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Consent Form Revised January 12, 2005

CHILDREN'S NATIONAL MEDICAL CENTER

Department of
111 Michigan Avenue, NW

Washington, DC 20010
(202) 884-5000

CONSENT TO PARTICIPATE
IN A CLINICAL RESEARCH STUDY AND AUTHORIZATION TO
USE PROTECTED HEALTH INFORMATION

TITLE OF STUDY: As on Application
PRINCIPAL INVESTIGATOR: Name, Title, and Department

"You" refers to "You" or "Your Child” throughout this document

INTRODUCTION: We would like to invite you to be part of a research study at

Children’s National Medical Center. Before you decide if you would like to participate,

we want you to know why we are doing the study. We also want you o know about

any risks (anything unexpected that might happen) and what you will be expected to
- do in the study.

This form gives you information about the study. Your doctor will talk to you about the
study and answer any questions you have. We encourage you fo discuss this study
with your family and anyone else you trust before making your decision. We will ask
you to sign this form to show that you understand the study. If your child is seven
years old or older, we may talk to your child about the study and ask your child to sign
a form like this one but shorter. We will give you a copy of this form to keep. It is
important that you know: '

e You do not have to join the study;

e You may change your mind and stop being in the study any time you
want. In some cases however, stopping the study medication early may
cause harm to you. Your doctor will discuss this with you.

e [f we make any important change to the study we will tell you about it and
make sure you still want to be in the study.

IRB APPROVAL DATE: IRB EXPIRATION DATE:

IRB Protocol No.:{ -}
Date: {Insert Current Date}

Page 10f 13
Reviewed by IRB
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A. PURPOSE OF STUDY

1. Explain the purpose of the research study
2. Explain why the participant qualifies for the study. *Always refer to study
patients as “participants” throughout this document.

[Sample: We want to see if a drug called ribavirin helps in the treatment of children with
hepatitis C. We now use a drug called interferon to treat hepatitis C. Interferon is approved by
the Food and Drug Administration to use in children. Ribavirin is an experimental drug for
children because it has not been tested on children. In tests on adults, using interferon and
ribavirin together works better than using interferon alone. We want to see if using interferon
and ribavirin together works better for children too. We also want to find out what amount of

ribavirin works best with interferon.

Your child is being asked to be in the study because your child has had hepatitis C for more
than a year.]

B. PROCEDURE

1. Briefly explain the study design and treatment methods. Discuss clinical
detail only as relevant to consent (i.e., to the risks, benefits, or burdens of the
study). .

2. Identify what is experimental about the study.

3. Specify the number of required inpatient or outpatient visits, other fime

commitments, number of venipunciures, amount of blood to be drawn (in
household measures), tests, exams, interviews, other burdens, efc.

4. Explain how the freatment groups will be assigned. Explain randomization in
lay terms. If the study is placebo conirolled, participanits must be informed
that there is a possibility that they will receive 'no treatment,’ and the
consequences of no treatment or withholding previous treatment regimen
should be discussed.

5. Distinguish the procedures that are standard clinical care from those which
are purely for research. '

[Sample: We will divide the children in the study randomly into three groups (like flipping a
coin, so your child has an equal chance of being in any group). We will give all three groups
interferon. Interferon is the standard drug used for children with hepatitis C. We will give one
of the groups a small amount of ribavirin. We will give one of the groups a larger amount of
ribavirin. We will give the last group the largest amount of ribavirin. You should know that in

IRB APPROVAL DATE: IRB EXPIRATION DATE:

IRB Protocol No.: {. }

Date: {Insert Current Date}
Page 2 of 13
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adults, the largest amount of ribavirin worked the best and was safe, and that there is a two out
of three chance that your child will receive less than that amount. If your child is in one of the
two groups with the lower amounts of ribavirin and your child is not getting better after 12
weeks, we will put your child in the group to get the largest amount of ribavirin.

Your child will be taking two pills a day for one year. We will ask you to bring your child to
the hospital every month for an exam and tests to see if the medicine is working and to see if
thefe are any unexpected side effects.

We will ask you to drop out of the study if:

e There are any unexpected side effects

e Your doctor thinks it is best for your child

e The medicine is not working after 24 weeks]

. POTENTIAL RISKS/DISCOMFORT

1. List all risks that are “more than minimal” (risks that have greater probability or
magnitude than those ordinarily encountered in daily life or during routine medical
tests). Include physical, psychological, social, economic, legal or other risks, where
present. If there are numerous risks, add the sample table on the following page to
the summary of risks listed here.

[Sample: There are some risks to the treatment your child will be given in this study:

o Interferon shots can cause pain, redness or swelling, and there may be some oozing from the
spot where the needle went in.

Your child may have an allergic reaction to either interferon or ribavirin.
Sometimes, children who are given both drugs get headaches, fever, chills and upset
stomachs, like having the “flu.” This usually gets better after a few shots.

e There are sometimes more serious side effects. Interferon can make your child depressed
(feel sad) and ribavirin can cause anemia (low iron). The two drugs together can cause
coughing, itching, problems in breathing, dizziness or thyroid problems.

e Rare mild side effects include diarrhea, stomach pain, dry skin and eye infection.

e Rare serious side effects include weight loss, suicidal thoughts and attempts, and lung and
liver problems that could lead to death.

e We will look for side effects when we examine your child and take blood tests. Your child’s
doctor may have to lower the amount or stop giving the drugs if the side effects are serious.

IRB APPROVAL DATE: IRB EXPIRATION DATE:
IRB Protocol No.: { }

Date: {Insert Current Date}
Page 3 of 13
Reviewedby IRB
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o We do not know if the two drugs will help your child or make your child worse. There may
be risks we don’t know about. We will tell you if we find out about new risks that may affect
your willingness to continue in the study.]

2. Describe the severity and probability of all material risks, and the implications, in
understandable terms. Use a table for Common (21-100/100), Occasional (5-
20/100) and Rare (<5/100) risks sorted by Immediate (1-2 days of treatment),
Prompt (within 2-3 weeks before next course), Delayed (any later time during
freatment) and Late (after completion of treatment) onset wherever possible

SAMPLE TABLE: (if not applicable, please delete table)

Ifosfamide
Common : Occasional Rare
Happens to 21-100 children out of Happens to 5-20 children out of Happens to <5 children out of every
every 100 : every 100 100
Immediate: Nausea, vomiting, loss of appetite Drowsiness, confusion, weakness, Poor brain function
Within 1-2 days of seizure, abnormal hormone function
receiving drug affecting levels of salt in the blood
and urine, causing too much or too
little urine
Prompt: Decrease in the number of red and Bleeding and irritation of the urinary
Within 2-3 weeks, prior  |white blood cells and platelets made | bladder, damage to the heart with
to next course in the bone marrow, abnormal abnormal heart tissue
changes in the heart function shown
on the electrocardiogram (ECG),
increased risk of bleeding; blood clots
Delayed: Hair loss Abnormal kidney function, loss of | Numbness, tingling, clumsiness,
Any time later during certain important salts and minerals |sudden kidney failure, damage to the
therapy, excluding the by the body liver, damage/scarring to lung tissue,
above conditions sleepiness, dizziness, confusion,
hallucinations, and seizures, damage
to the liver, decreased ability to have
children
Late: Cancer caused by treatment for a
Any time after previous cancer or leukemia,
completion of treatment damage/scarring to bladder tissue

D. VOLUNTARY PARTICIPATION

There will be no penalty or loss of benefits to which you are otherwise entitled if you
decide to withdraw from the study.

IRB APPROVAL DATE: IRB EXPIRATION DATE:
IRB Protocol No.: { }
Date: {Insert Current Date}
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E. POTENTIAL BENEFITS

1. Explain the expected direct benefits to the participant, if any, and their likelihood.

If none, say so.
2. You may mention general benefits for science, or for other persons, if any.

[Sample: The children who are part of the study will help us find out if using the two drugs
together is a better treatment for hepatitis C than using only one drug. Ifitis, your child may do
better than with interferon alone. ]

F. ALTERNATIVES TO PARTICIPATION

1. Explain the treatment alternatives in sufficient detail for meaningful comparison with
participation in the study to assist in enabling an informed decision. .

[Sample: If your doctor thinks that any treatment other than what your child will get in this
study would be better for your child, your doctor will tell you that and will not ask your child to
be in this study. The only treatment now used for hepatitis C is interferon alone, and it only
works in 15-20% of children.]

G. QUESTIONS - WHO TO CALL

We want you to ask questions about any part of this study or consent form either now or
at any time .in the future. If you have any questions about this study, call the Principal
Investigator, [Insert Pl Name], at [Insert Area Code and Number]. If you believe you
have been injured as a result of being in this study, you should call the Principal
Investigator, [Insert Pl Name], at [Insert Area Code and Number]. If you have any
questions or concerns about your rights in this research study at any time, please call
Children’s National Medical Center's Manager of Patient Relations, the Chief Academic
Officer, or the Chair of the Institutional Review Board of the Children’s National Medical
Center. All parties may be reached at (202) 884-5000.

H. CONFIDENTIALITY

We will keep the records of this study confidential. Only the people working on the study
will know your name. They will keep this information in case we have o find you later to
let you know of any new information that may affect your health. The federal government
can review the study records and medical records to make sure we are following the law

IRB APPROVAL DATE: IRB EXPIRATION DATE:

IRB Protocol No.: { }
Date: {Insert Current Date}
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and protecting the children in the study. Your medical record is confidential, but just like
any medical record; there are some exceptions under state and federal law.

HEALTH INSURANCE PORTABILITY AND ACCOUNTABILITY

In 1996 the government passed a law known as The Health Insurance Portability and
Accountability Act (HIPAA). This privacy law protects your individually identifiable health
information (Protected Health Information or PHI). The privacy law requires you to sign an
agreement so researchers can use or share your PHI for research purposes. This
describes to you how information about you may be used or shared if you are in a
research study. It is important that you read this carefully and ask a member of the
research team to explain anything you do not understand.

| authorize and his research staff to create, access, use, and disclose my PHI for
the purposes described below.

Protected Health Information that may be used and shared includes:

[] Information that identifies you such as name, address, telephone number, date of
birth, Social Security number, ahd other details about you

] Information that relates to your health or medical condition from your medical records

[ ] Information obtained from the study procedures outlined in this consent form, for
example: things done to see if you can join the study such as physical exams, blood
and urine tests, x-rays and other tests, and any other medical information we learn
from you about your health history and family history

|| Laboratory results obtained on specimens collected from you (blood, urine, tissue)

[ ] Questionnaires or surveys you complete

[ Interviews conducted with you by members of the research team

[ Audio/ video recordings

[] Other *[please specify]:

*Example: list any additional information that may be obtained from participants that is listed above such as
information about financial and social circumstances, or educational level.

The Researchers may use and share my Protected Health Information with:

¢ The Principal Investigator, other Investigators, Study Coordinators, and all
administrative staff in charge of doing work for the study;

IRB APPROVAL DATE: IRB EXPIRATION DATE:
{RB Protocol No.: { }
Date: {Insert Current Date}
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¢ Government agencies that have the right to see or review your PHI, including but not
limited to the Office of Human Research Protections and the Food and Drug
Administration;

¢ Children's National Medical Center Institutional Review Board;

¢ Audit Committee of the Children's National Medical Center Institutional Review
Board;

¢Quality Improvement Program Coordinator and other staff in the Office for the
Protection of Human Subjects at Children's National Medical Center.

In addition to the above people and organizations, the Researchers may also use
and share my Protected Health Information with:

[] Doctors and staff at other places that are participating in the study. The name(s)
of the other place(s) that are participating in this study are

[ ] Laboratories and other people or organizations that look at your health information in
connection with this study. The name(s) of the laboratory(ies) being used in this study
is (are)

[ ] The Sponsor of the study and people that the Sponsor may contract with for the study.
The name of the Sponsor is

[ ] The Coniract Research Organization (an organization that helps the Sponsor run the
study). The name of the Contract Research Organization is

] The Data Safety Monitoring Board (a group of people who examine the medical
information during the study)

1 The Medical Monitor for the Study (a person who reviews medical information durlng

the study)
[ The Patient Advocate or Research Ombudsman (person who watches out for your
best interest)
L1 Any other outside entity who will receive health information
Please list:

Also, your primary physician will be contacted if during the course of the study the
researcher learmns of a medical condition that needs immediate attention.

Should your health information be disclosed to anyone outside of the study, your
information may no longer be protected by HIPAA and this Authorization. However, the
use of your health information will still be regulated by applicable federal and state laws.

IRB APPROVAL DATE: IRB EXPIRATION DATE:

IRB Protocol No.: { }
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Banking of Tissue Specimens:

We would like to store tissue specimens collected from you in this study in a tissue bank
for future research as identified below. The tissue specimens consist of [specify]. The
tissue bank is maintained by [insert name of institution. If tissue bank is maintained at

CNMC, specify responsible Department].

Please indicate your approval of any or all of the following by initialing next to the
statement:

My tissue may be stored in the above named bank for future analysis related to

this study. []Yes [ 1No ’ initials
My tissue may be stored in the above named tissue bank for future analysis
related to [insert name of specific study]. [] Yes [ ]No initials

My tissue may be stored in the above named tissue bank. Researchers may
contact me to request my authorization for future studies that are not related to
this study or the disease named above. [ ] Yes [ ]No initials

My tissue may be stored without any of my identifying information for use in other studies
of otherdiseases. [ |Yes [ ]No initials

| may change my mind at a later time and request that my tissue specimen be
destroyed. If 1 change my mind and want to request that my tissue be
destroyed, | must do so in writing to [insert name and contact information of

PI].

Storage of PHI in a Database:

We would like to store personal health information collected from you in this study in a
database for future research. The database is maintained by [insert name of
institution. If database is maintained at CNMC, specify responsible Department].

IRB APPROVAL DATE: IRB EXPIRATION DATE:

IRB Protocol No.: { }

Date: {Insert Current Date}
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Please indicate your approval of any or all of the following by initialing next to the
statement:

My personal health information may be stored in the above named database for
future analysis related fo this study. [ 1Yes [ I1No initials

My personal health information may be stored in the above named database for
future analysis related to [insert name of specific study]. [ | Yes [ ] No ' initials

My personal health information may be stored in the above named database.
Researchers may contact me to request my authorization for future studies that
are not related to this study or the disease named above.

[1Yes [ ]No initials

My personal health information may be stored without any of my identifying information for
use in other studies of other diseases. [ ]Yes [_]No initials

If you agree to participate in this research study, the research team, the research sponsor
(when applicable) and the sponsor's representatives, may use. Personally Unidentified
Study Data. The Personally Unidentified Study Data does not include your name, address,
telephone, or social security number. Instead, the researcher assigns a code to the
Personally Unidentified Study Data. Personally Unidentified Study Data may include your
date of birth, initials, and dates you received medical care. Personally Unidentified Study
Data may also include the health information used, created, or collected in the research
study. The research team or the research sponsor may share the Personally Unidentified
Study Data with others to perform additional research, place it into research databases,
share it with researchers in the U.S. or other countries, or use it o improve the design of
future studies. They may also publish it in scientific journals, or share it with business
partners of the sponsor and to file applications with U.S. or foreign government agencies
to get approval for new drugs or health care products.

You do not have to sign this Consent/Authorization. If you decide not to sign the
Authorization, you will not be allowed to participate in the research study.

IRB APPROVAL DATE: IRB EXPIRATION DATE:

IRB Protocol No.: { }
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After signing the Consent/Authorization, you can change your mind and:

¢ Revoke this Authorization. If you revoke the Authorization, you will send a written letter
to: to inform him/her of your decision.

¢ If you revoke this Authorization, researchers may only use and disclose the PHI
that was collected for this research study before you revoked the Authorization.

¢ If you revoke this Authorization your PHI may still be used and disclosed if you should
have an adverse event (unexpected side effect).

¢ If you change your mind and withdraw the Authorization, you will not be allowed to
participate in the study.

You will be allowed to review the information collected for this research study until after the
study is completed. If you are not allowed to review your information during participation in
the study, when the study is over you will have the right to access the information.

This Authorization expires on

If you have not already received a Notice of Privacy Practices from Children’s
National Medical Center, you may request a copy and will be given one. If you have
any questions or concerns about your privacy rights, you may contact the
Children's Hospital Privacy Officer at 202-884-4550.

I. COMPENSATION

1. The information in the following paragraph should be included, if the protocol
presents "More Than Minimal Risk." It may be required in a "Minimal Risk” protocol
if the risks are significant. The drug/device manufacturer’s statement will not be
accepted in lieu of the Compensation Paragraph.

Children's National Medical Center cannot promise that the risks we have told you about
or other unknown problems will not happen. If you think that something unexpected
happened because you were in the. study, please call the Chief Academic Officer of the
Children’s National Medical Center at (202) 884-5000. We will give your child any
emergency treatment needed.

IRB APPROVAL DATE: IRB EXPIRATION DATE:

IRB Protocol No.: { }

Date: {Insert Current Date}
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J. ADDITIONAL ELEMENTS
When appropriate, discuss the following topics if not covered elsewhere.

e Unforeseeable risks to participant or embryo

It is not known if this study treatment can cause serious harm to unborn children or
children who are breast-feeding. It may or may not be harmful to the health of a
pregnant woman or a woman who recently delivered a baby. In addition, there may or
may not be harmful side effects that are not yet known that could happen io the mother,
unborn child, or beast-feeding child. For this reason, if you are pregnant you will not be
allowed to participate in this study. If you are breast-feeding, please discuss this with
your doctor. You may be allowed to participate in this study if you are willing to stop
breast-feeding your baby.

You should not become pregnant or father a child while you are on the study treatment
and for at least six months after completing your study treatment. To avoid becoming
pregnant or fathering a child you should either abstain from sexual relations (not have
sex) or use a reliable method of contraception. Except for surgically removing a
woman's uterus, other contraceptive methods such as condoms; a diaphragm or
cervical cap, birth control pills or patch, IUD, DepoProvera, or sperm killing products are
not totally effective in preventing pregnancy. The only way to completely avoid risks to
an unborn baby from the study treatment are: 1) do not become pregnant; 2) do not
father a child; or 3) do not receive the study treatment. If you become pregnant while
enrolled in this study, your participation will be ended and you should understand that
there is an unknown risk to an unborn baby. If you are able to become pregnant, you
will be given a pregnancy test before starting the study and possibly at other times
during the study.

e Additional costs to participants to take part

Children's Hospital will give you the medicine used in this study for free. You will not be
charged for anything else we do that is part of the study. You will still have to pay for
any medical care that is not part of the study.

IRB APPROVAL DATE: IRB EXPIRATION DATE:

IRB Protocol No.: { }
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Page 11 of 13

Reviewed by IRB

— 356 —



Consent Form Revised January 12, 2005

Consequences of withdrawing

Significant new findings fo be provided

Termination from the study without consent

Approximate number of total participants if it could be of concern to
participant

Research Subject Advocate:

The National Institutes of Health supports a Research Subject Advocate or RSA for the
research study that you are being asked fo join. The RSA, Dr. Tomas Silber, is here to
answer your questions or concerns about taking part in this research. Dr. Silber does not
work for the doctors who are doing this research and they do not pay him. He is here
only to help and protect you during any research.

You may contact Dr. Silber at any time. This can be done before you decide to take part
in the research, during the study, or even after you finish the study. You can call Dr.
Silber at 202-884-3066 or reach him by e-mail at {silber@cnmc.org.

CONSENT/AUTHORIZATION:

| am the participant or | am authorized to act on behalf of the participant. | have read this
information and will receive a copy of this form after it is signed.

By signing this form, you agree that you have talked to your doctor about the study and
understand it, and you want fo be in the study. You agree that we have talked o you
about the risks and benefits of the study, and about other choices. You may decide to
stop being in this study at any time and no one will mind and nothing will change about
your medical care other than not being in the study. Copies of this form will be:

(1)  Kept in the study file by the Principal Investigator;
(2)  Putin your medical record; and
(3)  Given to you to keep.

Please call the Principal Investigator, [Insert Pl Name], at [Insert Area Code and Number]
if you have any questions.

IRB APPROVAL DATE: IRE EXPIRATION DATE:
. IRB Protocol No.: { }

Date: {Insert Current Date}
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Printed Name of Participant:
Medical Record Number:
Printed Name of Parent(s)/Guardian(s):

Signature of Participant: Date:
(Participant must be 18 years of age or older) :

Signature of Parent(s)/Guardian(s): Date:

[Nofte: Signature of both parents required if more than minimal risk and no direct benefit,
unless one parent is deceased, unknown, incompetent, or not reasonably available, or
when only one parent has legal responsibility for the care and custody of the child]

Signature of 2" Parent/Guardian: Date:
{ONLY when applicabie)

Witness (to signatures): Date:
{may be investigator)

Translator's Signature (if, applicable):
- Language:

AFFIDAVIT OF PERSON OBTAINING CONSENT: 1 certify that | have explained to the
above individual(s) the nature and purpose of the study, potential benefits, and possible
risks associated with participation in this study. | have answered any questions that have

been raised.

Printed Name of Individual Obtaining Consent:

Title: Signature: Date:

IRB APPROVAL DATE: IRB EXPIRATION DATE:

IRB Protocol No.: { }

Date: {Insert Current Date}
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CHILDREN'S NATIONAL MEDICAL CENTER

Department of
111 Michigan Avenue, NW

Washington, DC 20010
(202) 884-5000

ASSENT (AGES 7 through 11) TO PARTICIPATE
IN A CLINICAL RESEARCH STUDY

TITLE OF STUDY: (As on Application)

PRINCIPAL INVESTIGATOR: (Name, Title, and Department) ‘
[Sample for readability level illustration — see manual for addjfional instructions]

A & B. WHAT IS THE REASON FOR THE STUDY AND WHAT WILL HAPPEN IN

THE STUDY?
[Sample: We will try a new medicine called ribavirin to see if it works beiter than the

medicine you are taking now. You will still take the medicine you are taking now. ]

C. WHAT POSSIBLE UNEXPECTED THINGS COULD HAPPEN?

[Sample: The new medicine might not work. 1t may make you feel worse. You could get
a fever or an upset stomach. Your docior and parents will look out for any problems and
check to see how you are feeling. If you think something is wrong be sure to tell your
parenis right away. ]

D. WHAT POSSIBLE GOOD THINGS COULD HAPPEN? %
[Sample: The children who are part of the study will help us find out if the new medicine
works. If the new medicine does work, it may help you feel better. |

ASSENT
I understand what the doctor has told me and 1 want to be in the study.

Printed Name of Participant;
Medical Record Number:

Signature of Participant:
IRB APPROVAL DATE: IRB EXPIRATION DATE:

IRB Protocol No.: { }
Date: {Insert Current Date}
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Witness (to signature): Date:

(may be investigator)

Translator's Signature (if, applicable): Date:
Language:

AFFIDAVIT OF PERSON OBTAINING ASSENT: | certify that | have explained to the
above individual(s) the nature and purpose of the study, potential benefits, and possible
risks associated with participation in this study. | have answered any questions that have
been raised.

Printed Name of Individual Obtaining Assent:

Title: Signature: Date:

IRB APPROVAL DATE: IRB EXPIRATION DATE:

IRB Protocol No.: { }
Date: {Insert Current Date}
Page 2 of 2
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