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Clinical Trlal Highlights
from the 21st Annual
San Antonio Breast
Cancer Symposium

rastuzumab (Herceptin®, Genentech) can be

used as a single-agent, first-line treatment for

certain women with metastatic breast cancer,

according to a study presented by Charles L.

Vogel, M.D., of the Columbia Cancer
Research Network in Aventura, Fla., at the 21st Annual
San Antonio Breast Cancer Symposium held December
12-15, 1998, The symposium was sponsored by the San
Antonio Cancer Institute at the University of Texas
Health Science Center at San Antonio.

In 1998 Herceptin was approved by the FDA as a
first-line agent in combination with paclitaxel and as a
single agent in second and third-line therapy for patients
with metastatic breast cancer that overexpresses HER2.

In the new randomized, single-blind, multicenter
study, 113 women with progressive metastaric breast
cancer and tumors that overexpress HER2 and no
prior stage IV chemotherapy regimens received either
a high-or low-dose weekly regimen of Herceptin.

Thirty-one percent of patients treated with Herceptin
were found to ﬂenefit clinically: 5.3 percent of patients
had a complete response, 17.7 percent had a partial
response, and 8 percent had had stable disease for more
than six months. There were no significant differences
in outcome between the high and low doses of
Herceptin. Complete and partial remissions occurred
in 25 percent of patients with liver metastases, 25 per-
cent of patients with prior adjunctive doxorubicin,
and 38 percent of the thirteen patients who had
undergone prior stem cell transplantation.

In general, Herceptin was well tolerated. There
were no discontinuations due to adverse events. More
than 20 percent of patients experienced pain, asthenia,
fever, nausea, chills, headache, diarrhea, and/or rash.
Most adverse events were mild and easily managed.

No other treatment within the last twenty years
has improved the outcome of patients with metastatic
breast cancer to this extent, according to Debu
Tripathy, M.D., associate professor of medicine
at the University of California at San Francisco.

However, there is still room for improvement.
“There are still a lot of people who get Herceptin and
don’t respond, so there is o]iwiously more we need to
do to improve on this treatment or to understand some
of the biological pathways that we can target in addi-
tion to the HER2/neu pathway,” Tripathy stated.

< Part 1 of 4 two-part series. Look for Part 2 in the
May/June Oncology Issues.

Larry Husten is a medical writer in New York City.
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ELM Services, Inc., the nation’s leading
oncology consulting firm, is undergoing
rapid expansion in response to the growing
demand for high quality cancer program
and practice professional and technical
assistance. We are looking for seasoned
project managers and talented analysts who
are committed to helping hospitals and
oncology practices deal with managed care,
program integration, changes in reimburse-
ment, program and facility development,
and the multitude of challenges just ahead.

ELM has more than two decades of involve-
ment with the cancer community, assisting
university and communitr hospitals, private
practices, and other oncology organizations
with in-depth analysis, decision-making, and
the change process itself. We seek principals
and senior project managers with significant
experience in health care and a concentration
in the cancer care arena, strong interpersonal
skills, senior writing and management talent,
and a core understanding of the financial
aspects of cancer program development and
management, Analysts with hands-on experi-
ence in hospital cancer program finances
and/or in private practice, radiation oncology,
and specialty program areas (BMT, breast, and
research programs) are also invited to apply.

ELM’s client base is national and includes all
segments of the health care industry. ELM’s
management philosophy has always been
people first... because data without wisdom
and clear intention is of little use to anyone.

Please send your resume or CV to Ms.
Cherri McGrew, Vice President, Oncolo
Consulting, ELM Services, Inc., 11600 Nebel
Street, Rockville, MD 20852--2557 or FAX
to 301-770-1949.




