Department of Veterans Affairs New York Harbor Healthcare System
Participant Outreach Corner

1. WELCOME to the Participant Outreach Corner. VA New York Harbor Healthcare System is
committed to assuring that all of its research activities involving human subjects are conducted in a way
that promotes the rights and welfare of subjects. Your comments and suggestions are welcomed; please
contact us for questions, concerns, or complaints about research, research related injury, and questions
about the rights of research participants. Any member of the research community, investigators, research
co-coordinators or anyone involved in research that may have questions, concerns and/or suggestions
are welcome to directly contact the following individuals who are available to respond to your research
guestions, concerns and suggestions:

e ACOS/R&D, Chief R&D:
Dr. Mohamed Boutjdir, 212-951-3323 or 718-630-364, mohamed.boutjdir@va.gov

e Administrative Officers:
Robert Meci, 212 951-3323, robert.meci@va.gov
Leslie Dowers, 718 630-3645, leslie.dowers@va.gov

e Research Compliance Officer:
Marna Abarientos, 212-951-3323 or 718-630-3645, marna.abarientos@va.gov

e |RB Chair: Dr. Norton Spritz, 212-686-7500 x7475, sprithn@erols.com

e R&D Chair: Dr. Adam Wolkin, 212-686-7500 x7521, adam.wolkin@va.gov

e |ACUC Co-Chair: Dr. Robert Staudinger, 212-686-7500 x7581, robert.staudinger@va.gov

e Biosafety Co-Chair: Broekman M. Johan, 212 686-7500 x7494, marinus.broekman@va.gov

2. Frequently Asked Questions
a) What is a Clinical Trial?

"Clinical trial" is the scientific term for a test or study of a drug or medical device in people. These tests
are done to see if the drug or device is safe and effective for people to use. Doctors, health professionals,
and other researchers run the tests according to strict rules set by the Office for Human Research
Protections (OHRP) and the Food and Drug Administration (FDA). For more information see:
http://www.fda.gov/oashi/clinicaltrials/default.htm.

b) What are the Phases of a Clinical Trial?

Clinical trials are conducted in a series of steps, called phases - each phase is designed to answer a
separate research question.

* Phase I: Researchers test a new drug or treatment in a small group of people for the first time to
evaluate its safety, determine a safe dosage range, and identify side effects.

* Phase II: The drug or treatment is given to a larger group of people to see if it is effective and to further
evaluate its safety.

* Phase lll: The drug or treatment is given to large groups of people to confirm its effectiveness, monitor
side effects, compare it to commonly used treatments, and collect information that will allow the drug or
treatment to be used safely.
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* Phase IV: Studies are done after the drug or treatment has been marketed to gather information on the
drug's effect in various populations and any side effects associated with long-term use.

Additional information on clinical trials can be found at http://clinicaltrials.gov/info/resources.

¢) Why Should Minorities and Women Participate In Clinical Trials?

In the past, most drug testing has been done on white men. This means that some groups, such as
African Americans, Hispanic Americans, American Indians, Asian Americans, and women, have not
always been included in the tests done on drugs. But sometimes drugs work differently on people in these
groups than on white men. So the FDA encourages people from many different groups to participate in
these studies.

d) Points to Remember

* Clinical trials are tests of medical treatments to see if they are safe and if they work.

* Before you agree to take part in a study, you must be given complete information about the study,
including possible side effects and benefits.

* You must sign a special agreement called "Informed Consent" before taking part in the study.

* You can leave the study at any time.

e) Informed Consent Protects Research Participants

To help you decide if you want to be a research participant in a study, the Office for Human Research
Protections (OHRP) and the Food and Drug Administration (FDA) require that you be given information
about the study before you agree to take part. This is known as informed consent. FDA requires that
research participants be told:

* that the study involves research of an unproven drug or device

* the purpose of the research

* how long the study is expected to take

* what will go on in the study and which parts of the study are experimental

* possible risks or discomforts

* possible benefits

* other procedures or treatments that you might want to consider instead of the treatment being studied
* that FDA may inspect study records, but the records will be kept confidential

* whether any medical treatments are available if you are hurt, what those treatments are, where they can
be found, and who will pay for the treatment

* the person to contact with questions about the study, your rights, and injuries related to research

* being in the study is voluntary and you can quit at any time.

Informed consent information should be written so you can understand it. If you don't, be sure to ask the
doctor, researcher, or other medical person to explain it. Make sure you understand all of it before you
agree to be in the study.

The informed consent form should state you can leave the study at any time for any reason.
f) Other Ways Research Participants Are Protected

* Institutional Review Board (IRB) -- Scientists, doctors and other people from the local community serve
on Stanford's IRB to review and monitor their hospital's or research institution's medical research
involving people. They monitor studies to help make sure that there is the least possible risk to research
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participants and that the risks are reasonable in relation to the expected benefits. IRBs make sure
research participant’s selection is fair and that informed consent is done correctly.

Click here to view our current IRB member roster for more information.

* Data Monitoring Committees -- These committees are used mainly when one treatment is being
compared with another and in studies where treatments are selected for patients at random. These
committees are particularly important in tests of treatments for serious or life-threatening disease. These
experts review information from studies to make sure they are being done in a way that is safest for the
research participants. During a study, if the committee finds that the treatment is harmful or of no benefit,
it will stop the study. If there is evidence that one treatment gives a greater benefit than another, the
committee stops the study and all research participants are offered the better treatment.

* FDA Inspections -- FDA inspects records, clinics, and other research sites involved in a study to make
sure research participants are being protected and studies are being done correctly. From time to time
such inspections are done in response to complaints.

g) Why do people participate in research studies?

By taking part in a clinical trial, you can try a new treatment that may or may not be better than those
already available. You can also contribute to better understanding of how the treatment works in people
of different ethnic backgrounds and genders.

h) What are the risks?

Many studies require that neither the patient nor the doctor know whether the patient is receiving the
experimental treatment, the standard treatment or a placebo (an inactive substance that looks like the
drug being tested). In other words, some research participants may be getting no treatment at all.

Some treatments that are being tested have side effects that can be unpleasant, serious or even life-
threatening. Because the treatments being studied are new, doctors don't always know what the side
effects will be. Many side effects are temporary and go away when the treatment is stopped. But others
can be permanent. Some side effects appear during treatment, while others may not show up until after
the treatment is over. The risks depend on the treatment being studied and should be fully explained to
you in the informed consent material.

3. Questions to Ask
Here are some questions to ask your doctor to help you decide if you want to take part in a clinical trial:

* What is the study trying to find out?

* What kinds of test and exams will | have to take while I'm in the study?

* How much time do these take? What is involved in each test?

* How often does the study require me to go to the doctor or clinic?

* Will | be hospitalized? If so, how often and for how long?

* What are the costs to me? Will my health insurance pay for it?

* What follow-up will there be?

* What will happen at the end of the study?

* What are my other treatment choices? How do they compare with the treatment being studied?
* What side effects can | expect from the treatment being tested? How do they compare with side effects
of standard treatment? How long will the study last?
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a) How Can | Find Out About Clinical Trials?

One good way to find out if there are any treatments in clinical trials that might help you is to ask your
doctor. Other sources of information include:

* For cancer, please contact Stanford's Cancer Clinical Trials Office at 650-498-7061 or visit their Patient
Information Web site. Also, call the National Cancer Institute at 1-800-4-CANCER (1-800-422-6237) or
visit their Website: http://www.cancer.gov/clinicaltrials.

* For AIDS and HIV, please visit Stanford's AIDS Clinical Trial Unit at http://www.stanford.edu/group/aids/.
Also, call the National Institute of Health at 1-800-448-0440 or visit their Website: http://aidsinfo.nih.gov

* For general information about clinical trials, call FDA's Office of Special Health Issues at 301-827-4460
or visit this World Wide Website: http://www.fda.gov/oashi/home.html

* For other clinical trials, visit this World Wide Website: http://www.nih.gov/health/trials/index.htm

4. Brochures and Patient Complaint Policy

= Volunteering in Research 1

= Volunteering in Research 2

= Volunteering in Research (Spanish)
= Research Patient Complaint Policy
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PURPOSE:

To establish an effective Research Patient Complaint Policy for the VA New
York Harbor Healthcare System Research Program. This policy will assist
research subjects in exercising their rights and advocate for the subjects
and provide a formal channel through which they may seek solution to their
concerns and unmet needs when enrolled in a research study.

POLICY:

The Research and Development Office will be notified of all complaints
involving research subjects. All research subjects will be assisted with
guestions and/or difficulties that he/she may have in his/her relationship with
any research staff or protocol within the VA New York Harbor Healthcare
System (VA NYHHS). The Research office representative will conduct
inquiries regarding services provided for the research subject at this
Healthcare System. The designee will have the authority to review
complaints with investigators, have the authority to conduct interviews have
access to top Executive Management Team in order to resolve or ameliorate
concerns and enhance the subject’s satisfaction and perception of the
research program of the VA NYHHS. The presentation of a complaint or
suggestion does not affect future access to care or any kind of reprisal,
restraint, interference, coercion or discrimination for subjects that present
such issues.

RESPONSIBILITY:

A. The Director is responsible for the overall quality of service provided to
research subjects within the VA NYHHS.

B. The Associate Chief of Staff for Research (ACOS) is responsible for the
effective management of the Research program.

C. The Investigator is responsible for the operation of the overall conduct of
the research study.

D. The Research Compliance Officer (RCO) will be the responsible
representative to assist research subjects in exercising their rights, and
provide a specific channel through which subjects can seek solutions to
problems, concerns, and unmet needs.





The Research and Development (R&D), Institutional Review Board (IRB)
and the Quality Assurance/Quality Improvement (QA/QI) Committees are
responsible for overseeing the ethical conduct of research at the VA
NYHHS.

PROCEDURES:

In fulfilling the investigative process, the RCO will:

1.

Serve as the liaison between patients and the institution as a whole, and
between the institution and the community it services, regarding subjects
rights and advocacy.

. Provide a channel through which subjects can seek solutions to

problems, concerns and unmet needs. Work with investigators, research
support staff in preventing and resolving patient complaints.

Interpret the VA NYHHS mission policies, procedures and available
resources/services to the patient and present the patient's problems,
opinions and needs to appropriate staff and management.

Assist patients in understanding their rights as well as their
responsibilities

Safeguard and ensure ethical, statutory and constitutional rights of
subjects.

Identify existing and potential problem areas by trending complaints and
requests. Suggest solutions or alternatives to existing procedures, which
contribute to these problems, and implement necessary corrective
measures within established facility policies and, where appropriate,
through committee participation.

Make inquiries into complaints, initiate action or changes necessary to
correct problem situations, and report on corrective measures taken to
the subject or the subject's representative. Monitor and evaluate
corrective measures taken.

Collect data and provide feedback to committees so that action may be
taken on identified needs.

Identify the elements of research practices that contribute to, or create
an atmosphere for research subjects’ dissatisfaction. This data is
reported to the appropriate committees and the Director.

10.Develop and provide in-service education to all research staff, as

necessary, to bring awareness to the VA NYHHS research program of





the subject's perceptions facility experience, thereby contributing to
improved understanding and attitudes.

11. Serve as a member of various committees, which review patient care,
and issues of quality improvement.

When contacted the RCO will:

1.

w N

INTERVIEW: The subject to determine the nature of the complaint;
provide information about the research service, interpret the policies
and procedures of the research program in relation to the Medical
Center.

INVESTIGATE: The complaint or request

FOLLOW - THROUGH: Resolve the problem directly, make referrals
and contact the appropriate research staff.

FOLLOW - UP: Check with individuals involved regarding the
outcome of the situation.

DOCUMENT: The interview, including all pertinent facts, action
taken, and outcome.

COORDINATE: With the QA/QI committee, the IRB, the R&D
committee, the ACOSR&D to determine risk issues.

RESPONSE: Provide a written response to the subject regarding
his/her complaint.

5. REFERENCES:

Guidebook for the Development and Implementation of a Patient
Representative Program. Training and Education Committee, New York
Chapter - Society of Patient Representatives of American Healthcare
System Association, 1984.

JCAHO Comprehensive Accreditation Manual for Hospitals

6. RESCISSION:

None

7. EXPIRATION DATE:
January 2007

JOHN J. DONNELLAN JR.

Director

DISTRIBUTION: SC
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What questions should | ask before | volunteer?

Here are some questions you might ask before deciding to take
part in a research study at a VA Medical Center or clinic.
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Who is doing this study and what question might it answer?

Who reviewed or approved this study?

How long will this study last?

What could happen to me, good or bad, if I take part in this study?

What tests or procedures will I have during the study?

Who will be told I am taking part in this study?

Will this research help in understanding my condition? If so, how?

Is it possible that I will receive a placebo (inactive substance)?

What happens to any specimens that I give?

Could my condition get worse during the study? What happens if it does?

What other options or choices do I have if I decide not to take part in this
study?

Who will be in charge of my care? Will I be able to continue seeing my own
doctor?

Will I be charged anything or paid anything to be in this study?

If I decide to participate in this study, how will it affect my daily life?
Will I have to make extra trips to the VA?

What will happen to me at the end of the study?

Will I be told the results of the study?

How do I end my participation in this study if I change my mind?
Whom do I contact for questions and information about the study?
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re there benefits or risks

if | participate in a study?

® The study may not help you personally,

but your participation may result in
information that will help others in
the future.

® Any risks or side effects may not be

known completely when you start the

study. The research team is required to

tell you about any known risks.

Your agreement to volunteer should be

based upon a clear understanding of
what will take place in the study and
how it might affect you.

hat if | do not want to take
part in a research study?

Volunteering in

RESEARCH

If anyone asks you to take part in a
research study, you have the right to
say “no.”

Your decision will not affect your VA
health care or benefits.

You need to weigh both the risks of the
study and the benefits.

It may be helpful to talk with family
members, friends or your health care
providers before you make a decision.

If you decide to take part in a study,
you do so as a VOLUNTEER. This
means YOU decide.

You can change your mind and stop
or leave a research study at any time

Zﬁil(g:; i(f)is;isl.lg any of your VA health H er e- ar e
some things

you need

to know
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hould | take part in
a VA research study?

hat questions should | ask before volunteering?

The VA ranks as one of the nation’s leaders
in health research. For example, the VA:

* Developed artificial limbs that allow
amputees more independence and a
better quality of life

* Invented the cardiac pacemaker

¢ Performed the first successful liver
transplantation

* Played a major role in the develop-
ment of the CT (or CAT) scan to view
the inside of the body

® Tested new drugs and treatments
for such diseases as AIDS, diabetes,
Alzheimer’s, and osteoporosis

® Developed the nicotine patch to help
people stop smoking

None of these advances in health care would
have been possible without individuals willing
to volunteer to take part in research.

Here are some questions you might ask
before deciding to take part in a research
study at a VA Medical Center or clinic:

[] Who is doing this study and what

questions might it answer?

[] Who reviewed or approved this study?

[l

How long will this study last?

[ ] What could happen to me, good or
bad, if I take part in this study?

[ ] What tests or procedures will I have
during the study?

[[] Who will be told I am taking part in
this study?

[ Will this research help in
understanding my condition?
If so, how?

[ ] Is it possible that I will receive a
placebo (inactive substance)?

[ ] What happens to any specimens that
I give?

Could my condition get worse during

the study? What happens if it does?

What other options or choices do |
have if I decide not to take part in
this study?

Who will be in charge of my care? Can
I continue seeing my own doctor?

Will I be charged anything or paid
anything to be in this study?

If I decide to participate, how will it
affect my daily life?

Will T have to make extra trips to
the VA?

What will happen to me at the end of
the study?

Will I be told the results of the study?

How do I end my participation in this
study if I change my mind?

Whom do I contact for questions and
information about the study?
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¢ Qué preguntas debo hacer antes de dar mi consentimiento?

Antes de decidirse a ser voluntario en un estudio de investigacion, debe saber todo lo que
pueda sobre ese estudio. Si hay algo que le preocupe, haga todas las preguntas que tenga
al respecto. Puede anotar las preguntas con anticipacion o llevar este folleto a la entrevista.
A continuacion incluimos un modelo de las preguntas que puede hacer. No todas las

preguntas se aplican a todos los estudios.

(Quién hace el estudio y que se tratara de descubrir con é1?

;Servira esta investigacion para entender mas mi enfermedad? Y de ser
asi, ;en qué forma?

(Qué pruebas o técnicas se emplearan?

(Es posible que me den un placebo (substancia inactiva)?

cTendré que hacer otros viajes al centro (VA)?

(Qué me puede pasar, bueno o malo, si tomo parte en el estudio?
(Cuanto tiempo durara este estudio?

¢(Qué pasara con las muestras de laboratorio que dé?

(Quién ha revisado y aprobado este estudio?

(Podra empeorar mi enfermedad durante el estudio?

(Qué pasara si empeora mi salud?

(Qué otras opciones o alternativas tengo en caso de que decida no
tomar parte en el estudio?

(Quién estara encargado de atenderme ?

(Podré continuar con mi médico personal?

¢(Me pagaran por ser voluntario o tendré que pagar ys por participar en
el estudio?

Si decido participar en este estudio, ;cOmo esto afectara mi vida diaria?
(Qué me pasara una vez que termine el estudio?

(Me informaran sobre los resultados del estudio?

(Quién sabra que estoy tomando parte en este estudio?

(Qué debo hacer si deseo cancelar mi participacion en este estudio?
(A quién me dirijo si tengo preguntas o deseo informacion sobre el
estudio?
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