distress

• Engaging the Audience/Reader

Making the summary engaging and relevant while maintaining content accuracy can be a tricky 
balance
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Lessons Learned (cont.)

• Complicated Terminology

Involves technical medical language that must be simplified without losing essential meaning

• Summary of Complex Data

Distilling complex data (like statistics or outcomes) into understandable language without 
oversimplifying or misrepresenting findings can be difficult - shorter can be harder

• Balancing Detail and Clarity

Important to provide enough detail to summarize the trial’s results and significance while 
remaining clear and concise -  striking this balance can be tough

• Feedback from Laypeople

Incorporating feedback from a few laypeople ensures better understanding by persons with 
limited scientific or medical knowledge - multiple perspectives gave us a better outcome
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Lessons Learned (cont.)

• Team Composition and Workflow

Needs to be tailored to your situation for all phases especially getting the PLS in the hands of 
the trial participants

• Organizational Support

Building support is important and can be time consuming

• Continuous Learning

Every PLS created offers an opportunity to learn and improve and reflecting on what works and 
what doesn’t builds skills and improves content quality over time
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Getting Started 
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• Identify the members of your PLS team and define their roles

• Define your intended audience and keep in mind when writing the PLS

• Have PLS reviewed by people who represent the intended audience

• Determine which trials/studies for which you want to create a PLS 

• 1st and last author, PI of trial, etc.

• Define your PLS section outline and style guide

• Determine what content you want to include in each section

• Define guidance for what to include and not to include in the PLS

• Create process workflow that works for you and your institution

Getting Started
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• Breast Oncology Center (BOC) Leadership

• Dana-Farber/BOC Clinical Research

• Dana-Farber Breast Patient Research Advocates

• Dana-Farber Communications and Marketing

• Dana-Farber Information Systems

Thanks for Dana-Farber’s  upport

This Photo is licensed under CC BY-SA

https://en.wikiquote.org/wiki/Gratitude
https://creativecommons.org/licenses/by-sa/3.0/
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Thank you



Q&A

with Tim, Paula and Christine
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Additional Resources

Clinical Research Glossary: 
www.mrctcenter.org/glossary

Individual Return of Research Results Resources: 
www.mrctcenter.org/return-of-individual-results/ 

http://www.mrctcenter.org/glossary
http://www.mrctcenter.org/return-of-individual-results/
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Happy Health Literacy Month!

There is one more webinar in the series. Register today!

October 22, 12 - 1 pm ET:
Session 3: Designing PowerPoint Presentations to Support Health 
Literacy and Accessibility

https://niba49lab.cc.rs6.net/tn.jsp?f=001B1CNOOso3AsSTS22Uy8bSvv3reosJUhaL6bn7_cmPr7QEZSyQEx5LCoaPX-iYC0W3mQ25WnjznBQv_8P15lOVgQ79Z8385GFkVK3ig_BBCKMq7RGfYUUy1ChI8En-BF3Z2GCmnygsgvS0aphB4pPAsg_GP_sw5HuttpirwYc9FPlZnvTxsmnOa-4UBKh3C59Tl7-iHL-qsGz-5y7e-BKl3Ffkb1XN__a0_yEJcKFTGGXlUtQfow9X1liLgzclPjWow35bYBkMBj-1a6ijfVIsCCqe92RhRCIIBX1EVHv3Z6jfb315S__VRlGX_dXnIMdXEMEBGW_6ZI8mIVC9d6PaMCi7zRlCvE6jDVHLp-yRQegSLynNiGxkh-_mlHpkhNaZjHwknm378d91uTPbANeeQ==&c=vOZurcixF9Tyg4qkaF-1-eUi2nL0FjWcr5zm-rJC-BEG4iixndlw_g==&ch=5HHmlvYR3ghjeL-mOiYQcLGmcgPEpm1kM6TPghttykRja88XfBvukQ==
https://niba49lab.cc.rs6.net/tn.jsp?f=001B1CNOOso3AsSTS22Uy8bSvv3reosJUhaL6bn7_cmPr7QEZSyQEx5LCoaPX-iYC0W3mQ25WnjznBQv_8P15lOVgQ79Z8385GFkVK3ig_BBCKMq7RGfYUUy1ChI8En-BF3Z2GCmnygsgvS0aphB4pPAsg_GP_sw5HuttpirwYc9FPlZnvTxsmnOa-4UBKh3C59Tl7-iHL-qsGz-5y7e-BKl3Ffkb1XN__a0_yEJcKFTGGXlUtQfow9X1liLgzclPjWow35bYBkMBj-1a6ijfVIsCCqe92RhRCIIBX1EVHv3Z6jfb315S__VRlGX_dXnIMdXEMEBGW_6ZI8mIVC9d6PaMCi7zRlCvE6jDVHLp-yRQegSLynNiGxkh-_mlHpkhNaZjHwknm378d91uTPbANeeQ==&c=vOZurcixF9Tyg4qkaF-1-eUi2nL0FjWcr5zm-rJC-BEG4iixndlw_g==&ch=5HHmlvYR3ghjeL-mOiYQcLGmcgPEpm1kM6TPghttykRja88XfBvukQ==
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https://mrctcenter.org/mrct-center-annual-symposium/ 

https://mrctcenter.org/mrct-center-annual-symposium/


Thank You!
Learn more at www.mrctcenter.org
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