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http://www.mrctcenter.org/

* At the end of the session, attendees will be able to:

— Describe the application of health literacy principles throughout the clinical research
life cycle.

— Access and use resources on the MRCT Center’s Health Literacy in Clinical
Research website to develop participant-facing materials and processes that support
participant understanding.

— Share best practices with their colleagues and team members to promote greater
integration of health literacy best practices into their clinical research processes.
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Our Vision

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

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.

October 20, 2020
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https://mrctcenter.org/blog/projects/return-of-individual-results/
https://mrctcenter.org/blog/projects/return-of-results-to-participants/
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* Literacy levels are troubling around the world.

63 95 28

9/10 people in the US need extra help g

B BelowBasic | | Basic [ Intermediate | | Profident

From: https://nces.ed.gov/naal/kf_demographics.asp

* A person’s health literacy affects their ability to:
— Access services and information
— Understand and follow health-related instructions
— Make appropriate health-related decisions
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INTERACTIVE
TECHNIQUES

CULTURAL

CONSIDERATIONS e
CLEAR LANGUAGE

DESIGN

NUMERACY
USABILITY TESTING

...and a shared responsibility.

October 20, 2020

5



Clear communication is essential throughout the participant’s journey
through the clinical trial life cycle

W ® 0@

DISCOVERY RECRUITMENT CONSENT ON STUDY END OF STUDY
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And repeat....... What we learn DISCOVERY

along the way informs future Building relationships and sharing general
research studies research information with the community
END OF STUDY * RECRUITMENT
Sharing end of study ) \ V~ - Creatmg thoughtful study-specific
ON STUDY CONSENT
Applying tools to support ongoing ' Providing detailed study information
study participation to support informed decision-
making
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Get to know about the study population Explain end of study processes

Ask members of the study population for feedback Report findings to participants

Recruitment Last
Study Design and Patient  Close-out

Protocol Consent Last Visit
Development
New Collect %%
| D t
Je, Y ata %%
#p < @Jﬂ
Communicate

IRB & Analyze Data  Results
Other Regulatory Interpret Results
Requirements

7\

Provide additional information to support participation

Develop recruitment materials and consent forms using health literacy best practices

VD
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Stage of Journey through the Life Cycle Examples of Clear Communication Opportunities

- Research awareness campaigns
Discovery - Outreach and engagement efforts to solicit patient input into study
design and development

r . - Advertisements
* Recruitment . .
) - Recruitment scripts

- Consent scripts
Consent - Consent forms
- Study schedules/calendars

- Study medication/intervention instructions
- Study commitment contract

- Adverse event reporting information

- Participant satisfaction survey

On Study

- Instructions for coming off trial
End of Study - Information on maintaining access to treatment options \ / =
- Study results/summaries

october 20,2020




Improved

ADHERENCE

to study procedures

Higher levels of

SATISFACTION
in the research experience

(and presumably, a better chance of
research being recommended to others)

Increased

PARTI.CIPATION Greater
in studies AWARENESS

of research

Reduced participant
ATTRITION

October 20, 2020



HEALTH LITERACY IN CLINICAL RESEARCH

STARY MINE | TRMALLMECYOLE W

* 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

e L B R ]

Snavacy and wath x T e BASrEs 4 TR ety o8 aew 8

e e L T D T P

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

Are you sure your clinical research materials are understandable?

— Ways to take action in your own clinical research role

www.mrctcenter.org/health-literacy
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1) Advocate at your organization




HEALTH LITERACY IN CLINICAL RESEARCH

STARTHERE | TRIAL LIFECYCLE = BEST PRACTICES | RESOURCES BY ROLE

(13
Tell me what | need
to know and make
sure | understand.
Tell me again
tomorrow.

READ THE HEALTH LITERACY PRINCIPLES >>

Clear communication
promotes health

Sponsors and funders. investigators and study teams, and
Institutional review boards and ethics boards all share a

responsibility to create research materials that participants

can understand and act upon.

Are you sure your clinical research materials are understandable?

Use tools and techniques  View and share resources

o th ¢ s to integrate heaith for your clinical trial

n Clinical t < literacy into your clinical  participants that are
research role today to read and understand

ea

MULTI-REGIONAL
CLINICAL TRIALS

HEALTH LITERACV '\ ALINIF AL DECCADAL

START HERE | TRIAL LIFE CY{

Health L

What is Health Literacy?

The classic definition of health literacy
refers to an individual's capacity to obt:
process. and understand basic health
Information and services to make
appropriate health decisions '

Yet. health literacy is in fact a dynamic
process - It is a state not a trait. As suct
health literacy can be affected by variot
factors, like the stress of a new diagnos
or th ng within which information
being shared

Healthy People 2030 is proposing a nev
working definition of health litera
reflects a consensus of health literacy a
two-sided construct affected by both:

* an individual's capacities, and
« the abilities of those responsible for ¢

Healt

o e
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MR
Health Literacy in Clinical Research Principles

Clear communication with potential, enrolled, and past research participants supports understanding and
decision-making that aligns to their values. Health literacy focuses on a person’s ability to access, process, and
understand health information to make informed health decisions. Clear communication , however, requires the
c i to share infy in ways that the participant and their family, friends, and/or caregivers can
understand and act upon. As such, clear ication is both and ethically il and
important throughout the clinical research study life cycle - from access, recruitment, and informed consent to
the end of a trial and the sharing of results. The MRCT Center Health Literacy in Clinical Research workgroup has
developed foundational principles to help guide the adoption and integration of health literacy practices into
clinical research. These are intended to support sponsors and funders, investigators and study teams, and
institutional review boards and ethics i in their icati with ial, enrolled, and past
participants.

1. All clinical research communications should be clear and easy to understand.

5

Clear communication is necessary throughout the clinical research life cycle.

3. All clinical research stakeholders share an ongoing responsibility for ensuring research communication is clear
and easy to understand.

4. Clinical research communications should be developed by partnering with the intended audience(s).

5. Cultural respect is an integral part of communicating appropriately about clinical research.

{4

Clinical research materials for participants should integrate health literacy practices, including plain language,
numeracy, clear design techniques, and cultural considerations.

7. Clinical research materials for participants should be evaluated to ensure the intended audience(s) can
understand the information.

8. In-person communication with the intended audience(s) should encourage dialogue and confirm
understanding.

L4

All clinical research stakeholders should support the and i ion of
policies that integrate health literacy into clinical research.

10. Integration of health literacy into clinical research requires proactive planning to develop, test, modify, and
confirm understanding of clinical research communications.

For more information about the
\V », g:g&zi?g:t; MRCT Center’s work on health literacy in dinical research, visit:

htts rctcenter.org/health-literacy/
© MRCT Center | October 2019
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2) Start where you are
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HEALTH LITERACY HOME | CONTACT

START HERE | TRIAL LIFECYCLE | BEST PRACTICES | RESOURCES BY ROLE

START HERE | TRIAL LIFE CYCLE | BEST PRACTICES | RESOURCES BY ROLE

Clinical Trial Life Cycle Overview

ik 4. On Study

Clear information about ongoing research procedures, data collection and
. reporting

Home > Trial Life Cycle > Overview

Health literacy can support the participant through their

clinical trial journey. “On Study” is the time when the participant is enrolled into the specific research study and
undergoes the research procedures outlined in the protocol.

+ At this point the focus of the research team is on quality data collection, compliance with the

research procedures and retention of enrolled participants.
( + Ongoing clear communications about expectations and logistics are important.
. E + It is advised that any materials and scripts used during the ongoing study should go through
[ 4 usability testing with members of the intended audience.
<) l . ’ + Through a process of ongoing engagement and active listening, researchers should periodically
confirm participants understanding of the research and willingness to continue as the study

proceeds
1. DISCOVERY 2. RECRUITMENT 3. CONSENT 4. ON STUDY 5. END OF STUDY
Public Targeted, Clear written Clear Plain language
awareness of, relevant, written and verbal information summaries, results Click through the individual tabs to learn more about how your “On Study” research
education and verbal conversations about ongoing reports, and communications can be improved through plain language, numeracy, clear design and
about, and invitations to join ~ about informed  research research ULttt consIdetation
access to clinical research consent to procedures, publications
research research data collection
participation and reporting Plain Language ‘ Numeracy ‘ Cultural Considerations
Clear DeSign How to give yourself the study

medicine

During the “On Study” stage clear design Study medicine

techniques can be applied to print materials to Cach bt a1 o of i i o b
support a participant’s continued engagement disanli
in the study. he sty 2o wh L you b tch o e rm esch b

Important safety information
All tools and resources (such as health literate G
study calendars, study medication
instructions, and study procedure
October 20, 2020 descriptions), as well as additional materials 2"9')75"“’ give yourself the study medicine
like a regular study newsletter or results o

rige a1 o
30 thn ot when v s thar,




START HERE | TRIAL LIFE CYCLE | BEST PRACTICES | RESOURCES BY ROLE

» p /8

NUMERACY CLEAR DESIGN USABILITY
LANGUAGE Resources Resources TESTING
Resources Resources

CULTURAL INTERACTIVE GLOSSARY CONSENT GUIDE
CONSIDERATIONS TECHNIQUES Resources Resources
Resources Resources

CASE STUDY EDUCATION & RETURN OF RESEARCH
LIBRARY TRAINING RESULTS PARTICIPANTS’
Resources Resources Resources Resources

HEALTH LITERACY IN CLINICAL RESEARCH

START HERE | TRIAL LIFE CYCLE | BEST PRACTICES | RESOURCES BY ROLE

Return of Results

Create and disseminate general clinical trial result summaries

(also known as Lay Summaries or Plain Language Summaries) so clinical trial participants:

» are informed about the trial results,

» know their participation is respected
and appreciated

+ understand the value of their
contribution to science and public
health.

More information about previous MRCT
Center work on Return of Results can be
found here.

Download this fillable Return of Results template and adapt it to your study situation,

October 20, 2020
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3) Consider how to get patient input




* 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/

Patient Patient
Partnerships Centricity

Patient
Engagement

October 20, 2020


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

HEALTH LITERACY IN CLINICAL RESEARCH

STARTHERE | TRIAL LIFE CYCLE | BEST PRACTICES | RESOURCES BY ROLE

Usability Testing

Usability Testing of Clinical Research Materials

Adapted from original material created by: Laura Pigozzi, PhD

Usability testing refers to evaluating a

product or service by testing it with I —
representative users (www.usability.gov).

Itis a great way to find out if potential

participants understand a research ‘
communication, which is why this is a
critical part of any health literacy
intervention for clinical research. Allowing iy
time for some informal user testing is g v A “‘"\‘.w“\ o o
always better than no testing at all. < goa\"\:’(‘s‘“ S bt " 7

on e ¥ & \
Usability testing provides a way to test R 2 ot o]
clinical trial materials by observing people 2. CANO “::\m.-“ i
who are like the study population to find o e ¢ <

- o

out if content and delivery method will

best meet the needs of potential and

enrolled participants of a research -
study. Observation is what distinguishes i
usability testing from other activities such as focus groups.

October 20, 2020
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4) Learn from others




HEALTH LITERACY IN CLINICAL RESEARCH Case Studies are a great way to learn
START HERE | TRIAL LIFE CYCLE | BEST PRACTICES | RESOURCES BY ROLE more about What Others are dOlng

Case Study Library

¢ Casesinclude:

Welcome to the Health Literacy Case Study Library ] L
— Creating pediatric assent forms

The MRCT Center has worked with
denop cae stcies a0 xampies — Supporting participant retention
showing how health literacy has been . .
integrated into various clinical research — Developing informed consent templates
settings. Click on the presentations belo CASE STUDY LIBRARY
s mchepspbnpp stk — Implementing implicit bias exercises into staff
your chinical research actmties . .
' ' training
The MRCT Center is continuing to work
with our stakehalders to create additional
case studies. Check back sc scover
mare examples of how health Beracy has
already been put into action, If you have a )

Do you have a case to share?

case to share, we nvite you to contact us

List of cases on this page

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

V1D
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MY CHILD HAS COVID-19:

Should they Join a COVID-19 Research Study?

If your child has COVID-19, or might have COVID-19,
they may be able to join a COVID-19 research study.

* Introductory research information

A

| Aresearch study: Why are there research
Ca n h e I p p e O p | e b e b ette r a b I e tO 2 §:’,i§°§.‘:£§: information aboit kealth :t::;es about COVID-19 in children right
* tries to answer new questions that COVID-19 is a new disease, so it is important to understand
. researchers have. Hiiors abous
understand the details of your study ¢ mevmeeniodonn < uan | TN
whether to * Why some people get very sick, and some people do not.
‘ rlembay] . ich treatments work best, and if they work
COVID-19: i el
» isanew disease caused by study.

) ‘ * How to prevent new infections.
a type of virus called coronavirus,
There are more adult research studies right now

* may cause some e to have symptoms
Y peopl it because adults seem to get sicker from COVID-19

. .
* Health literacy best practices were sooshfommiommaond | | oo oy
) Itis very important to conduct studies with COVID-19 if your
I . d d | . d ¢ can bleem"d- b“:‘ “;" 3'”]";:"* ‘:meh children to find lrealme{n!s and prevention child joins a
very sick, and may lead to death. thods that ight for them. research
applied to develop introductory oty s iy st e e

What should | ask the research team before my child joins a COVID-19 research study?

information like in this one on joining

. v Why is the study being done? V' How will my child’s 1 infe be d?
COVID-19 trials " et emgtesc
+/  Could the study help my child? Could it help others? +/ Can my child leave the study at any time?
v Could the study cause risks to my child? v/ What will happen if my child gets hurt in the study?
v/ Dol have to pay money for my child to be inthe study? v/ Who should | call with questions about the study?
V' Will we be paid to be in the study? v Will we get to see the study results?

» You and your child can change your minds
research study? atanytime. g

What else should | know about > :::"’::c’;‘:::;f;::::l: ::::f:;”"
. before my child joins a COVID-19
https://mrctcenter.org/blog/resources/covid-19- i a
clinical-research-flyers/

research team ANY questions you have. C ATA LYST

We hope they feel better soon. Marvard Clinical & Translatioeal Sclence Centee

N/ MULTI-REGIONAL Thank you for thinking about having your child
@ CLINICAL TRIALS Jjoin a COVID-19 research study. Please ask the v HARVARD

October 20, 2020
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* Study-specific instructions can help
participants follow the
requirements of the study

* Use health literacy best practices to
develop instructions like this one
on how to give yourself the study
medicine

Merck & Co., Inc. example with input from Health Literacy Media

October 20, 2020

How to give yourself the study
medicine

yd Panel B (Days 6-10)

Study medicine

Each bottle holds 1 mi of active drug or placebo,

The study stalf will tell you how much medicne 1o use each time (this is called your dose). Only give
yourself the dose the study staff told you. Do not use all the medicine in the bottle.

The study staff will tell you how much to inject from each bottle,

Important safety information
* Refrigerate the kit box = Do not freeze
* Only use each bottle 1 time
* Use a new syringe and needie each time
* Only uncap the bottles when you use them

Steps to give yourself the study medicine
Get ready

1. Gather your supplies
* 2 syringes ) e X . 1
* 2 bottles of medicine = J
* 2 alcohol swabs

2. Take out 2 bottles from the kit box and put the kit P g
box back in the refrigeratoe

¢ Letthe botties sit on the counter for at least 15
minutes to get to room temperature < (¢
e Turn the bottles upside down and then right side

up  least 3 times,

3. Wash your hands with soap and water. ) x3
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5) Make a plan




What is one thing your learned that you you plan to share with your colleagues?

October 20, 2020



e Each of us can play a role in creating more understandable research materials

— Clear participant-facing communications are essential throughout the clinical research life cycle.

e Consider health literacy best practices in your research study planning

— Preparation and planning for clear research communications starts early in the process.

* Engage patients and participants with the lived experience to co-create

— Including the participant’s input is an essential part of developing understandable study-related
materials.

* There is no need to re-invent the wheel
— Resources exist on the MRCT Center website!

October 20, 2020
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MRCTcenter.org

Contact me at: sbaedorfkassis@bwh.harvard.edu

October 20, 2020
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Thank you!!




