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FDA Drafts New Conflict Rules for Advisers

BY ALICIA AULT

Associate Editor, Practice Trends

he Food and Drug Administration
I said that it wants to require more
public disclosure of advisory com-

mittee members’ conflicts of interest and
that the information will be available on a
new and improved Web site.

The agency also said it will post more
data in advance of upcoming meetings.

The changes were announced in No-
vember in a draft guidance, which does
not carry the weight of a rule, but is gen-
erally followed by most companies that
have products regulated by the FDA. A
draft guidance represents the agency’s
“current thinking on the topic.”

According to the FDA, the new em-
phasis on disclosure is a response to rec-
ommendations made by the Institute of
Medicine in its 2006 report, “The Future
of Drug Safety: Promoting and Protecting
the Health of the Public.”

The draft guidance will apply to all
members of the 31 current advisory pan-
els. Committee members are either gov-
ernment employees or outsiders who are
designated as special government em-
ployees. The FDA will ask panelists to state
publicly the type, nature, and magnitude
of any “disqualifying financial interests.”

Panel members will be required to com-
plete a waiver request when they have a fi-
nancial conflict. As part of that document,
they’ll list the nature of the interest (for in-
stance, whether it’s a stock holding, or if
they've been a paid consultant or an expert
witness); whether the conflicting rela-
tionship is with the sponsor or a com-
petitor; and the value of the remunera-
tion, up to $50,000.

These requirements are only slightly
different from what is currently requested,
but the waiver forms are clearer and will
be made available to the public sooner. At
least 15 days before an advisory commit-
tee meeting, any disclosures from panelists

will be posted on the Web site, along with
the agency’s waiver decision.

Currently, waivers may or may not be
posted a few days in advance of a com-
mittee meeting, and are read aloud at the
start of the proceedings. Critics have
charged that panel reviews of products
have become less rigorous because so
many committee members have conflicts
of interest. Essentially, the panels are bi-
ased in favor of approval, critics contend.

The National Research Center for
Women and Families, a consumer advo-
cacy group, issued a report in 2006 show-
ing that advisory panels backed approval
for 76% of new drugs and 82% of new
medical devices, and that 96% of those
products were later approved by the FDA.

The new guidance “focuses on disclo-
sure, not on change,” Diana Zuckerman,
Ph.D., the president of the National Re-
search Center, said in an interview. “Al-
though disclosure is nice, it doesn't solve
the problems.”

A recent report commissioned by the
FDA concluded that creating conflict-free
panels would require higher recruiting
and screening costs, and would take much
more time than the current process, po-
tentially delaying important decisions.
Eastern Research Group, a consulting firm
in Lexington, Mass., studied 16 advisory
committee meetings that involved 124
panel members. Of the 124, 32 (26%) re-
quired waivers for at least one meeting. Al-
most the same number required waivers
for multiple meetings. An equal number
of standing members and consumer rep-
resentatives required waivers (29%). More
than half of patient representatives re-
quired waivers.

Dr. Zuckerman questioned the study’s
validity, noting that the consulting com-
pany used literature searches to form the
basis of its conclusions on panelists” con-
flicts. The FDA would be more proactive
in searching for conflict-free advisers, she
suggested. m
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PROFESSIONAL OPPORTUNITIES

Coastal North Carolina

Single Specialty Group of two, with a Nurse
Midwife, in Coastal North Carolina seeking
a B/E B/C Ob/Gyn. Partnership after 1 year.
Excellent Salary. Sign On Bonus. For
Details: Shielah/Marsh Group 800-291-0108
Fax: 757-622-9654

Email: Slipp @ marshgroup.com

FLORIDA
WEST COAST

Busy OB/GYN practice needs BE/BC asso-
ciate. Competitive salary and benefits. Fax
CV to 813-354-2645 or email Linda at
lindam @ cybermed.com

CENTRAL NEW JERSEY

Quality-oriented, established and friendly group of four looking for the fifth M.D. for long-term
career opportunity. Beautiful suburban area of New Jersey, just one hour to either NYC
or Phila. Family-oriented community with great school system. Affiliated with a sophisticated
level Il hospital with 19 LDRPs; 24/7 neonatology coverage. Three modern offices and excel-
lent office infrastructure including an accredited ultrasound service. Generous income and ben-
efits package, and a strong focus on a balance between work and home.

...for innovative treatment. For building strong
relationships with our physicians.and staff. And
Jor creating an environment where our physicians’
practices - and families - thrive.

Affinity Medical Group is an integrated health care organization providing quality care and services
throughout East Central Wisconsin. Affinity Health System has been selected as a “Top 100 Integrated
Health Care Network” for the 6th consecutive year. Currently, we are seeking a BC/BE:

Interested candidates should send CV via fax 908-782-6630 or e-mail srubin_aog@hotmail.com
and call 908-782-2282.

Obstetrician/Gynecologist - Appleton, Wisconsin

Join our highly respected group of 6 OB/GYN Physicians in providing a full range of obstetrical and gynecological
care within our Appleton clinic. Appleton and the surrounding communities, referred to as the Fox Cities, offer a unique quality
of family-oriented living, all-season recreation, a diverse growing economy, a host of cultural opportunities including performing
arts center, low crime rate, and a nationally acclaimed educational system with 9 Colleges and Universities in the area. In addition,
Wisconsin is one of the most malpractice friendly states in the country! Once here, we're sure you'll agree that Appleton is one of
the best places in the U.S. to call home!

PRACTICE FOR SALE

Extremely successful and lucrative 25+ year OB/GYN practice for sale. Current doctor
will be retiring and would like to pass on his well-known and respected medical practice
to a qualified successor. Great location in the San Francisco Bay Area, located 20
minutes from downtown San Francisco, and directly next to Eden Hospital. Practice
generates $300,000-$350,000 gross income per year (all records available). Will stay on
and familiarize new doctor with practice and patients for at least one month, and up to
six months if necessary. Address: 20055 Lake Chabot Road Suite #260, Castro Valley,
CA 94546. Call Rahmat Salimi, MD — (510) 276-5316 or (510) 301-0259

You'll enjoy an industry leading salary & benefits package. For information on Affinity Medical Group, please
contact or send your CV, to: Carole Bleck, Physician Recruitment, Affinity Medical Group, 1570 Midway
Place, Menasha, W1 54952; Fax: 920-720-1791; Phone: 800-722-9989; E-mail: cbleck@affinityhealth.org
Visit our website at: www.affinityhealth.org Not a1 opportunity. EOE. A partnership of Ministry Health
Care and Wheaton Franciscan Healthcare.

% Affinity
wmmm MEDICAL GROUP
Garing for health. Garing for life.

O New York City OB/GYN Opportunities ©

A large, extremely busy, and well-established private multi-practice group in Lower Manhattan
with a very high surgical volume for all gynecology procedures is seeking for the following
positions:

< Full or part-time OB/GYN, GYN, and Midwife
* Flexible schedule with call
Paid occurrence malpractice and signing bonus
Competitive salary, incentive bonuses, and excellent benefits
Guaranteed Partnership is offered
Prefer bilingual candidates (English and Chinese speaking)

CALIFORNIA

Turn-key OB-GYN practice for sale gross-
ing 400-500,000/year. Warm, sunny climate
within short driving distance to San Diego.
Call Robert C. Thomas, MD (760) 352-1650
or cell (760) 336-1650

OB/GYN private practice in Arkansas
established in 1972. Affiliated with Jefferson
Regional Medical Center in Pine Bluff,
Arkansas. Distance: 1 block. A high-end
practice. Established personnel.

1 OB/GYN private practice (retiring) seeking
1 OB/GYN to take over established practice.
4-D Ultra Sound machine, Laser Hair Re-
mover, and Mammography Machine - all in
office.

For more information, please contact MARY
Phone: 870-536-7550

Fax: 870-536-1291

If interested, please fax CV to (212) 274-8212 or e-mail to nycobgyn@yahoo.com

Moving?
Watch Classified Notices
for practices available.

To place a classified ad in Ob.Gyn. News contact Andrea LaMonica, Ob.Gyn. News, 1120 Jensen
Ave., Mamaroneck, N.Y. 10543. (914) 381-0569, (800) 381-0569; FAX: (914) 381-0573.
Email ad to: a.lamonica @elsevier.com




