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What Every Sickle

Cell Clinical Trial

Participant Should Know and Ask

People who participate in research have rights before and during a clinical trial. This fact sheet
explains those rights and can help you decide whether participation is right for you.

"1~ First,Know Your Rights and “3" Lastly, Decide Whether Joining

the Safety Measures in Place

What Are My Rights During a Clinical Trial?

Stop participating at any time without giving a reason.
O The research team may ask why, but you don’t have to

answer. Ask about follow-up and what happens to
collected information or samples.

Ask questions at any time.
7 You can request more information at any point before

¢ or during the clinical trial.

- .. Have your information protected.
(‘w Ask who can see your information and how it may be
stored, used, or shared.

L. You may also be compensated.
E$ “ ) Compensation may include payment for your time and
reimbursement for travel, food, or housing.

Who Protects Clinical Trial Participants?

An Institutional Review Board, or an IRB, helps protect the rights
and welfare of clinical trial participants by making sure risks are
minimized.

IRBs include

+ Different perspectives: At least five members with varied
backgrounds, including a scientist, a nonscientist, and
someone unaffiliated with the research.

+ Participant needs: These perspectives help the IRB consider
the needs and concerns of people with sickle cell.

* Required oversight: U.S. law requires IRB review for covered
clinical trials.

+ Materials reviewed: The IRB reviews the study design,
informed consent, and recruitment materials.

Clinical trial participation helps advance sickle cell
research and the development of potential treatments.

Then, Ask These Questions
Before Joining a Clinical Trial

Before giving consent, ask what participation
in the clinical trial will involve.

About the Clinical Trial

+ What is the purpose of the trial and how far along is it?

+ Why do researchers think this approach may help?

« Will | receive the study treatment, standard care, or a placebo?
+ Who is sponsoring, reviewing, and monitoring the clinical trial?

What Participation Involves

+ How long will the trial last, and how often and where will visits take place?
« What tests, procedures, or treatments will | receive?

« What are my responsibilities between visits?

« Will | need to travel, stay in a hospital, or miss work or school?

Benefits, Risks, and Sickle Cell Care

+ What are the possible benefits, risks, and side effects?

+ How do they compare with my current care or other options?

+ Will | need to change my regular sickle cell care or medicines?

+ Who will oversee my sickle cell care during the clinical trial?

+ What happens if | have a pain episode, complication, or research-related
injury?

+ Could the trial affect fertility, pregnancy, or breastfeeding?

Costs, Privacy, and Your Rights

+ Will | be compensated or reimbursed for study-related expenses?
+ Who can access my information or samples, and how might they be used?
+ Can | receive the study treatment after the trial ends? Also trial results?
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the Clinical Trial Is Right for You

What is Informed Consent?

Before joining a sickle cell clinical trial, you will be asked to review
and sign an informed consent form.

Informed consent means the research team must:
+ Explain the clinical trial in language you understand
+ Give you enough information to make your decision
+ Answer your questions
« Give you time to decide without pressure

Informed consent is more than signing a form. It is an ongoing
conversation. You can ask questions before you decide and at any
point during the clinical trial.

/What Clinical Trial Details Should Be Explained?\

Before giving consent, you should understand:

« Why the clinical trial is being conducted
« What will happen during the clinical trial
« How long the clinical trial will last

« How many visits are required

« Possible risks, discomforts, and benefits
« Which treatments or procedures are investigational

+ Other treatment or care options available to you

« How your medical information and privacy will be protected

* Any costs, payments, or reimbursement associated with the trial

sickle cell research.
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\- Who to contact with questions or concerns /

What Happens When | Make My Decision?

# YES ® NO

If you decide to participate, your After learning about
involvement helps researchers learn more | the clinical trial, you
about sickle cell disease and study may decide it is not
possible new treatments. Depending on right for you. That’s
the clinical trial, you may also: okay!

Research

« Work with a research team that

. . . participation
includes sickle cell specialists

is voluntary.
* Receive an investigational treatment

: : ) Saying no should not
that is not otherwise available

affect the medical care

* Have continued access to the study or benefits you would
treatment after the trial, if the trial otherwise receive.
offers this option

Trial benefits are not guaranteed. The investigational treatment
may not help you, and participation may involve risks or added

responsibilities. Ask the research team which possible benefits apply
to the clinical trial and what will happen after the trial ends.

Before giving consent, you should have enough
« information to decide whether you want to participate.

Possible Benefits of Participating

Your participation can help researchers learn more about sickle cell
disease and study possible new treatments.

\/ Access to sickle 7 Potential to continue treatment

cell specialists after the trial, if available.
and researchers.

...and help to advance \/ Access to a potential new sickle
cell therapy or intervention.
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