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LOMA LINDA UNIVERSITY

School of Allied Health Professions

Informed Consent to Participate in Research
“Vascular endothelial function and diet in Koreans and Caucasians”

PURPOSE

You are invited to participate in a study which will examine if there is a difference in
the blood vessels and the blood flow response to local heat and reduction of circulation in the
skin after ingestion of a single high-fat meal in people who are either Caucasians or Koreans.
Since these two ethnic groups have different genetic backgrounds which alter their skin blood
flow, we want to see the difference in how these groups respond to heat, high-fat meals, and
reduction of circulation.

PROCEDURES

We are looking for young healthy subjects in the age range of 20-35 years old who are
either Caucasians or Koreans. There will be 20 subjects in each group. The experiment will be
conducted in a controlled temperature room (72°F) and you will be resting comfortably for 20
minutes. On the first day, before beginning the experiments, physical characteristics will be
measured including height, weight, blood pressure, body mass index, fat thickness under the skin,
and skin thickness. The experiments will be divided into three basic sections and require 20 days
consecutively.

The first set of experiments

Day 1 - 100°F heat will be applied to forearm for six minutes; the skin temperature and blood
flow will be measured with a temperature sensor and a Laser beam.

- A blood sample (two tsp) will be taken.

Day 2 - 104°F heat will be applied to forearm for six minutes; the skin temperature and blood
flow will be measured.

Day 3 - 108°F heat will be applied to forearm for six minutes; the skin temperature and blood
flow will be measured.

The Second set of experiments

Day 4 - After 12 hours overnight fast, you will be given a hi gh-fat meal (breakfast).
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“Vascular endothelial function and diet in Koreans and Caucasians”

- Before ingestion of the high-fat meal, you will be exposed to heat at 108°F on forearm
for six minutes with measuring the skin temperature and blood flow. Also, reduction
of circulation will be evoked by applying a blood pressure cuff on your upper arm for
four minutes followed by release and measurement of skin blood flow for two minutes.

- After two hours following the high-fat meal, same measurements will be conducted as
above.

- A blood sample (two tsp) will be taken after two hours following the high-fat meal.
Day 5 - Day 11 - No study activities for a wash out period
Day 12 - After 12 hours overnight fast, you will be given a low-fat meal (breakfast).

- Before ingestion of the low-fat meal, same measurements will be conducted as Day 4.

- After two hours following the low-fat meal, same measurements will be conducted as
Day 4.

- A blood sample (two tsp) will be taken after two hours following the low-fat meal.

The third set of experiments

Day 13 - Day 26 - Ingestion daily of 1000mg of vitamin C, 800IU of vitamin E and 300mg of
Coenzyme Q-10 at home

Day 27 - After 12 hours overnight fast, you will be given a high-fat meal.
- Before ingestion of the high-fat meal, same measurements will be conducted as Day 4

- After two hours following the high-fat meal, same measurements will be conducted as

Day 4.
- A blood sample (two tsp) will be taken before and after two hours following the high-fat

meal.
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“Vascular endothelial function and diet in Koreans and Caucasians™

RISKS

Thermodes may feel warm but since the thermode is water jacket controlled through a
water bath that is controlled by a computer control system, there is very little chance of skin
irritation or getting a burn. The Institutional Review Board of Loma Linda University has
determined the risks for this study are minimal.

BENEFITS

There will probably be no benefits to you personally. However, the study may provide
a better understanding of racial differences in the response to anoxia and heat of the skin. It may
also show the interaction of diet and skin blood flow.

PARTICIPANTS RIGHTS

Participation is voluntary. You may leave the study at any time. If at any time during a
procedure you experience tiredness or discomfort beyond what you are willing to endure, just tell
the person conducting the procedure you want to stop. This decision will NOT affect your
standing with those conducting the study or loss of benefits that you are entitled to.

CONFIDENTIALITY

All records will be confidential. We will not disclose your participation without your
written permission. Any publication resulting from this study will refer to you by ID number and
not by your name. See attached Authorization for Use of Protected Health Information (PHI)
form regarding your privacy rights.

COSTS/COMPENSATION
There is no cost for participating in these studies; you will receive monetary
compensation of $100 for participation.

IMPARTIAL THIRD PARTY

If you wish to contact a third party not associated with the study for any questions or a
complaint, you may contact the Office of Patient Relations at Loma Linda University, Loma
Linda University Medical Center, Loma Linda, California 92354. Phone (909) 558-4647.

INFORMED CONSENT STATEMENT

I have read the contents of the consent form and the California Experimental Subject’s
Bill of Rights and have listened to the verbal explanation given by the investigator. My questions
regarding the study have been answered to my satisfaction. I hereby give voluntary consent to
participate in the study described here. Signing this form does not waive my rights nor does it
release the responsibilities of the principal investigator, Jerrold Petrofsky Ph. D. or Loma Linda
University of their responsibilities. 1 may call Dr. Jerrold Petrofsky during routine office hours at
(909) 558 4300 ex 82186 or leave a voice mail message at this number during non office hours.
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“Vascular endothelial function and diet in Koreans and Caucasians”™

Signature of subject Date

INVESTIGATOR’S STATEMENT

I have reviewed the contents of the consent form and the California Experimental Subject’s Bill
of Rights with the person signing above. [ have explained potential risks and benefits of the
study.

Signature of investigator

Phone Number Date

Loma Linda University
Adventist Health Sciences Center
Institutional Review Board
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INSTITUTIONAL REVIEW BOARD
Authorization for Use of
Protected Health Information (PHI)
Per 45 CFR §164.508(b)
OFFICE OF SPONSORED RESEARCH

Loma Linda University » 11188 Anderson Street » Loma Linda, CA 92350
(909) 558-4531 (voice) / (909) 558-0131 (fax)

TITLE OF STUDY: Vascular endothelial function and diet in Koreans and
Caucasians

PRINCIPAL INVESTIGATOR: lJerrold Petrofsky, Ph D

Others who will use, collect, or
share PHI: Authorized research personnel

The study named above may be performed only by using personal information relating to your
health. National and international data protection regulations give you the right to control the
use of your medical information. Therefore, by signing this form, you specifically authorize
your medical information to be used or shared as described below.

The following personal information, considered “Protected Health Information” (PHI) is
needed to conduct this study and may include, but is not limited to: name, age, contact number,
the results of all measurements and procedures performed.

The individual(s) listed above will use or share this PHI in the course of this study with the
Institutional Review Board (IRB) and the Office of Research Affairs of Loma Linda
University.

The main reason for sharing this information is to be able to conduct the study as described
earlier in the consent form. In addition, it is shared to ensure that the study meets legal,
institutional, and accreditation standards. Information may also be shared to report adverse
events or situations that may help prevent placing other individuals at risk.

All reasonable efforts will be used to protect the confidentiality of your PHI, which may be
shared with others to support this study, to carry out their responsibilities, to conduct public
health reporting and to comply with the law as applicable. Those who receive the PHI may
share with others if they are required by law, and they may share it with others who may not
need to follow the federal privacy rule. Lowwe. Einde Olnarslly
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Subject to any legal limitations, you have the right to access any protected health information
created during this study. You may request this information from the Principal Investigator
named above but it will only become available after the study analyses are complete. The
authorization expires upon the conclusion of this research study.

You may change your mind about this authorization at any time. If this happens, you must
withdraw your permission in writing. Beginning on the date you withdraw your permission, no
new personal health information will be used for this study. However, study personnel may
continue to use the health information that was provided before you withdrew your permission.
If you sign this form and enter the study, but later change your mind and withdraw your
permission, you will be removed from the study at that time. To withdraw your permission,
please contact the Principal Investigator or study personnel at (909) 558-7274

You may refuse to sign this authorization. Refusing to sign will not affect the present or future
care you receive at this institution and will not cause any penalty or loss of benefits to which
you are entitled. However, if you do not sign this authorization form, you will not be able to
take part in the study for which you are being considered. You will receive a copy of this
signed and dated authorization prior to your participation in this study.

I agree that my personal health information may be used for the study purposes described in
this form.

Signature of Patient Date
or Patient’s Legal Representative

Printed Name of Legal Representative Representative’s Authority
(if any) to Act for Patient
Signature of Investigator Obtaining Date
Authorization

Loma Linda University

Adventist Health Sciences Center

Institutional Review Board

Approved ﬁ#%f Void afller, o428/ 20/2
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CALIFORNIA EXPERIMENTAL SUBJECT’S BILL OF RIGHTS

You have been asked to participate as a subject in an experimental clinical procedure. Before you decide
whether you want to participate in the experimental procedure, you have a right to:

1. Be informed of the nature and purpose of the experiment.

2. Be given an explanation of the procedures to be followed in the medical experiment, and any drug or
device to be utilized.

3. Be given a description of any attendant discomforts and risks reasonably to be expected from the
experiment.

4. Be given an explanation of any benefits to the subject reasonably to be expected from the experiment,
if applicable.

5. Be given a disclosure of any appropriate alternative procedures, drugs or devices that might be
advantageous to the subject, and their relative risks and benefits.

6. Be informed of the avenues of medical treatment, if any available to the subject after the experiment if
complications should arise.

7. Be given an opportunity to ask any questions concerning the experiment or the procedure involved.

8. Be instructed that consent to participate in the medical experiment may be withdrawn at any time and
the subject may discontinue participation in the medical experiment without prejudice.

9. Be given a copy of any signed and dated written consent form used in relation to the experiment.

10. Be given the opportunity to decide to consent or not to consent to a medical experiment without the
intervention of any element of force, fraud, deceit, duress, coercion or undue influence on the subject's
decision.

I have carefully read the information contained above in the “California Experimental Subject’s Bill of
Rights” and I understand fully my rights as a potential subject in a medical experiment involving people as
subjects.

Date Patient

Time Parent/Legal Guardian

If signed by other than the patient, indicate relationship:

Relationship Witness
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