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CONSENT TO PARTICIPATE IN RESEARCH
Genetic Arrhythmia Markers for Early detection
[GAME study]
Principal Investigator: John Rogers M.D.

Sub-Investi_ ators: Doug Gibson M.D.
Tom Ahern M.D.
Laura Ornowski R.N., A.N.P.-C

Study Coordinator: Dana Campbell R.N., B.S.N., C.C.R.P.
(858) 554-5751

Research Site(s): Scripps Climisg L orrey Pines
Scrippd sreen Ho hital
Scripy Translatioi |l Science Institute and Genomic Medicine
The S ‘ipps Resear 1 Institute (TSRI)
10666, .. Torrey Pi s Road SW206
La Jolld. €A 92067

Sponsor: Medtronic, Inc.

Before you start reading about this research, please #ud the California Experimental Subjects’ Bill of
Rights, which is located on page 7 of this document.

Why is this research being done?
You have been asked to participate in the GAME stu¢ = because you have an Implantable Cardioverter
Defibrillator (ICD) device.

The purpose of the GAME study is to develop a new blood test that may allow doctors to better identify
people who might benefit from ICD devices.

This study is sponsored by Medtronic, Inc. About 2,000 subjects may partici “ate 1n ti dstudy at up to 50
centers in the United States, with up to 200 of them here at Scripps.

In this study, researchers will analyze information about your genes from y ur blood s aples. Genetic
information comes from DNA found in cells. Differences in genetics ai ‘ount fosf liany differences
between people, like eye color or height. You receive genes from both of youi“paicnts. They inherited
their genes from their parents. Family members share genes.

Some genes may be associated with illnesses or disease. These diseases are caused by defective genes
that make proteins that don’t work correctly. Some genes may make it more likely that one person will
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get sick. Doctors and scientists are learning more every day about how genes contribute to health and
illness. Researchers study genes from people affected by various diseases to learn which genes or forms
of genes might be associated with certain diseases.

How long is the study?
If you agree to join, you will be in the study for 1 — 2 days.

What will happen to me?

Your parti¢ jation in thi study will involve one blood draw, followed by an optional 24 hour Holter
monitor, whi h is a pof ible ECG recorder that consists of a small cassette-like box that is worn around
the chest or tli \waist

Blood sample:
If you agree to talil part in this study, you will be asked for a blood sample to be taken from your arm in

the same way as any previous blood test you may have had. The nurse or lab technician will insert a
needle into your vein to draw out the blood. One tube of blood (about two teaspoons) will be collected.

Medical Information collected:

Genetic information from the blga sample  will be compared with other health information collected
from you as a part of the GAN ! study. T other health information will be collected through an
interview and physical examinal n at the time f enrollment or through review of your medical records.
This information includes your {‘edical histg" ', symptoms and side effects, exam results, blood tests,
medications, and information on y{ it ICD,

Holter monitoring:
You may be asked to wear a Holter recorder for up to a 24 hour period. The Holter recorder is
connected to your body with electrodes (sticky patches) and a soft, small, flat, donut-shaped antenna is
taped to the skin over your ICD. The clinic staff will l@®k up the Holter monitor and make sure that it is
working properly.

You will wear the monitor for 24 hours. After that, y¢ = will be asked to return to the clinic to have the
monitor removed. If you prefer, you can remove the | blter monitor at home and return it using a pre-
addressed, pre-paid mailing envelope. Information' ‘rom the Holter monitor will be analyzed by
Medtronic, the sponsor of this study.

This information is useful because it may help researchers develop methods to predict which patients are
at risk of developing life threatening heart rhythms.

Could I experience any side effects or discomforts?

Blood sampling:

It may hurt when the needle pokes your skin. You could be sore and brd ed for a ¢y or two. You
could get an infection, but that’s not likely. If you have ever felt dizzy oi ‘ainted yf ile having blood
drawn, you should tell the person drawing your blood. If you lie down, you'iiigiciiot get dizzy.

Holter monitor:
The risk of the 24 hour Holter monitor recording is low. The tape used to fasten the electrodes and an-
tenna may cause skin irritation in some patients. The potential risks to the subject are believed to be the
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same as those encountered during a standard ECG testing or Holter recording. You will not be allowed
to shower or get the monitor wet.

Medical information and confidentiality:
It is possible that analysis of the genetic information from the study blood sample may reveal factors
related to medical conditions other than heart conditions. No information will be given to you or your
physician about the research test results.

Any risks t wour priva¢  are discussed under “What about Confidentiality?”

Although we{ lave tgf d to identify all possible risks, there may be risks that are not yet known. You
should discuss| ny ¢ cstions you have about possible risks and discomforts with your doctor.

Will I benefit friiil this research?
There will be no direct benefits to you by taking part in this research study.

The information from the study may help patients in the future by developing a blood test that might
identify genetic information associatedgmith. heart conditions.

Will I get paid?
No, you will not be paid for you' barticipation | this study.

Will it cost anything to be in the tady?

No, all testing and services done only 1ot the study will be provided at no cost to you and will not be
billed to you or your insurance company. Your standard care will be billed to you or your insurance, as
usual.

What if I end the study early?
Participation in the GAME study is entirely voluntary.

If you end the study early, you may be asked to returl: ‘or tests to be sure your health has not changed
during the study.

The investigator may decide to withdraw you from the study at any time for any reason.

If you do withdraw from the study, your study blood sample will be destroyed. All information from
testing of the blood sample and health information collected from you in the, GAME study up to the time
of withdraw will continue to be included in the study.

What other treatments could I take?
This research study does not involve treatment. You can choose not to join.

What are my rights?
* You can call the staff to ask any questions about this study. The telephone number is listed at
the top of this form.
*  You can decide not to be in this study or you can quit after starting. Whatever you do, your
medical care at Scripps will not be affected.
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e If you have any questions about your rights, call the Scripps Office for the Protection of
Research Subjects at (858) 652-5500. You should also read the Experimental Subject’s Bill of
Rights, which is attached to this form.

* You do not have to be in this study. You still have all your legal rights whether you join the
study or not.

* You will be told any new information that might make you change your mind about staying in
the study.

What are i ¢ responsi’ lities if I join?
If you are in\‘his study you are expected to:
* Follg v the 7 structions of the research staff
* Repoi any Serious or unusual side effects to the study doctor

What about coniidentiality?

If you decide to take part in the study, this form and your study records will be kept separate from your
medical record. The sponsor, Medtronic, their agents, representatives, and designees of Medtronic will
review your medical records to verify data collected for the study. Regulatory Authorities such as the
food and Drug Administration (FDAREEEWhe Institutional Review Board (IRB- a review committee to
ensure and review the rights of rf Zarch subjc ks) may also inspect your records and this signed consent
form to check that the study is b* ng carried ol correctly. Because of the need to release information to
these parties, they are obligatedih keep your ¢ ta confidential to the extent permitted by the applicable
laws and regulations. All approp, ate measurg  will be taken to protect your personal data.

Coding of blood samples and medical information:

The label on your blood sample will be coded with a GAME study identification number at the study
site. Blood samples will be sent from the study site to a laboratory outside of Medtronic for analysis and
storage. This laboratory will receive only the blood sample with the coded label and will not receive
information that will allow them to identify you.

The information produced during analysis of the biiod samples at the laboratory will be sent to
Medtronic. The information will be coded with GAMI study identification numbers. Medtronic will be
able to link your GAME study identification number t¢ vour health information gathered for the GAME
study, so Medtronic (not the laboratory) will have heaith information that may identify you. However,
the study sponsor and the research laboratory commit to make no attempt to identify you as an
individual and you will not be contacted further after your participation in the study is complete.

If you are participating in the Holter monitor portion of the study, a specialmg pic data card will be
used to save the recordings. This card will be labeled with the same identi® ‘Cation nu{tber used for the
blood sample. The card will be sent to Medtronic for analysis.

Your health information will be handled as described in this GAME study i1 brmed cop °nt form.

For more information, see the Authorization to use your Private Health Information at the end of
this consent form.
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Is there anything else I should know?

A new Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes
it illegal for health insurance companies, group health plans, and most employers to discriminate against
you based on your genetic information. This law generally will protect you in the following ways:
o Health insurance companies and group health plans may not request your genetic infor-
mation that we get from this research.
o Health insurance companies and group health plans may not use your genetic information
when md ‘ng decisions regarding your eligibility or premiums.
¢\ This neft Federal law does not protect you against genetic discrimination by companies
that sel life insurance, disability insurance, or long-term care insurance.

What if I get hu ' in the study?

You can call Dr. John Rogers at (858) 554-5063 and/or the study coordinator Dana Campbell RN at
(858) 554-5751 Monday through Friday, 8:00 a.m. to 4:00 p.m. if you get sick or injured while in this
study. If you get sick or injured at night or on a weekend, call (858) 455-9100 and ask for the doctor on
call for the Division of Cardiology.

If you need medical care as a dig t result of bi ag in this study, it will be provided to you. The costs of
this treatment will be billed to yf 'r health insul nce, Medicare, or you. Scripps may ask the sponsor of
the study to pay for any costs tha' are not covel "d by insurance.

Neither the sponsor nor Scripps planst&"provide any compensation for an injury caused by participating
in this study.

By agreeing to the above, you are not giving up any of your legal rights by being in this study.

Will Scripps, the study doctor or sponsor benefit fr¢ a this study?
The study site will receive compensation from the stud’ sponsor (Medtronic, Inc.) for work involved in
collecting study data, managing the study at this site, ai" for procedures being done solely for the study.

Financial Disclosure

Your participation in this study may help the sponsor develop new products from which Medtronic may
receive benefit. These products will become the exclusive property of Medtronic, the study sponsor.
Medtronic and other researchers may apply for patents on any inventions from this study

If you have any questions about the use of your blood sample, Holter monit¢ ing, or ¢ #lection of medi-
cal information you should ask the study doctor before giving your consent [ be in the ¥ ady. If this
research uses your information to make a valuable product, the product will{=long to thi sponsor or
study doctor. There are no plans to share any profits with you.
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I agree to participate.

I have read and understood the explanation of the study. The study has also been explained to me by
Dr. Rogers or his designee. I have had a chance to ask questions and have them answered to my satis-
faction. I agree to take part in this study. I have not been forced or made to feel obligated to take part.

I have read the attached Experimental Subject’s Bill of Rights and the Authorization to use my Private
Health Information, which contain some important information about research studies. I must sign this
consent fois, the Exp' imental Subject’s Bill of Rights and the Authorization to use my Private
Health Info: uation. I ill be given a signed copy of each to keep.

Printed Name of Sy ject

Signature of Subject Date

Signature of person conducting |z informed Date
consent discussion

Role of person named above in the research project

OPTIONAL FUTURE RESEARCH PAR’ 'CIPATION

The study sponsor, Medtronic, would like to u = the information from the GAME study in future
research on the role of genetic and other blood " ctors in disease and treatments. This includes the
study blood sample, genetic information from & alysis of the blood sample and health information
obtained from the GAME study. Medtronic will establish a process to “de-identify” this research
information. This means that no information for future research can identify you.

Please initial below to indicate whether or not you are willing to allow Medtronic to use your informa-
tion as described here for future research:

Yes, I am willing to allow Medtronic to use my information | r future re§ arch. My blood
sample will be kept for up to 20 years strictly for the purpose of researcl

_ No, Iam not willing to allow Medtronic to use my inform " on for futfi’c research and I
understand my blood sample will be destroyed following use in the GAL atmdd
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*EXPERIMENTAL SUBJECT’S BILL OF RIGHTS*

If I am asked to consent to be a subject in a research study involving a medical experiment, or if I am
asked to consent for someone else, I have the right to:

1.

2.

9.

Learn the nature and purpose of the experiment (also called “study” or “clinical trial”).

Rec e an expll “ation of the procedures to be followed in the study, and any drug or device to
be us 4.

Receive u def ription of any discomforts and risks that I could experience from the study.
Receive ai v xplanation of any benefits I might expect from the study.

Learn about the risks and benefits of any other available procedures, drugs or devices that might
be helpful to me.

Learn what medical treatff nt will b& wmade available to me if I should be injured as a result of
the study.

Ask any questions about ¢ study or the procedures involved.

uit the study at an time, ana my decision will not be used as an excuse to withhold necessar y
y y Y
medical treatment.

Receive a copy of the signed and dated consent form.

10. Decide to consent or not to consent to a study W hout feeling forced or obligated.

If I have questions about a research study, I can call thi contact person listed on the consent form. If I
have concerns about the research staff, or need more ‘nformation about my rights as a subject, I can
contact the Scripps Office for the Protection of Research Subjects, which protects volunteers in research
studies. I may telephone the Office at (858) 652-5500, 8:00 a.m. to 4:00 p.m. weekdays, or I may write
to the Scripps Office for the Protection of Research Subjects, Mail Stop SCRC200, 11025 North Torrey
Pines Road Suite 200, La Jolla, CA, 92037.

By signing this document, I agree that I have read and received a copy of th." Bill of Rig 's.

Signature of Subject or Legal Representative Date

*California Health & Safety Code, Section 24172
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C_)‘ Scripps

Authorization to use your Private Health Information
Name of Study:  Genetic Arrhythmia Markers for Early detection (GAME study)
Principal i vestigato® John Rogers MD IRB Study Number: 004985

What is prive 2 hef th information?
Private health'afgnation is any information that can be traced back to you. We need your au-
thorization (periiiision) to use your private health information in this research study. The private
health information that we will use and share for this study includes:
§ Your past and present health information, including progress notes and history and physi-
cals in your medical record
S Results of your current mgtiiCai tic@is and procedures for this study
S Your age, ethnic backgrtund and relced family history
§ Information that can be " 'sed to conta"" you, such as your home address, phone numbers,
and emergency contacty f you can nt be reached any other way

Who else will see my information?
In addition to the Principal Investigator, this information may be shared with:
» the sponsor of the research study, Medtronic Inc., and any groups or companies that work
with the sponsor, such as PPD Medical Devigm contract research organization.
* government agencies, such as the US Food fhd Drug Administration and agencies like it in
other countries, or agencies of the Departme] " of Health and Human Services, and
* Scripps committees that review research to = ip protect people who join research studies.

Once we have shared your information we cannot be sure that it will stay private. If you share your
information with people outside the research team, it will no longer be private. Your name will not
be used in any report that is written.

How long will Scripps and Medtronic use and share my informatior

» Your information will be used and shared until the research is col bleted, whi-h we think will
be by the end of 2009.

What if | change my mind about sharing my research information?
If you decide not to share your information anymore:
* The sponsor and the research team can continue to use any of the private information that
they already have.
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* You will no longer be a part of the research study.
* You will still get the same medical care that you've always had at Scripps.

* You must write to the investigator and tell him that you no longer want to share your infor-
mation. Write to the investigator at:

John Rogers, M.D.
10666 N. Torrey Pines Road SW 206
La Jolla, California, 92037

Do | have the tight "o see and copy my research information?

You cannot se¢ y(ur research information while the study is going on, unless it is also being used
for your health c&ie. Once the study is over, you can ask to see any research information that is in
your Medical Record that is kept at Scripps.

If you agree to share your information vou should sign this form below. You will be given a copy of
this form.

kkkkkkkkkkkkkkkkkkkkkkkkkkkkkkkkkky kK kkkkkkkkkkk kkkkkkkkkkkkkkkkkkkkkkkkkkkhkhkkkkkkhkkkkkkkhkkkkhkkkhkkhkkkkkkkkx

| agree to share my informatii 1 as descr: ed in this form

Print your name

Sign your name Da

If you have questions or concerns about your privacy and the use of ymmmsmemganal medical infor-
mation, contact the investigator at the telephone number listed in the co;“ent form:
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