Statement of Work
For
Research Study Entitled
Garlic and the Prevention of Cancer

Background:

The Clinical Nutrition Research Program at Weill Cornell Medical College has been
involved in research on garlic and prevention of prostate, breast and colon cancer for a
number of years. Early studies have shown that alliums derivatives from garlic contained
in Kyolic inhibit human prostate cancer cells in cell culture and in ani bearing
transplants of human prostate cancer. Two independent reports haye shown that
individuals within a population group consuming more garlic er rates of prostate
cancer prevalence.

Beaufort-Jasper-Hampton Comprehensive Health Servi

the eight health centers providing primary care sérvi participating in the
studies over the past 12 years. South Carolina has one highest rates of prostate
cancer in African American men in the nation and the thr nties included in this

at We i ical College and Beaufort-
Jasper-Hampton Comprehensive Health Set ( S e agreed to work together to

conduct a research study including 24 Africa

Objectives of the Relat

The Clinical Nutritio 1 Cornell Medical College will work
with Beaufort-Jasper-Ha e Health Service Centers to conduct a study
to evaluate the pote ic derivative, Kyolic, on Prostate Specific Antigen
(PSA) levelsd taking capsules with the garlic derivative for

tests from Blodd samples that combined with other information about the
participant s family history and health history may provide some clues regarding
a man’s potential for prostate cancer.

* The effectiveness of garlic (selenium) in reducing the known indicators of
prostate cancer as measured in laboratory tests and DRE (Digital Rectal
Exam)may suggest that additional larger scale research could prove useful in
defining the role of selenium (and garlic) in prostate cancer prevention.



The clinical objectives include:

* The clinical objective of this research study is to recruit 40 African American
men into the study between the ages of 35-80 years of age with PSA levels
between 2.0 and 8.0. For the sake of patient safety, certain health requirements
are defined in the inclusion and exclusion criteria of the proposed study.

* Men enrolled in the study will be divided (randomized) into two groups — 1 group
will be receiving capsules containing a known concentration of garlic. The
second group will receive placebo capsules containing no garlic. They will be
asked to take these capsules for 15 months. Only two people will know which
men, identified only by a study number received the garlic ca, and who
received the placebo capsules. No one at BJHCHS will kno# the randomization.

* Blood will be drawn from the participants 5 times duri dy to measure the

garlic on those markers.

* In order for the study to be effective, at least
participate in the study must take six caps

Scope of Work:

Essential elements of the study include: research definition of the study; biostatistical
definition and evaluation of the study; Keelic caps ‘ ;/approved consent
process, IRB reviews and approvals; cli eiliti
staff to recruit participants and evaluate pa
defined in the protocol; a HIPPA complian ' ecting, storing, and managing
data generated by the study; fundi penses incurred during the study.

Kyolic capSules were secured
* an electronic database was developed and tested
* arrangements were made with laboratory facilities for analysis

* some staff was trained in the protocol



The following work remains to complete the study:

Clinical Nutrition Research Program at Weill Cornell Medical College will:

Provide notification of an approved current IRB review
Provide a final approved budget for the program

Provide financial management with the funding agencies
Participate in a monthly conference call or video conference

Provide a biostatistical analysis of the data collected on the men who completed
the study. Provide the full analysis with Beaufort-Jasper-Ha
Comprehensive Health Service Centers, Incorporated

With the support of Beaufort-Jasper-Hampton Compre ealth Service

Centers, Incorporated prepare a final report on the st

With Beaufort-Jasper-Hampton
Incorporated, identify opportuniti ons and jointly prepare
the presentation

Beaufort-Jasper-Hampton Comprehensive Serviée Centers, Incorporated will:

With the st of Clinical Nutrition Research Program at Weill Cornell Medical
College prepare a final report on the study

With the support of Clinical Nutrition Research Program at Weill Cornell Medical
College, prepare an abstract on the study

Identify an opportunity for publication of an article on the study with a peer
review journal and with the support of Clinical Nutrition Research Program at
Weill Cornell Medical College prepare the article

With the assistance of Clinical Nutrition Research Program at Weill Cornell
Medical College, identify opportunities for poster presentations and jointly
prepare the presentation



Compensation:

Clinical Nutrition Research Program at Weill Cornell Medical College will provide
$xxxxx to Beaufort-Jasper-Hampton Comprehensive Health Service Centers,
Incorporated to recruit 40 patients into the study, and provide clinical support and data
management as defined in the protocol.

* Each quarter, reimbursement will be made by Weill Cornell Medical College for
expenses incurred by Beaufort-Jasper-Hampton Comprehensive Health Services
Inc, associated with the personnel cost of individuals managingghe clinical

mentioned categories.

* A no-cost extension will be granted to co
defined in specific aims of the study and the p
recruiting and retaining at least 20 men through
Beaufort-Jasper-Hampton Compzehensive Health
and Clinical Nutrition Research

towards completion of
otocols defined by

nters, Incorporated
edical College.




