How Can the Informed Consent Process
Better Address the Needs of
Parents/Children?

Educating Parents/Children About Clinical
Research: Encouraging Participation
Without Distorting Expectations



Redefining the Informed Consent “Process”

 Not just signing a document

* |Involves raising the scientific and clinical research
literacy of the potential research population and of
IRBs/ECs

 Education about the process of clinical research as
well as about the details of a specific clinical trial

 What tools can industry and other groups provide to

serve the interests of research participants?
— CISCRP—Center for Information and Study on Clinical Research
— EFGCP—European Federation For Good Clinical Practices
— ICAN—International Children’s Advisory Network



Center for
Information and
Study on Clinical
Research

https://www.ciscrp.

EDUCATING AND INFORMING THE PUBLIC, PATIENTS, MEDICAL/ RESEARCH
COMMUMNITIES, THE MEDIA, & POLICY MAKERS ABOUT CLINICAL RESEARCH

& THE ROLE EACH PARTY PLAYS IN THE PROCESS.

manual searches for patients & their
families to identiy relevant clinical raks
within their peographic area.

CISCAP provides culturall-sensitive,

EW_g™ CRADE READING LEVEL
educational brochures, VDS & books
TENS-OF-THOUSANDS
of patients.

org/

exscap plaves HUNDREDS OF l

EDUCATORS in live public events,
community centers, libraries & classmons «("»
‘o talk about the clinical
research process.

CISCRP gathers & disseminates the results of market ressarch
among THOUSANDS OF RESPONDENTS m N
paiiic & patiest ATTITUDES, PERSPECTIVES .
& EXPERIENCES with cinical reseanci. N

CiscaP respands o AU NDREDS I
—\ O MEDIA INQUIRIES
1 with facts & fipures about ciinical
Tesearch to assist journalists
==- in providing more BAL AN CED

& INFORMED COVERAGE.

wONE MILLION

households reached Srough AWARE for Al
community outreach (includes educational
resources about clinical research).

MAKE A DIFFERENCE TODAY!

Dur impact is powered by forward-thinking companies who share in our values and support our growing initiatives.

Your tax-deductible donation can be made in the following ways:
ET7-125-2750 | donatenow networkfomped.ony/'ciscrp | support@ciscp.on | CISCAP 56 Commercial Wharf East Boston, MA 02110



https://www.ciscrp.org/
https://www.ciscrp.org/

Paediatric clinical drug development
research for the EnprEMA meeting

Physician/

patient
conversati
ons

* Describing potential benefit:risk to families/patients to
facilitate recruitment and retention in clinical trials
* Best practises
* Positive and negative experiences
e Regional and cultural differences
* Visualization of benefit:risk for families/patients




Issues, Misconceptions that Could be
Addressed as Part of Educational Process

Problem Addressing the Problem

 Therapeutic misconception ¢ Research is about conducting

that research is like
treatment

Power and endpoints for
studies of efficacy and
safety

“New” drug must be better
than the “old” drug

If approved, the new drug
will be available

an “experiment”

Role of totality of data:
surrogate endpoints,
extrapolation, M&S, adaptive
design

Placebo control, vs. natural
history control, vs. active
comparator control

Post trial access: IP supply,
formulations, commercial
considerations



Is there an opportunity to make the informed
consent process more informative?
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