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. If you are a woman of childbearing potential, we will ask you to take a urine pregnancy test,
and precautions should be taken throughout the study to prevent pregnancy. Examples of
acceptable methods of birth control for participants involved in the study include: birth
control pills, patch, IUD, condom, sponge, diaphragm with spermicide, or avoiding sexual
activity that could cause you to become pregnant.

6. You will receive the drug fenofibrate, to be taken 1 time/day for 6 weeks.

1. At the end of your first visit, you will be provided breakfast and you will be scheduled for
your second visit.

8. You will be instructed to fast before visit 2.

- 3 Upon amival at the research clinic, you will have a physical examination and blood and
urine will be collected for laboratory tests. Approximately 5 % tablespoons of blood will be
drawn for these tests to study what fenofibrate does in your body. Specifically we will
measure fats, proteins and sugars in your blood and unine. In the future we may perform
some genetic studies, but you are free to opt out of this (see below).

11.  Each visit will take about 2 hours to complete.
C. RISKS AND DISCOMFORTS
While you take part in this study, you may be at nsk for side effects. Risks associated with drawing

blood from your arm include momentary discomfort and/or bruising. Infection, excess bleeding,
clotting, or fainting are possible, although unlikely.

Risks associated with fenofibrate use include muscle pains, (in clinical studies occurred in 3.4% of
fenofibrate patients vs. 2.5% of patients on placebo) and elevation of liver enzymes (in clinical
studies occurred in 7 5% of fenofibrate patients vs. 1.4% of patients on placebo). (A placebo is an
inactive substance given in the same form as the active drug.)

There i1s also a risk of a loss of confidentiality of your personal information as a result of
participation in this study.

D. MEDICAL RECORDS

Because you are an MUSC patient, you have an MUSC medical record. Results of research tests
or procedures will be included in your MUSC medical record. All information within your medical
record can be viewed by individuals authonzed to access the record We will make every effort to
keep confidential all research information in the medical record that identify you to the extent
allowed by law.

E. BENEFITS

There have been two studies that suggest fenofibrate may improve complications of type 2
diabetes such as eye disease. This is no guarantee that you will have any added benefit from
participating in this study.

F. COSTS

There will be no cost to you as a result of participation in this study.

G. PAYMENT TO PARTICIPANTS

In return for your time and effort, you will be paid $25 for each study visit for a total amount of $50.
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Payment for study wvisits will be made using a pre-paid debit card, called a ClinCard. It works like a
bank debit card and you may use the card to purchase goods or services everywhere Debit
MasterCard is accepted. You will be given a ClinCard at the completion of your first visit. Each
time you receive payment for participation in this study, the money will be added to your card, as
outlined in the payment schedule above. Details of the debit card system are explained on an
additional sheet.

Payments that you receive from MUSC for participating in a research study are considered taxable
income per IRS regulations. Payment types may include, but are not limited to: checks, cash, gift
certificates/cards, personal property, and other items of value. [f the total amount of payment you
receive from MUSC reaches or exceeds $600.00 in a calendar year, you will be issued a Form
1099.

H. ALTERNATIVES
Your alternative is to not participate in this study.

I. DATA SHARING

Information about you (including your identifiable private information and/or any identifiable
biospecimens) may have all of your identifiers removed and used for future research studies or
distributed to other researchers for future research without additional informed consent from you or
your legally authorized representative.

K. DISCLOSURE OF RESULTS

We may leamn things about you from the study activities which could be important to your health or
to your treatment. If this happens, this information will be provided to you.

L. AUTHORIZATION TO USE AND DISCLOSE (RELEASE) MEDICAL INFORMATION

As part of this research study, your study doctor and his research team will keep records of your
participation in this study.

The health information MUSC may use or disclose (release) for this research study includes
information in your medical record, results of physical exams, medical history, lab tests or certain
health information indicating or relating to your condition.

Your study doctor and his research team will use and disclose (release) your health information to
conduct this study. The health information listed above may be used by and/or disclosed
(released) to the following, as applicable:

« The sponsor of the study including its agents such as data repositories or contract
research organizations monitoring the study;

« Other institutions and investigators participating in the study;

= Data Safety Monitoring Boards;

- Accrediting agencies;

« Clinical staff not involved in the study whom may become involved if it is relevant;

- Parents of minor children if less than 16 years old. Parents of children 16 years old or
older require authonzation from the child; or
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+ Health insurer or payer in order to secure payment for covered treatment;

» Federal and state agencies and MUSC committees having authority over the study such
as: The Institubonal Review Board (IRB) overseeing this study; committees with quality
improvement responsibiliies; Office of Human Research Protections; Food and Drug
Administration; National Institutes of Health; other governmental offices, such as a
public health agency or as required by law.

Those persons who receive your health information may not be required by Federal privacy laws
(such as the Privacy Rule) to protect it and may share your information with others without your
permission, if permitted by laws governing them. You do not have to sign this consent form. If
you choose not to sign, it will not affect your treatment, payment or enroliment in any health plan,
or affect your eligibility for benefits. However, you will not be allowed to be a participant in this
research study.

You will be given a copy of this consent form. Your authorization will expire at the conclusion of
this study or, if you are participating in a study designed for the development of a drug or device,
your authonzation will remain in effect until the drug or device is approved by the FDA or until the
company's application to study the drug/device is withdrawn. You have the right to withdraw your
agreement at any time. You can do this by giving written notice to your study doctor. If you
withdraw your agreement, you will not be allowed to continue participation in this research study.
However, the information that has already been collected will still be used and released as
described above. You have the nght to review your health information that is created during your
participation in this study. After the study is completed, you may request this information.

Your health information will be used or disclosed when required by law. Your health information
may be shared with a public health authonty that is authorized by law to collect or receive such
information for the purpose of preventing or controlling disease, injury or disability and for
conducting public health surveillance, investigations or interventions. No publication or public
presentation about the research study will reveal your identity without another signed authorization
from you.

If you have questions or concemns about this Authonzation or your privacy rights, please contact
MUSC’s Privacy Officer at (843) 792-8740.

Regulations require that you be given a copy of the MUSC Notice of Privacy Practices (NPP)
describing the practices of MUSC regarding your health information. One can be found at the end
of this form.

In addition to the main study, you have the option of participating in (insert the optional types of
research that may be performed). Your protected health information may be used or shared with
others outside of MUSC for this research as well. Please initial below if we may useldisclose your
protected health information for the optional research portion/s of this study.

Yes, you may use my protected health information for the optional research portions of this
study.

No, you may not use my protected health information for the optional research portions of
this study.

M. STUDENT PARTICIPATION

Your participation or discontinuance will not constitute an element of your academic
performance, nor will it be a part of your academic record at this Institution.
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