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FDA Plans to Upgrade Device Safety Monitoring
B Y  A L I C I A  A U LT

Associate  Editor,  Practice  Trends

The Food and Drug Administration
announced on Nov. 9 that it is tak-
ing steps to improve its postmar-

keting surveillance of medical device safe-
ty, including moving ahead on a proposal
to require electronic reporting of adverse
events.

The agency said it has created an action
plan based on a major review that was
completed in 2005. That review looked at
how the Center for Radiological Devices
and Health (CDRH) handles recalls and
enforcement actions against manufactur-
ers that are not in compliance with FDA
rules. 

“Today’s report details a number of ac-
tion items that we believe will transform
the postmarketing safety program,” said

Dr. Daniel Schultz, director of CDRH,
during a briefing with reporters.

The FDA will focus on making im-
provements in four major areas: collabo-
ration among experts within CDRH, data
systems, communications with patients
and physicians about risks and benefits,
and enforcement. 

CDRH leaders will encourage more
cross-organizational collaboration so that
premarket, postmarket, and enforcement
efforts are better coordinated, said Dr.
Schultz.

Some of the biggest changes will come
in data collection and analysis. The agency
hopes to integrate its passive adverse
events reporting system (Manufacturer
and User Facility Device Experience Data-
base, also known as MAUDE) and its ac-
tive system, the Medical Product Safety
Device Network (MedSun), said Dr.

Schultz. Currently, 350 hospitals have been
trained to report device problems on
MedSun. 

One goal is to recruit more facilities and
find a way to upgrade reporting so it is
closer to real-time.

The agency also hopes to require man-
ufacturers and others to electronically re-
port adverse events. 

Currently, FDA receives about 200,000
reports to MAUDE each year, and the ma-
jority are on paper, which delays entry
into the system and analysis for any kind
of safety signal, Dr. Schultz said. The
FDA has been piloting an electronic re-
porting program, and is in the process of
writing a rule to require electronic re-
porting, he said.

Once data are being reported and ana-
lyzed more quickly, enforcement will be
more timely also, he said. It will also let the

FDA focus enforcement efforts on the
highest-risk products, said Dr. Schultz.
“When enforcement is necessary, it needs
to be done quickly, accurately, and in a
way that’s meaningful and corrects prob-
lems,” he said.

The FDA also aims to improve its com-
munications to health professionals and
consumers—whether the communica-
tions are notices about unsafe devices or
simply background on safety and effica-
cy of products. 

CDRH will redesign its Web site to be
more consumer-friendly. It will also take
a closer look at how best to give out
data—and when—on a potentially faulty
device.

CDRH is hoping to accomplish most of
its planned “action points” without seek-
ing additional funding, at least in the near
term, Dr. Schultz said. ■
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Job Title: Physician 

Job Type: Full Time & Part Time Opportunities 

Location: West Palm Beach and Boca Areas

Job Description:
We are a high end Urgent Care facility

that takes pride in truly outstanding
customer service.

Full Time & Part Time Urgent Care
positions open at multiple locations.

Competitive salary, attractive benefits
package with profit sharing.

Must be board Certified or board eligible
in Emergency or Family Medicine.

Must have at least 2-3 years experience in 
Urgent Care or Emergency Medicine.

E-mail CV to HR@Medexpressfl.com or 
Fax 561-792-2918

New York City
Dreaming of an exciting practice opportuni-
ty and the lifestyle this international city has
to offer? This could be the time to make
those dreams come true. A leading physi-
cian group seeks a quality BE/BC family
practitioner. The position offers a salary
guarantee and comprehensive benefit pack-
age. Work 4-1/2 days per week, 1:4 “at
home” call, refer to hospitalist program.
Contact Michelle “Mickey” Conner at 866-
464-3428 or
mconner@hortonsmithassociates.com

CONTINUING EDUCATION

Small Group Demo & Hands-On Training
• Botox®, Cosmetic Fillers, and Sculptra™

• Sclerotherapy/Laser for Leg Veins
• Lasers/IPL for Hair Removal, Pigment, Acne, Rosacea, Tissue Tightening
• Body Contouring by Mesotherapy and Tumescent Liposuction (NY only)
• Spa Services: Microdermabrasion, chemical peels, and cosmeceuticals

Two-day workshops held monthly:

� December 1-2 Las Vegas � February 23-24 Los Angeles

� January 27-28 Phoenix � March 9-10 New York City 

For more information, visit www.litetouchmedical.com 
or call Ellen Duncan @ 914-260-8017

COSMETIC PROCEDURES
for MEDICAL OFFICES & MEDSPAS

Faculty
Neil C. Goodman, M.D, PH.D., FACOG, Allergan National 
Faculty Speaker, American Society for Laser Medicine & Surgery,
American Academy of Cosmetic Surgery & Liposuction Society

Haneef Alibhai, MDCM, President, Canadian Association of 
Aesthetic Medicine, Western Canadian Trainer for BOTOX®

Cosmetic, Restylane & Juvederm.

Learn Spider Vein Treatment
“Cosmetic Sclerotherapy

Made Simple”
Training Manual & DVD

Other Unique Practice
Support Products

for Vein & Aesthetic Practices

www.paconcepts.com

904-699-6297

PRACTICE FOR SALE

BURBANK CALIFORNIA
Practice for Sale in Burbank – California.
For more info see www.ppsmedical.com
#82616 Women’s Health/Family Practice 

PROFESSIONAL
OPPORTUNITIES

Moving?
Look to Classifieds for

practices available.

Have questions on classifieds?
Call Robin Cryan
(212) 633-3160

for more information.


