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Dendritic cell vaccine, manufactured in unique RPCI facility, trains body’s defenses to
remember, destroy cancer cells

New dendritic cell vaccine
designed to kill cancer cells,
prevent relapse

Vaccine will be made at RPCI
using a unique FDA-approved
process

First study to test a dendritic
vaccine given in combination

with rapamycin

Annie Deck-Miller, Senior Media
Relations Manager
716-845-8593; annie.deck-

miller@roswellpark.org

Tuesday, January 24, 2012

PLEASE NOTE: As expected, Roswell Park Cancer Institute continues to receive a
very high volume of calls and emails from patients and their families regarding the
vaccine clinical research study that was announced at our press conference, January
24. Many calls and emails (and even some in-person inquiries) are coming into all
sectors of the Institute — from the clinics and Switchboard to Patient Access and the
Cancer Resource Center. The staff and faculty of Roswell Park are making every
effort to ensure that you receive the information you need quickly and efficiently.
Therefore, we ask that you ONLY contact the ASK-RPCI information center. To reach
the ASK-RPCI information center, call 1-877-ASK-RPCI (1-877-275-7724), Monday
through Friday, from 9 a.m. until 5:30 p.m. or send an email

tfo askrpci@roswellpark.org . Information about the trial is also included on the Roswell

Park website at www.roswellpark.org. Thank you for both your cooperation and your
interest in this important new study.

The Center for Immunotherapy at Roswell Park Cancer Institute (RPCI) has launched
a phase | clinical research study of a dendritic cell vaccine designed to both eradicate
cancer cells and prevent disease relapse. Developed at RPCI, the NY-ESO-1 dendritic
cell vaccine will be manufactured in the Institute’s new Therapeutic Cell Production
Facility using a unique FDA-approved process — making RPCI the first research

facility in the U.S. to use a custom-made barrier isolator for vaccine cell production, and the first in the world to use this
system in an approved, government-regulated study.
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Dendritic cells are the gatekeepers of the human immune system, defending against invaders like bacteria, viruses and
cancer. The vaccine to be produced at RPCI will be the first to incorporate a particular form of NY-ESO-1, antiDEC205-
NY-ESO-1. “Armed with this specialized protein, the treated cells are then given back to the patient as a vaccine
designed to recruit an army of killer immune cells that seek out and destroy cancer,” explains Kunle Odunsi, MD, PhD,
Director of RPCI’s Center for Immunotherapy (CFl) and the study’s Principal Investigator.

The new study is also unique in that it's the first to test a dendritic vaccine given in combination with rapamycin, a
compound used to prevent rejection of solid-organ transplant. The study just launched will capitalize on a striking recent
scientific discovery by Protul Shrikant, PhD, of the Department of Immunology at RPCI, who found that in low doses,
rapamycin confers a previously unknown benefit — it prevents the immune system from using up its cancer-killing
T-cells in one quick burst. “We have shown for the first time that rapamycin has the capacity to produce immune cells
that have memory attributes,” explains Dr. Odunsi, who is also Chair of RPCI’s Department of Gynecologic Oncology.
“The immune cells are trained to live longer and to always remember that cancer cells are bad and should be attacked
and killed.”

The ability to stretch out the attack for a long-term, durable response suggests that the vaccine may be effective in
preventing disease recurrence. The new NY-ESO-1 dendritic cell vaccine is expected to show great promise in patients
with bladder, brain, breast, esophageal, gastrointestinal, hepatocellular, kidney, lung, melanoma, ovarian, prostate,
sarcoma and uterine tumors.

The NY-ESO-1 vaccine, tailor-made for each patient, will be produced in RPCI's Therapeutic Cell Production Facility
(TCPF) under the direction of Yeong “Christopher” Choi, PhD, who notes: “We believe that our facility’s custom-made
barrier isolator, the unit in which the vaccines are manufactured, is the first of its kind.” The barrier isolator — an Xvivo
System processing chamber designed to RPCI’s specifications by BioSpherix, Ltd., Lacona, NY — maintains strict
control of the unit’'s temperature and atmospheric gases, critical for optimal production of dendritic cell vaccines.

“Those conditions, and the sterile vaccine-manufacturing environment, are rigidly maintained throughout the entire
process,” says Dr. Choi. “The Xvivo — which at about 70 square feet is basically a clean room in a box — acts as a
physical barrier that protects the cell-therapy product from outside contaminants, resulting in a safer, more predictable
manufacturing process.”

The potential of therapeutic vaccines is attracting increasing interest in the field of oncology. Last year, the FDA
approved the first therapeutic cancer vaccine, Provenge® (sipuleucel-T), for men with advanced prostate cancer.
RPCI’s Center for Immunotherapy is awaiting FDA approval to launch additional cancer vaccine trials, including a
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vaccine for malignant glioma (a type of brain tumor) and another vaccine for patients with ovarian, fallopian tube, and
primary peritoneal cancer.

“This trial will be only the beginning of a very robust program of activity in the area of using the human immune system
to fight cancer,” adds Dr. Odunsi. “Our production process holds tremendous potential for applications related to stem-
cell therapy and regenerative medicine, and | believe we’re uniquely positioned at RPCI to have the tools, infrastructure
and multidisciplinary collaboration to capitalize on these ideas and opportunities both effectively and efficiently.”

The clinical research study will enroll 18-20 eligible patients whose tumors express a specific antigen, known as NY-
ESO-1. Apart from the adult male testis, NY-ESO-1 is not expressed in normal tissues of the body, but is expressed in
cancers. This may help decrease the risk of side effects from the vaccine, because it should target only the tissues that
express NY-ESO-1.

Dr. Odunsi, who developed the NY-ESO-1 vaccine, led previous trials evaluating its effectiveness in treating ovarian
cancer. Christine Sable of Lancaster, Pennsylvania, enrolled on one of those studies in February of 2004, after
undergoing surgery and chemotherapy for advanced-stage ovarian cancer. Although she faced a 75-80% chance that
the cancer would return, her immune system responded strongly to the vaccine, and she has remained cancer-free in
the seven years since then, with no side effects.

To learn more about the clinical research studies of the NY-ESO-1 dendritic cell vaccine, call 1-877-ASK-RPCI (1-877-
275-7724).

The mission of Roswell Park Cancer Institute (RPCI) is to understand, prevent and cure cancer. RPCI, founded in 1898,
was one of the first cancer centers in the country to be named a National Cancer Institute-designated comprehensive
cancer center and remains the only facility with this designation in Upstate New York. The Institute is a member of the
prestigious National Comprehensive Cancer Network, an alliance of the nation’s leading cancer centers; maintains
affiliate sites; and is a partner in national and international collaborative programs. For more information, visit RPClI’s
website at http://www.roswellpark.org, call 1-877-ASK-RPCI (1-877-275-7724) or email askrpci@roswellpark.org .

More information:
Learn more about Roswell Park's Cancer Vaccine Trial: http://www.roswellpark.org/cancer-vaccine

B-roll video (QuickTime H.264 1920x1080, 329 MB) available for download at:
https://files.me.com/rpcicreative/wn2kxt.mov

About this clinical trial: http://www.roswellpark.org/clinical-trials/list/191511
General information about clinical trials: http://www.roswellpark.org/clinical-trials
About The Center for Immunotherapy: http://www.roswellpark.edu/research/immunotherapy
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Dr. Yeong "Christopher" Choi to Head RPClI's New Therapeutic Cell Production Facility
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Johnny J Di Blasi * CEO, Fitness Expert at Eagle Vision International

I am excited to see such great advances, birthing in my hometown. Can't wait to visit and learn more. Student Dr. Johnny Di
Blasi
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