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The Multi-Regional Clinical Trials Center (MRCT Center) ){5‘

Our Vision
Improve.tlje mtggnty, safety, and rigor of cerABLISH
global clinical trials. DEVELOP BEST PRACTICES
STANDARDS

. . W, ™Y MULTI-REGIONAL _
Our Mission - %g CLINICAL TRIALS

Engage diverse stakeholders to define i ssvsis oo | [ R
emerging issues in global clinical trials

. . IDENTIFY
and to create and implement ethical, OPPORTUNITIES
actionable, and practical solutions. o

IMPROVE
TRANSPARENCY

IMPROVEMENT

(c) MRCT Center: Do not duplicate
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Importance of diversity and inclusion in clinical research %Ig

* Analyses of group differences in outcome among diverse populations
can promote identification of underlying biological and socially relevant
factors that affect health, but only if data exist.

e Diversity in enrollment seeks fairness in the distribution of direct and
long-term benefits of research.

* Diverse representation in clinical trials is not simply a matter of biology,
but a matter of health equity and fairness.

e Participation helps build public trust in research and healthcare.

@) prevent
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Diversity is multi-dimensional

* Race
* Ethnicity
e Sex * Each dimension must be
RACE AGE ]
considered
CONCURRENT ETHNICITY

* Gender MEDICATIONS S

child sex 550 R * And each person, in their
. ildren - ' _ . . .

s A own unique individuality,

* Elderly R - ANCESTRY needs to be considered
* Disabled
* LGBTQIA+ ...
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V1D
Children with vision disorders in clinical research ’élg

m> U.S. National Library of Medicine

ChinicalTrials.gov

205 Studies found for: Vision Disorders | United States | Child

115 Studies in last 10 years
71 Studies in last 5 years
16 Studies with key word “Blindness”

7)) Prevent
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Studies of children with vision disorders in clinical research bér;l

ClinicalTrials.gov
115 Studies in last 10 years

0 Prevent
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Underappreciated: COVID-19 and pediatrics

United States: Number of COVID-19 Cases Added in Past Week for Children and Adults*
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https://downloads.aap.org/AAP/PDF/AAP%20and%20CHA%20-%20Children%20and%20COVID-
19%20State%20Data%20Report%206.9.22%20FINAL.pdf? ga=2.90536857.2014404101.1655747383-1470071932.1648666956

National Summit


about:blank

Underappreciated: COVID-19 and pediatrics

R

Case Data Available on 6/9/22

Cumulative | Cumulative Cumulative Cases per

Child total cases child percent children 100,000
population, 2019 (all ages) cases of total cases children

75,266,842 71,733,195 13,541,153 18.9% 17990.9

Children deserve to be included in research.

https://downloads.aap.org/AAP/PDF/AAP%20and%20CHA%20-%20Children%20and%20COVID-
19%20State%20Data%20Report%206.9.22%20FINAL.pdf? ga=2.90536857.2014404101.1655747383-1470071932.1648666956
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V1D

Access to clinical trials, and to accessible clinical trials

Achieving Diversity, Inclusion,

Equity In Clinical Research " ~—
WwHe Mg !?

! THOUBHT You'd
NEVER Ask.

i

a amazoncom-  https://mrctcenter.org/diversity-in-clinical-trials/

ACHIEVING
DIVERSITY,
" INCLUSION,
| AND EQUITY
IN CLINICAL RESEARCH

Barbara E. Bierer, MD
Sarah A. White, MPH

Luther T. Clark, MD

O
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Barriers to inclusion at all levels

P -
1 Sponsors/Institutions/Sites/Regulators

m@ﬁl Investigators/Referring Physicians/Staff

‘M‘w) Patients/Advocates/Communities

An | Data Collection/Data Analysis
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It can be done
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Patient and community engagement support diverse
narticipation

Aol Patient/community: leaders,
Relationships | 5dvisors, and consultants.

Provide Training | Research priorities
and Support | and questions

Identity Shared | Tajlor study design and

Trust and trustworthiness

Goals conduct
| | ‘ Analysis
Stud.y Study Design Data! Dissemination
Question Collection | |nterpretation
@ Prevent
Blindness
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Participation in any trial is a journey

Trial access and
knowledge
End of study and “-\ Ellglblllty for the * Child .
communications trial * Parent(s) or Guardian
* Caregiver

R

e Siblings and family

LRy i
Trial costs and
Trial accessibility
accommodation
Tr|aI burden and
operations

* Legally authorized
representative

O
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The challenge of participation

B | |
EH Benefit Risk

Privacy Lost work

Childcare » Uncertainty
Travel Discomfort

Trust SSS

Benefit Risk

7)) Prevent
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Clear communication is a shared responsibility %Ig

* The listener does not have “poor literacy,” and is
not responsible for making sense of the
information.

 The communicator is responsible for sharing
information that is understandable to the listener.

* The listener should be comfortable communicating
any lack of understanding.

* And itis a greater problem for individuals whose
preferred language is other than English.

https://mrctcenter.org/health-literacy/

Prevent
Focus on Eye Health Summit: Eye-conic Approaches to Eye Health | July 13—-14, 2022 Bl mdness

Focus on Eye Health
Natiol IS mmit



about:blank

V1D

A Broad View of Health Literacy Components

* Plain language
* Numeracy

INTERACTIVE : At
CULTURAL e Visualization
CONSIDERATIONS LA TECHNIQUES .
LANGUAGE * Clear design
e e Cultural considerations
NUMERACY . :
USABILITY TESTING * Interactive techniques

* Usability testing

O
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Plain Language Across the Clinical Trial Life Cycle’éj-i1

Gl

b

DISCOVERY RECRUITMENT CONSENT ON STUDY END OF STUDY
Awareness Flyers Consent Medications Study results
Outreach Recruitment Instructions  Adverse Events  Transition to care
Engagement  Adverts Calendars Satisfaction Access
Education Follow-up
@ Prevent
Focus on Eye Health Summit: Eye-conic Approaches to Eye Health | July 13—-14, 2022 B mdness
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How to give yourself the study

Health literacy beyond the ICF  medicine

Panel A ':l!-_'.'r‘f\- 1-5) --r.|,:| Panel B I:|.Il|l'. E-100]

Study medicine

Injection Guide for Study Drug or Placebo Esch battle holds 1 mL of active drug or pleceba,
Panel A (Days 1-5) and Panel B (Days 6-10)

The study staff will tell you how much madicne 1o use sach tmae (this is called your dose). Only give

Instructions for Use yourself the dose the study staff told you. Do not use all the medicine in the batthe.
Study Drug or Placebo Injection

Each wial contains 1 mL of studydrug or matching placebo. The volume removed from the mmm" will tell o how much 19 In]lﬂfmmumhﬂll.

wial es the dose 1. The study staff will tedl you how much 1o inject from each vial

— .;u.:mfum. Important safety information

Vials should only be . »
Ol unoup the vials that you s prepariig o et « Rafriperate the kit box = Do net frees.

s

Only inject the volume instructed by study staff. Do not inject the entire contents of & Qrky Ul each bottlhe 1 tmes,

wither vial.
#  Always use a new site-provided for each . = Use @ new F"'”r‘- and neadle sach tme,
Step 1: Prepare Vials = Onily uncap the botthes when you use them.

Remove 2 vials from the kit box and return kit box o the refrigerator

Allow vials 1o come to room temperature for at least 15 minutes

Vials should then be inverted @ minimum of three times.

Wash your hands with soap and water

Step 2: Prepare Syringe

* Remove the cap from one of the vials and wipe the top of the vial with an alcohol swab.

.
.
-
-

Steps to give yourself the study medicine

« Open a new syringe and neadie. GEt madv

* By pulling back on the plunger, draw air info the syringe up 1o the mark of the volume o be injected

and then siowly inject the air into the vial

o Keep the needle in the vial and tum the vial upside down. Make sure that the needle tip is well 1. Gather your supplies;

below the surface of the liquid in the vial o Iwrmps

« With the tip of the neede in the liquid, pull slowly back on the plunger to get the right volume into

the syringe & 3 botthes of madicine

» Check the syringe for air bubbles. If there are bubbles, hold both the vial and syringe in one hand, and = 1 alcohol swabs

tap the syringe with your other hand. The bubbles will float o the top. Push the bubbles back into the

wvial, then pull back o get the right volume of study drug/placebo

» When there are no bubbles, take the syringe out of the vial Put the syringe down carefully 5o the 2, Take out 2 bottles fram the kit box and put the kit

oot dous ROt Soudh SnyRwg box back in the refrigerator

Step 3: Injection

«» Clean an injection site that is about 2-3 inches away from your belly button on your abdomen with a *  Letthe botited it on the courier for at least 15
new alcohol swab. Let dry thoroughly mintes to get to room bemiperature.

= Hold the syninge in the hand that you will use 0 inject study drug. Use the other hand to pinch a - Tl.irl'l !I‘r: I?:I'.'I.EE Uﬂﬁldt‘dl:lwl'l I|1IT|| tt'll"'l rigl'-1 Il’df
fold of skin at the cleaned injection site

« Use the injection technique shown 1o you by the study stalf up at beast 3 Amas,

= After the needie is inserted and while pinching the skin, pull the plunger back slightfy. if no biood
appears, steadily push the pil all the way down until the study drug is injected. Note: If bicod
enters the syringe, remove :mwme. clean and prepare anofher spol on your abdomen and 3, Wash your hands with soap and water
using the same syringe/needie, inject the product

* Leave the syringe in place for about 6 seconds afler injecting (the pinch may be released) and
remove. Afler the needle is removed, you can apply light pressure with clean gauze or cotton ball
but, do not rub the site.

+ Place used syringe/needie (do not re-cap the syringe) in a sharps disposal container provided by

https://mrctcenter.org/health-literacy/

Prevent
Focus on Eye Health Summit: Eye-conic Approaches to Eye Health Merck & Co., Inc. example with input from Health Literacy Media
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Numeracy

In 20% (or 1 in 5) of patients,
tumors got at least 30%
smaller

O
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Numeracy

R

In 20% (or 1 in 5) of patients,
tumors got at least 30%
smaller

In 80% (or 4 in 5) of patients,
tumors did not get at least
30% smaller

O
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Use and Share Plain Language Information

> T
o i . }
° _
The MRCT Center Clmlcgl %m e
Research Glossary provides _ i
. r““'
plain language research Phase =
infO rmation developed by A step in the overall clinical research
L. process to test a new drug, device, or it
and for participants. treatment. R o EE
the clinical research
How to say: & Phase e 2 g
r *T f-‘H\FI PHASE 4

* Now being expanded.

—" [
in =ﬂ

https://mrctcenter.org/clinical-research-glossary/

s e o e Pt il ik P i Tt W, sk Sordac un!

Prevent
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Promoting Clinical Research in Children

**The problem: Protection from research, not through
research

*»*Shift in perspective: Protection by inclusion
**Global differences, such as:
s*Laws

*»*Health care available

**Cultural differences

**Process differences

O
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Global map of children with vision disorders in research ’ér;‘

ClinicalTrials.gov
461 Studies

E\! ATRDEs, 294 Studies in last
¢ * 10 years

i a Prevent
Colors indicate the number of studies with locations in that region. 2 O J u n e 2 O 2 2 Bllnd ness

Least — Most Focus on Eye Health

National Summit
Labels give the exact number of studies.
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Promoting Clinical Research in Children

s Listening to children (and their parents)
“*How can we do that well?
**How do you know if you have spoken to enough children?
**Can one child speak for another?
**Can anyone speak for “everyone”?

s*Consider a 7 year old versus a 17 year old.

O
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Prioritize participant engagement

WHAT IS
ASSENT

Apudembspyoy ioorrs
ipaeearga g rhe PO irenrrrrie- -

* Gap in accessible general
information about clinical
research for children

i BLAWE BT BEEH ASHES TO S S0HT
TO BE M & RLEARDR ETIODT. WHAET
DDl AT pEART

LEGAL ADULT
Consent
{Usually 18 years old)*

Why would | say YES
to being in dinical
h?
me clin earch test
Rt sl
e g artici ating, you
may be b hers in the futural

HEFRE ARL DO SAMFLE D LESTIOME
O COLD &5 THE RCIESRT-ERS

h-l- e - = e -

e P R . T e ey e
Fa g T e & el s

i b Al
B o ey e bopelty e el £ e :..-\.-' RS 1
brh ' o o v i diaee iy i il e -
ek e g o e e ol R R —_

* All materials were developed

e Whath pp wh | become a
by young people and e 5 )
E r = T i T Qw i, 1 yau are alre
y y g p p i e hw“:l I l.....-:- T -H"H' . | I panlclpanny: in resear\:h,ynu wil:mbe asked Ify\:u sin arc
e o e iy an el I:_ e A |I h, il g .-__- want to continue. Thisis called consent. et e .
ik, i  the cand, so
I ’ l -'-F-l-. = T ) Lt S e T e Gy o.u ma. b other o lio?sl-ll.r-:-,.:‘l"i‘u
revl eWe y yO u n g p e O p e S e = = Eoth consent and azsent mean agreerment. But only legal adults ?_‘”ﬁ.@ ;’WIIJ[P unsuri,zskyoury
-"| P T DS doctor ary guastions.
BHLT BHHND | DR BIETRE | ! 'r" Pl :',.' e
M #GREL TO JOid A RS LARCH STLIDYT - - iy . )
a V I SO r ro u S a n - < e Ty=i How is consent given? 7
- LIRS H Make sure
ey Mw"‘ﬂ"’ ] . . Yeur dactor will explain hows the research wiorks you understand
mhnd e o B et of Py spprech -"_'_-"\"..-. ! Sy STEP1 & e may ask any questions everything before
M ° f et | QT | givingconsent .
international stakeholder [ s ST —
° "oz pngid Pl P v ik g e e tha FET & i
[Pl AR . ] . - . M ;

https://mrctcenter.org/blog/resources/pediatric- research mformatlonal materials/
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Resources for children

| AM A HEALTHY CHILD: 1AM CHILD WITH COVID-19:

Should | Join a COVID-19 Research Study?

VACCINE RESEARCH:

Should | Join a COVID-19Vaccine Research Study? Should | Join a COVID-19 Vaccine Research Study?

Kids wha do not have COVID-19 can help researchers learn Kids who have COVID-19. or might have COVID-19, Peaple wha do not have COVID-19 can help researchers

.
more about the disease. may be able to join 8 COVID-19 research study. learn more about the disease. o
Aresearch study: COVID-15: A resenrch stady: COVID-1%: A research study: What is a vaccine?
. :mrnmm & Ranes diupssdaiusd by o type of v Called) cosansvne o el i il shautianl « 5 new SLere e by e of vises calied @ polerismew nfonmunson. shoa health snd diseass = A wancheag B o o 3 ving glves Ba & Realthy

& RBeg 1O erreeey rewy guamibiamn that

& et Rave nesdh volusl oo

u P LR ST [P W R SRS e cough e,
e, M e Oifver paing, a0 heeathiseg pasblr.

& i e i, st 1 e rrusior e peogple very kk

el Bt

& Frien bo aevvwer ree guenlioen Lhat
riridachadi Rave

s onaEnn.

B AN T P e e e e ke
ity bewed, wenaliiaria, ancke afd o1he il i

® N 0 ariwed ew uiritiar TRl researchard hino

# savdy wohanbeen b3 ngn wp
Bairgins

Eersan uriuiBy theough b resile, B Desch T
Exxly hosw I noegedne and hght S i,

» Prcphe wha gat § waceing iy b4 Batiir sble 1o

(LS R e p—— St ana] harathing problems COAND-ER Bl U widws 1 Ui e,
[ R T [ P e — OVID-19: m:k-hrr-lnh
Beiagina : ivrarch ey wery uich y oy e
7 Why can't | go to school or see friends now? e G | + Banewfiens cuned by stype ofdinn, PO Why are there research studies
resarch sudy & Whiy virom npnisdy dgem 3 pich panoaio & d aalid covanuina about COVID-19 vaccines right now?
iz e A AT . WA e il # g e H0emet gl B3 haret sy PO Bt cousgh, * Shace COMD-VFh a mew disrane,
“C’C'l‘ll‘? ®  Beirg 1o chowd 10 pour Bendhi Can punis Se O S8 IH!M"“WT 3

.

Why are there research studles about

drpiy, peb A, Sl b oed paias, ared bepa thivey

thidd H g st il bnd new Bore a8

e T WROTIEL 5 D st b bearreed

¥ .

& Rupccine i 3 form of 5 ving gheen 2 : o T i nya s v M e COVID-1 right now? toheam | MESACOVIDOR
5 By peaan, i """“""’r“"""“’""”“"r e P Ty . i ® cim be ik, kol com sy ke fome people very sick, it S Wyujvinn
Bhaisagh b caed b, 1o Beach Bhais P ek ihacd el wem yow CERADE 19 e 3 e vt 4 g sl rroy bead 1o death, - reigarch
Boaachy o 0 recagaie e fughi » Beingshess 1oy iondy can pns g 1P 1 el TR does Bavt L study.

Ll T

Peopa who gt 3 warrine may be
einer able na Pght 1hee wingy o thee

thee vir e s

® Yira il 350 BAE Erid B3 yirar
ik whes yom ane ol 1okl

begh, 50 hiw

sk it Irarwel !

#  How e dnn sresds.

What should | ask the research team before joining a COVID-19 research study?

PR e —— » Why sarse people hasely
B, Why am | baing asked What alse should | et vk and ather perapie gt Wiy 1tk ety bebeg dene? o Huiwill e petitnial inforsation be grateced!
to join a COVID-19 ke about Belng vory bk | Bt W haptn I | s 10 Joind o | Hiowe Moneg Wil the sty st}
rEagach Hudiyl n 4 O =18 - T i O . W Coubd the study belp e Coubd i bl athess? o CanUkarse the study st any timel
research study?

'I’l'h'_l'l"r:‘thc?l ¢ Tuci b nooanhons 4 What else should | know about being T o Coul the study crese feks o s Wit will hapgess | et art iy the studyt
research studies S 5 COVID-

ahonst COVIDA19 P g et e in & COVID-13 research study? A — W Dol b g sy £ b th study? o W thossb | cal i quii s bt 1ha shisty?
waecines Hioht now? 5 B Lhe sty imkght vy el il B g Eptira i achafti deart 1 el dichair framn QOO 19 w Wl | b pakd fo Be in the shudyT Wil I get to e The shudy resslis]

right [rrmydbop ey et row tecie e * Smmnbpnai thas i

* ey N1 b5 0 o i R [ rrerra— :4':";:;" o e o b o I 1 by v b s st L s et

Whang by 1o vamcing el sl vy gL helg Mo can o Meare can childmn 16 Sed Eneme ri snd privention

bl M B eated i 80 P l".l'%

gy o from b loaered  ® OGN CRaNGE R e brarmed trortbodh 1hat are righ for them What else should | know about w ous i Lall 12 povgtle you bt dbout

= Brucssher: mant 8 baen i & new emrg ORD1Y  ahoutCOWIDE PSR OLMY IS v ¥itu Cank-chinge pous mied # iy byt CONI0- YE baing b D19 indy? wtshEr 1 s e iledp

anrciae i L e works itk futuer. s fin - W pou jin e Bengin s atudy mighl hip other peopls neg i a OO TRESAICI MEEY ¥ Veszcan thangs your mind ot any Trme.

weawarch | ressarth
shudy. anudy,
THREGIOMA ik HULT HBEGIOHAL Thuse yoms ber thirkis g abost joinineg & COVID- i ressardy . MULTHRERIONAL Thasdk o for dhisking st fiaing 5 HARVARD
S NREAL AL e ."r?:; | A CUNICAL TRIAS ety e shmemasnmem it wesserne. ot | ARVARD e o I M NS e e Wi ol CATALYST
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https://mrctcenter.org/blog/resources/covid-19-clinical-research-flyers/
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SOPHUIE’S
SCIENGE Resources

PROJECT

WHAT IS MEDICAL for children
RESEARCH?

WHAT IS A }
BIOBANK?

#;TIE‘TW‘:' WHAT ARE
SAMPLES?

WHO USES

THE BIOBANK? | QuesTONNARE
https://www.youtube. D E
3 com/watch?v=m8e0z- _
96QTU&t=6s __
DATA @%?

https://catalyst.harvard.edu/publications-documents/sophies-
science-project-what-is-medical-research/?ref=true
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We are all accountable

Journal

Editors SR

IRBs/ Ethics

Funders
Committees
4 Regulatory
E q u |ty Agencies ACCOUNTABILITY CROs
Inclusion

Participants, Research

Advocates, Institutions

Communities A

‘ & Sites
Current o
Peaf c.a € I Investigators,

State rofessionals Study Teams

O
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We need your help

* How do we do this work and do it well?
* What is representativeness?
* What are successful strategies?

* How can we work together?

O
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Thank you

Barbara E. Bierer, MD
bbierer@bwh.harvard.edu
http://MRCTcenter.org/
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