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About CISCRP \Jj CISCRP

* Independent, 501(C)(3) non-profit
* Globally active & Boston-based

* Since 2003, engaging the public and patients
as partners in clinical research

 Collaborate with foundations, associations,

advocacy groups, industry, academic

institutions, and government agencies

INTERNATIONAL RESEARCH °¢° COMMUNITY COMMUNICATION
AWARENESS X SERVICES °;,§g> ENGAGEMENT @) SERVICES %

©2023 CISCRP All Rights Reserved



The Two Health Literacies & ciscrp

O .
2 Personal health literacy
{](} % The degree to which individuals have the ability to find, understand,
00 o and use information and services to inform health-related decisions
MM and actions for themselves and others.
TS

Organizational health literacy
ZAN The degree to which organizations equitably enable individuals to
find, understand, and use information and services to inform health-
related decisions and actions for themselves and others.

https://www.cdc.gov/healthliteracy/learn/index.html ©2023 CISCRP All Rights Reserved



Equality < Equity

Equality

Treat everyone as equal

Does not consider
individual needs or
requirements of people

Everyone gets the same
resources and
privileges,
regardless of
differences in needs

Equity

Treat everyone fairly
and impartially

Does consider
individual needs and
requirements

Everyone gets the
resources and
privileges,
based on their needs
and differences

EQUALITY:
Everyone gets the same — regardless if it's needed or
right for them.

\Jj CISCRP

EQUITY:
Everyone gets what they need — understanding the
barriers, circumstances, and conditions.

Copyright 2022 Robert Wood Johnson Foundation



Understanding and Respecting Cultures & ciscrp

: Learn and understand the audience’s attitudes and values

Competency: Match the audience’s Logic, Language, & Experience (LLE)

* Logic: recognize attitudes and beliefs, address misconceptions with educational
e messages

> * Language: phrases and terms familiar to the audience can be used if
9 - 9 appropriate and related to technical terms

* Imagery: sensitive and relevant to content

e Experience: provide examples, model ideal behaviors, and ensure the
recommended behaviors are realistic

* Towards the recommended behavior

9 Humility: Examine the effect of one’s own attitudes and values
* Towards the target audience: implicit bias testing

©2023 CISCRP All Rights Reserved



Closing Health Literacy Gaps, Together

v’ Co-development with community
members and other subject matter
experts who have experience
working with those communities

v’ User-testing via anonymous survey
of 500 community members

v' Diversity of ethnic and racial,
genders and socioeconomic
backgrounds

v’ Culturally relevant and competent
topics, language, images, and design

v Address key concerns and barriers
to participation, and guide decision-

making

\Jj CISCRP

Finding Should My Child Finding Finding
Treatments Participateina Treatments Treatments
Together Clinical Trial? Together Together

A guide to the importance
of diversity in clinical trials

An introduction to clinical trials
for Hispanics and Latinos

How to make an informed decision
about whether or not your child
should join a clinical trial

% 2

Information about clinical research
for people in Asian communities.

a ﬁ, \
a® 8
,'-k:-:tﬁ; )

Finding
Treatments
Together

Information about clinical
research participation for
LGBTQ+ communities

Shoqlgi I
Participate
ina Clinical
Trial?

How to make an informed

decision about whether or
not to join a clinical trial

Treatments
Together

Information about clinical
research participation for Black
and African American people

©2023 CISCRP All Rights Reserved



Barriers To Diversity

/Mistrust

* Misinformation and misconceptions about clinical trials
* Mistrust of pharmaceutical companies
* Past injustices create fear of harm and unethical treatment

* Research community does not acknowledge past injustices

\' Data privacy concerns

\ The Diversity of the General Population

J

/Accessing Information
* Limited or low-quality internet access

* Lack of awareness on locating clinical trials information
* Lack of research results transparency

* Lack of materials in multiple languages

* Lack of materials that connect with diverse communities

! Lack of access to information from trusted sources

J

The Diversity of People who
Participate in Clinical Trials*

*Please note that these icons are used
for illustrative purposes only. The icons
do not represent any specific groups of

people or the actual number of people
whao participate in trials.

\Jj CISCRP

ﬁarticipating in Trials \

* Limited diversity of trial doctors and staff

= Strict health requirements prevent participating in trials
* Lack of compensation for childcare and time off work

* Lack of health insurance coverage

* Use of technology in trials

* Limited transportation assistance and flexible scheduling

* Minimal telemedicine options

&Geneml lack of access to medical care or treatment /

©2023 CISCRP All Rights Reserved



Perceptions and Insights Global Surveys \Jj CISCRP

* Measuring Clinical Research Perceptions and Experiences

° 12,400+ respondents gIobaIIy  CIscrP
» Past trial participants Y-

¢ M e m be I’S Of th e p u b | I C and In Participation Experience
perc. gy CISCRP

Deciding to Participate

 Biannual
« 2021 was 4t iteration
« 2023 reports expected in Fall 2023
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* Publically Available Data i EYEAT D

INSIGHTS STUDY 2021

GENERAL PERCEPTIONS

 Reports (sub-group stratification)

https://www.ciscrp.org/services/research-
services/perceptions-and-insights-study/

 Publications (longitudinal analysis)

 Webinars

©2023 CISCRP All Rights Reserved


https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/

Technology Preferences for Research Participation ciscrp

The majority of respondents report being comfortable providing access to their medical records and completing elements of the clinical

research study at home, such as using a personal computer to enter information and conducting simple medical procedures.

Providing access to parts of your medical records that
are relevant to the clinical research study

Using a personal computer to enter information on a
research study website

Conducting simple medical procedures on your own at
home

Using a wearable device

Speaking with the study doctor via video conference

Downloading an app for the clinical research study on
your phone

Having a nurse come into your home for study visits

Sample Size = 11,793; Base: All respondents

If you were to participate in a clinical research study, how comfortable would you
be with each of the following:

e [
e S
e SR

e

32%

Somewhat Comfortable mVery Comfortable

For those not comfortable with using technology,

privacy concerns are raised, highlighting the need

for additional safety reassurances.

+ Black respondents were more likely to be concerned
about their privacy and confidentiality (64 %) than
White (563%) and Asian (49%) respondents.

A

Reasons not comfortable:
(top mentions)

v | am concerned my privacy/confidentiality would not be
protected (53%)

v | do not feel comfortable using this/these type(s) of
technology (43%)

v | am concerned the use of technology may cost me money
(e.g., data/internet usage) (32%)

Sample Size = 3,256
Base: Those indicating ‘Not very” or ‘Not at all’ comfortable with
video conference, app, or wearable device

Notably, results showed that White and non-Hispanic respondents were more comfortable providing access to parts of their medical records
(565%, 55%) than Black (46%) and Asian respondents (39%), as well as Hispanic respondents (44%).

©2023 CISCRP All Rights Reserved




The Immovable Physical Site

CLINICAL RESEARCH STUDY MODELS

How willing would you be to participate in each of the following types of clinical research studies?

Having all study visits at the study
clinic and seeing the study doctor
and staff in-person at the clinic only

Having some study visits at home
and some visits at the study clinic,
and seeing the study doctor
sometimes via video conference
from home or in-person at the clinic

Having a nurse come to your home
for all of your study visits and
speaking to the study doctors via
video conference from home

Collecting all of your health data on
your own at home using technology
and only talking to the study team
via video conference from home

I Somewhat Willing B Very Willing

Sample Size = 11,793; Base: All respondents

CISCRP 2021 Perceptions and Insights Global Study

https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/

\Jj CISCRP
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Choice: An Indicator Of Equity and Centricity \Jj CISCRP

When thinking about the different ways you could participate in a
clinical research study (i.e., study visits at the clinic, virtual visits
from home, etc.), how important is it to you to be presented with
options for where to have your study visits?

mVery
important

" Somewhat
important

[ Not very
important

M Not at all
important

(A) Clinical Trial Participant (B) Never Participated
(n=5,505) (n=6,288)
Letters indicate statistical significance at 95% Sample Size = 11,793; Base: All respondents
CISCRP 2021 Perceptions and Insights Global Study E B E B H

https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/ ©2023 CISCRP All Rights Reserved



How to Increase Trust \Jj CISCRP

Trust in pharmaceutical companies can be
improved by sharing information, increasing
education, and having inclusive practices.

What, if anything, might increase your trust in
pharmaceutical companies? (fop mentions)

v By the company sharing more information about
health risks/benefits of their medicines (63%)

v By the company sharing more information about the
clinical research that has been done on their
medicines (60%)

v By the company sharing more information about the
drug approval process for their medicines (54%)

v By knowing that the company included a diverse set

of participants in their clinical trials (49%)
H N |

CISCRP 2021 Perceptions and Insights Global Study
https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/



Clinical Research Literacy & ciscrp

Ability to access, understand, and utilize information to make clinical
research-related decisions, across the life-cycle of research

General Education on * Engagement * Individual Results
Device Development/ Communications Aggregates Results
Research
Population Specific Rese.arc!\ Status Updates Coordinated Return to
Education Cor.\tmumg Fon.sent Care

Incidental Findings * Post Study

Study Registry Postings
Protocol Synopsis
Informed Consent

Communication

©2023 CISCRP All Rights Reserved



General Education and Awareness \Jj CISCRP

v Enhance public awareness, literacy and understanding of clinical
research with educational content

v Improve public perception about clinical research study participants

v’ Highlight the critical importance of Diversity, Equity and Inclusion

DIVERSITY IN CLINICAL TRIALS BRINGS
NEW TREATMENTS TO EVERYONE.

LeR

Diseases
don't
discriminate.

©2023 CISCRP All Rights Reserved


https://www.ciscrp.org/the-importance-of-diversity-in-clinical-research-video/

Innovative Engagement \Jj CISCRP

Grass-roots campaigns to engage and educate
patients and the public in clinical research

v" Live Education Events |
v' MT Pharmacy {4 MT PHARMACY - -

v' Journey to Better Health

©2023 CISCRP All Rights Reserved


https://www.youtube.com/watch?v=w90COWBW03g&feature=youtu.be

INTERNATIONAL RESEARCH °3°  COMMUNITY COMMUNICATION
& CISCRP oo 3 SERVICES i,@; ENGAGEMENT @) SERVICES ﬁ

Thank you!

Stay Connected

000

C.I.S.C.R.P CISCRP @CISCRP @CISCRP


http://www.facebook.com/CISCRPpage
http://www.linkedin.com/company/CISCRPpage
http://www.instagram.com/CISCRP
http://www.twitter.com/CISCRP

Involve Patients & Other Stakeholders {J CISCRP

C\SCRp

Engaging patients, carers, patient experts and advocates, patient
advocacy organizations, health care professionals, and people from
communities who have been underrepresented in clinical research

Methods:
« Review Panels
« Co-development projects
« Feedback Forums
« Patient Advisory Board

« Patient Journey Workshops

Advisory Boards Workshops
CISCRP

Ensures materials are:

- Effective and addressing patient/community concerns
« Unbiased and non-promotional

 Culturally appropriate EOMMUNITQ
. COLLABORATION
« Easy to use (understand and navigate)

~——

Patient & Care Partner Clinical Trial Journey



...at the ng ht Time %CISCRP

(1 Pre-development A

Research and define population-specific needs e.g.,
delivery format and contents

(i.e., endpoints of interest)

2. Development

Patient/Advocate Review (at least!)

Consider co-development

3. Evaluation

Assess and improve e.g., access, clarity,
perception of bias

©2023 CISCRP All Rights Reserved



Involve Patients Throughout! g ciscrp

Patient involvement in medicines R&D

Information to
Protocol Trial trial participants
. Synopsis ra . 0 - protocolamendments
- Setting § - design steering now safety information] o .t
@ Research § - target population committee L] r‘f‘ a‘t - Sty
C .= iariti - protocol follow up B [ ] CNILorin
© g" .PI’IDrItIE'.'S . s Protocol 'F?mpm'-'i"u ﬂmﬁ ] [ | Committege Reg_u latory
B § g geeemebes y Design sadnerencey g Investigators g . pencitriok Affairs
- - N -
E o § scanning [ ] : - relevant endpoints ] [} Meetlng § - drop-out issues TV e ——
[al - matching [ ] - benefit/risk balance ] - trial desi - amendments .
ﬁ % : unmet nesds [ 8 - in-/exclusion criteria ' : : -re:ruitrrlbg::.rt : ' I_Elzzisummmﬂf
with research - diagnosis procedures . .
= L s -desining 8 ¥ lality of life and patient ] [ | _ﬂol‘em"gnemsf . [ : _Pac'@tgg leaflsts
O m § patient-relevant . L reported outcomes ' 0 ¥ cantrigger amend- c;:;ﬁuric%iﬁy
I % added value [ 0 - ethical issues " f ¥ ments [ ]
— and cutcomes § - data protection
- : g - mobility issues/logistics ’ L .
[ ] s adherence measures ' " 0 L]

Dissemination,
Communication,
Post-approval

Research Research Design Research Conduct
Priorities and Planning and Operations

"0 ' " ' ' # - contribution to
c O " [ ] | I | ] 1 § publications
E E [ | [ 1 1 " dissemination of
o= ' § - content ' | i ) ' research results to
= O - visual design I- _ . patient _t:nmmunll:y £
t @ " L readability " summary of interim | ) professionals
8_ = " V. language " " rE::lsuIls ination i ient " Post-study
ﬁ E 0 -contractual issues || - dissemination] & 8 m:?::.”..:‘t: i patien 1 icati
i & t'llsaveLe:tq:-Fg'Ises [ ! Ethical . ' communicaton
£ § joipO Patient ' - Study
S QD L] family members Reviewr . b assessment of value
S @ Fundraisin g. ¥ - mobility Information : reporting ) . patient-relevant
L % ! - content ’ E:n.lb::[::-mes .
= 2 for research # B . § - patient pricrities
o] Practi L visual design
ractical ¥ . readability Health
Considerations Tnil’a:;frﬁge; Technology
M Consent Assessment
EUPATI

European Patlents’ Academy Geissler, Ryll, Leto, Uhlenhopp
an Therapeutic Innevatsan df.}i: 10, u??.l‘z 168479017706405



Measuring the Value of Patient Centricity

Expansion of Expected Net Present h’
Value Framework for Evaluating

Patient Engagement Methods
NOTABLE REPORTED IMPACT AREAS

Advocacy Group
Collaboration

Advisory Boards/Panels
to Inform Protocol Design,
Study Feasibility

CLINICAL
TRIALS

<
Nlg

Solutions Improving
Participation Convenience

\Jj CISCRP

TRANSFORMATION
INITIATIVE

Plain Language
Clinical Trial Results

* |RB review and approval
cycle: 1 month

* Study planning cycle
time: 3 months

* Patient enrollment
cycle time: 20%-30%
reduction in overall
cycle time

* Increase in patient
participation rates:
15%-20%

¢ On average, 1.3 visits removed
from the protocol schedule

* On average, 1.5 procedures
removed from the protocol

* 3.8 changes made to the
language in the informed
consent form

* 7 changes to study positioning
and communication material

¢ On average, added 3 months
of additional time to the
clinical trial planning process

* Increased interest/willingness
to participate resulting
in higher recruitment rates

* |ncreased patient satisfaction
levels resulting in higher
retention rates

e Improved retention rates by
30%-40%

¢ Reduced study timeline
20%-35%

* Telemedicine trials reduced
typical clinical trial
costs by 30%

¢ Improved recruitment rates
by 15%-20%

* Improved retention rates
by 40%-50%

* Contributed to significantly
higher levels of overall
participation satisfaction

https://ctti-clinicaltrials.org/wp-content/uploads/2021/06/CTTI_Patient_Group_eNVP_Report.pdf



Building Trust Remains a Top Objective \Jj CISCRP

PUBLIC TRUST

How much do you trust each of the following organizations, if at all?

B Mot at all M Mot too much W Some B Aot

Pharmaceutical (drug) companies that
develop medicines and pay for clinical
résearch studies

Research centers that conduct clinical
research studies

Government research organizations that
design and pay for clinical research studies

Government regulatory agencies that
oversee the safety of clinical research
studies

Sarmple Size = 11,793; Base: All respondents

While the public’s trust in research centers/clinics, government research organizations,
and regulatory agencies increased since 2019, trust in pharmaceutical companies remains low.

HE B E E BH
CISCRP 2021 Perceptions and Insights Global Study

https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/ ©2023 CISCRP All Rights Reserved



Journey to Lasting Impact \Jj CISCRP

2018
» "Journey to Better Health RV”

* Los Angeles

* |ldentify and train community educators

* Improve education event registration

2023+

» FDA's Office of Minority Health and Health
Equity Innovation AWARD

L .
................

 “Evaluating Impact of Mobile Community .
. cie . " . -
Education Engagement Initiative... Lbsie v e e

 Philadelphia & Baltimore — FALL 2023

Join an institutional review board (IRB)
or a patient advisory board (PAB)

 Partner with community leaders NAY [

information so future volunteers can ha;

pec rent races,
/ To find
4 1 Talk with your family and friends to ISF‘? :t - and
. L] raise awareness about clinical research are saf @ o ople from all
- 5 . " e in
P S e

 Collaborate with organizers of existing events
to enhance receptivity and impact

©2023 CISCRP All Rights Reserved



Registry and Disclosure Websites

v Improve Clinical Research Literacy with Educational
content (videos, infographics, narrative)

AN NN

Make Finding Trials Easier! (Plain Language Registry)

Disclosures (ex. Patient-friendly Aggregate Results)

Enable HCPs!

Separation from corporate sites (i.e. remain non-

promotional)

\Jj CISCRP

¥ WHY f
) PARTICIPATE |

ondition Select Country

WHAT ARE /
CLINICAL TRIALS | EXPECT i

Find A Bayer Trial

[ WHAT TO f TRANSPARENCY
POLICY

Enter Postal Code

All Countries

hical Conditions

. ‘

L. WHAT IS A CLINICAL TRIAL

Whatls a
Clinical Trial? @

Researchers conduct clinical trials to try to learn
if an experimental new drug works and is safe in
humans in order for it to be approved. Clinical
trials may also study a medical device or a

medical procedure.

WHY PARTICIPATE I HEALTHCARE PROFESSIONAL I FAQ

e = Helping future patients

©2023 CISCRP All Rights Reserved



Registry Listings

e Offer simple and engaging study
information for posting on
registry and trial-finder websites

* Empower patients and study staff
by easing the communication
burden from the very beginning
stages of study conduct

e Establish consistency and improve
efficiency by utilizing the plain
language study title, purpose,
condition, and inclusion/exclusion
criteria

\Jj CISCRP

|| clinical Trial Registry Listing Template

1. Study Title

No maore than 300 characters
As close as possible with the original protocol official title

s  The title should include, where possible, information on the participants, condition being
evaluated, and intervention(s) studied

s  If abbreviations are used, they should be explained

2. Brief Summary

No more than 5,000 characters |

s A short description of the clinical study, including a brief statement of the clinical study's
hypothesis, written in language intended for the lay public

s Include the main objective/purpose of the study-
Include medical condition

Include treatment duration, drug administration routeffrequency / dosage, frequency of visits / total
study duration

s  Include age range and gender of the participants
Include description of the health measurements participants will experience

If abbreviations are used, it should be explained

3. MEDICAL CONDITION

. Mo more than 200 characters J

©2023 CISCRP All Rights Reserved



Protocol Synopsis \Jj CISCRP

* Meets the EU No 536/2014, . /Required Elements (per EU CTR Q&A v6.1)
Annex |, D24 request to provide

protocol synopsis in plain
language

* Meets the UK ISRCTN registry
requirement

EU trial number and full trial title
. Rationale
. Objective
. Main trial endpoints

. Trial design

« Utilizes template for efficiency . Trial population

« Creative solutions to page and . Interventions

1.
2
3
4
5. Secondary trial endpoints
6
7
8
word count limits 7

. Ethical considerations relating to the clinical trial
including the expected benefit to the individual
subject or group of patients represented by the
trial subjects as well as the nature and extent of
burden and risks

©2023 CISCRP All Rights Reserved



Informed Consent Innovations

v Ensure understanding in Informed
Consent Process and improve adherence
(plain language > legal language)

v’ Create a navigable and visually engaging
document or eConsent application (TOC,
headings, color, icons)

v'Videos and Infographics to supplement
the ICF

v Empowered in the decision-making
process (e.g. take their time, speak with
others, ask questions)

v Clear and accessible > short!

\Jj CISCRP

Information Sheet for Patients

@ Informed Consent Form

Study Sponsor:

(Insert respective s(

Study Number:

(Insert study numbe]

@ Why am | receiving this information sheet?

Study Doctor:

(Enter name of the |
address, phone nun

Short Study Title:

This trial is being do
name] works and hg
with [trial indication]

Contents

CISCRP

@ Why am | receiving this form
@ Why am | invited to take part|
@ Why is the research being dg
@ What happens if | choose to
(© what should | know about th
@ How will my personal informg
® What are my rights?
Taking part in the study is yo|
@ Who can | speak with if | still|

Whatis
Informed Consent? =)

Your doctor is deing a research study and you are invited to take part.
you make your decision about taking part, you need to know why the d
doing this research. You also need to know what will happen during the
and what you will be asked to do.

This information sheet tells you about the study. Please take your time
it carefully. Ask your dector if anything in this information sheet is uncle
you want more information about the study.

I‘./I'aking part in the study is your choice
v If you decide to take part, you will be asked to sign a form at
end of this information sheet. Signing the form means you
agree to take part in the study. You will get a copy to take ho
and the doctor will keep one in their records.

+ Before signing the form, you should make sure you complete|
understand what will happen during the study and what you
be asked to do.

v If you decide not to take part, you will still get your usual
medical care.

+ If you decide to take part now but change your mind during th
study you can leave the study at any time. You do not need t
give a reason.

About Us Services Events Education Center

What is
eConsent?

Study Title:

Study Sponsor:

Below we will ask you if you will give your “informed consent” to be part of this
study. Signing this form means you understand all the information we've included
in this document. If you have any further questions, you should always talk to the
study staff, like a study doctor or nurse, before you sign this form_

My statement
| agree that:

@ The doctor or someone on the study staff has explained the
study completely.

Your Consent
to Participate

Welcome

It is a long-established fact that a reader will be distracted
by the readable content of a page when looking at its
layout. The point of using Lorem Ipsum is that it has a
more-or-less normal distribution of letters, as opposed to
using 'Content here, content here', making it look like read-
able English. Many desktop-publishing packages and web
page editors now use Lorem Ipsum as their default model
text, and a search for 'lorem ipsum' will uncover many web
sites still in their infancy. Various versions have evolved
over the years, by accident, i on
purpose (injected humor and the like).

ZANEAY
VAN
N, N N

Version: e.g., Draft/Final/ Amended #/Date: DD MMM YYYY

©2023 CISCRP All Rights Reserved



Thank, Engage and Unblind Participants

v’ Thank and recognize Participants for their role in

advancing medical science

v' Set expectations and provide instructions for

accessing study results

v' Share treatment assignments (unblinding)

v Provide educational information
= Phases
= Timelines
= Blinding
» Placebo

= Custom topics

CISCRP 2021 Perceptions and Insights Global Study
https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/

CLIENT LOGO
HERE

e DG com

o)}

Drug Studied: [STUDYDRUG(COMPOUND NAME)]
Study Sponsor: [STUDY SPONSOR]
Clinical Trial #: [SPONSOR TRIAL#/ NCT#]

Update On Your
CLINICALTRIAL

Patlent #: [Patient #]

Thank you for [your/your child’s] participation in the clinical trial for the drug [STUDY DRUGI. Together
with [you/your child] and all of the trial participants, researchers are finding out if this drug helps
[STUDY POPULATION] with [STUDY MEDICAL CONDITION(S)I.

Now that the trial has ended, we can tell you that [you/your child received] [the study
drug, [STUDY DRUG NAME] / a placebo / [ACTIVE COMPARATOR(S)/OTHER].

Study Date: [STUDY START DATEISTUDY END DATE]

Learning about PHASES OF CLINICAL RESEARCH

Clinical research happens in four steps called “phases”. The trials in each phase help answer different
medical questions about a new drug or treatment. Read on to learn what happens in each phase.

What happens in each phase of clinical research?

In Phase 1 trials, researchers and a small group of about 20-80 volunteers test a new drug. Their
goal is to see how much of the drug people should get, how safe the drug is, and what side effects
there might be.

In Phase 2 trials, the study drug is tested by a larger group of about 100-300 volunteers. The goal
of the trial is to see how well the drug works and to keep checking to see if it is safe.

In Phase 3 trials, the study drug is tested by hundreds or thousands of volunteers. The goal is to
make sure that the drug is as safe and effective as it seemed to be in earlier trials.

In Phase 4 trials, researchers keep checking on how well the drug works, and how safe it is, after
it has been approved for use by the public.

Your clinical trial was a [STUDY PHASE] trial. The drug [STUDY DRUG] had already been tested in
[PRIOR STUDY PHASE(S)] trial[s]. With your help and the help of many other volunteers, researchers
are continuing to learn how well [STUDY DRUG] works, and how safe it is, for people with [STUDY
CONDITION].

1 Dhank you!

Thank you for participating in the
clinical study for [DRUG-NAME].

Your clinical study is sponsored by [CLIENT-NAME]. It is being carried out
by a team of doctors, scientists, study coordinators, and study participants
[across the country/in countrics around the world].

Together, you make it possible to find out if the [STUDY-DRUG] helps with
[STUDY CONDITION].

A summary of the study results will be available at [WWW.WEBSITE.COM]

[Please visit this website for more information. You can sign up to receive an
cemail message when the results are available.] OR [The results will be available
near the [beginning / middle / end] of [YEAR]. Once you are on the website
search for: [protacol / EudraCT #]. If you do not have access to the internet, or
need a printed copy, please let your site staff know.

We hope this helps all participants and their parents or caregivers understand
and feel proud of their important role in advancing medical science.

ia for participanta in [SPOI . An independant called GISCRP prepared

Jror you_ CISCRP ie focused on educating and informing tha public abaut clinical ressarch parficipation. CISCRF doss not racruit
1 clinical triala and dess not conduct clinical reasarch. CISCRF is alea known a2 tha Canter for Information and Study on Glinical
Participation.

provevs ous- e sy

©2023 CISCRP All Rights Reserved
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Trial Results Sharing \Jj CISCRP

Research Spensor: Ta velendis volendis sequi di nimus ‘

Drug Studied: Fugitaquas
Study Title: Atvolupta ¢ / . .
twoend  Plain Language Summary of Publication Develop and disseminate aggregate study and
voluptas aliq
de desequig . e . e e
Protocol Number: X000 S individual participant results
rerese Tumber ENLIVEN study: pexidartinib for P P
tenosynovial giant cell tumor (TGCT)
William Tap / - - i
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Trial Results Summaries f

» Kid-friendly supplement to a standard

plain language Trial Results Summary

« Each pediatric supplement will:

or Pediatric Audiences

As Sara and her family walked
fram the train to the doctor's
office, she asked her brother,
“Alex, did you know that I'm a
medical hero?*

“Wow! " said Alex. “You are?!”
"That's right, your sister is a
medical hero!” said their mother.

Climeal Sy Results

\ - “Sare’s asthima can e

warse wher she's around
- seami thingys that ara ofzan
w sund indoces, ke dut,
bugs, and pis,” said their
mather.

“Yas. Thasa things are calad
allargans,” sicl O, St

Pets
Cammean
v G ¢

Faged

\Jj CISCRP

D, Seniith eaplsinend
further. “Alargens

zan maka Sarak langs
sl [his maans that
they've suolion, Wlen
5 e siallan,
it ean b hard for Sara
te breathe.”

e

Lureg tubus
i L ¢

T ll

™

» LI
K “
| ; > (B )¢

bt awallan lung
tubes ook like up dasa

Aerangm ar stdy name | DRAFT_POS

* Include storytelling, pictures,

graphics, and simple text

e Consider cultural norms and values

« Use shorter sentences, simpler words,

and more white space

Hard to breathe  Chest tightness

lx :\\\'

Coughing Wheezing

-_
Hard to sleep

Acronym or study name | DRAFT_POC

People with asthma

Clinical Study Results.

Why the research was needed

find it
hard to breathe or
feel chest tightness

Asthma can make
people cough or
wheeze

Sometimes asthma
can make it hard to
sleep at night

“I have asthma,” explained Sara.
“Asthma makes it hard for me to
breathe sometimes, or makes
me cough or wheeze. It also can
stop me from doing things like
playing soccer. Sometimes,
asthma can even make it

hard to sleep at night. |

helped my research team

study a new medicine for
asthma.”

“I thought you already
take asthma medicine,”
said Alex.

“Yeah, | do. But, that
medicine doesn't always
make me feel better.
That's why we're trying to
find out if a new medicine
can help more.”

Clinical Stedy Results

(I g

m—e

YOU ARE A REAL MEDICAL HERO

Medical heroes like you have chosen o give the axtraordinary gift of your
participation in ressarch studies to find new treatments and cures for diseasss.
Your decision lo be a clinical trial volunlser is a sellless scl bacausa il always

carries risk, but it may not rasult in any direct persenal benefit, Thank you,

©2023 CISCRP All Rights Reserved



Investigator/Site Education & Training 3 ciscrp

Improve awareness, knowledge and skills with workshops, T ———
. . . . environments?
webinars, videos, infographics

= Diversity, Equity, and Inclusivity (DEI) Awareness ' ] pe—ro—

DOB:

10/20/80

= DEIl and Cultural Competency Practices : —

= Health Literacy Techniques for Informed Consent Process

= Patient Engagement Practices to Improve Recruitment & Retention

INTAKE FORM
NAME: DOB:
» A person may be more open to
is your v? sharing health information
. g:‘::* when provided with an

o O Transgender Male/Transman/FTM inclusive environment tand

o O Transgender Female/Transw voman/MTF
= w
L 4 How can you use cultural

DIVERSITY IN
CLINICAL TRIALS

For clinical research professionals S » Translations alone are not a perfect solution to supporting
m health literacy in diverse audiences
\ At times, there can be obstacles to making good health decisions even
- —
Could my race affect jufifulie = HEEEER for those patients who are proficient in speaking the primary language

how this drug works? of the region, system, or health care providers they are interacting with.

» Dedicated translators can provide a more unbiased
and nuanced health care experience

While it may be helpful when a staff member is able to speak more than
one language, or when a patient's family member or friend might be able
to help translate, it is always best to have a dedicated translator on site. A

professional translator is less likely to be biased in their interaction with a

patient than a family member or friend might be. A translator may also be
more well-versed in the idioms and nuances of the patient's primary
language than a staff member with a second-language proficiency.

» Along with language differences, be aware of cultural

©2023 CISCRP All Rights Reserved
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