
Orthopaedic surgeons—unlike 
medical device manufacturers and 
facilities such as hospitals and 
surgical centers—are not legally 
required to report adverse events 
associated with medical devices to 
the U.S. Food and Drug Adminis-
tration (FDA). And yet, reporting 
these problems through the FDA’s 
MedWatch program is something 
all orthopaedists can do to help 
improve patient safety, according 
to the authors of “Reporting and 
Notification of Adverse Events 
in Orthopaedics” (Journal of the 
AAOS, April 2010).

The authors—including William 
M. Mihalko, MD, PhD—state that 
orthopaedic surgeons must under-
stand the importance of reporting 
adverse events involving devices 
and pharmaceuticals to the FDA.

“The identified trend of failures 
or complications of a certain de-
vice can raise red flags through the 
MedWatch program, which can 
properly alert surgeons to issues 
with these particular devices,” they 
wrote.

What is MedWatch?
The MedWatch program was cre-
ated in 1993 to help physicians and 
end users alert the FDA to adverse 
events related to pharmaceuticals 
and medical devices or equipment 
approved under the 510(k) or Pre-
market Approval pathways. Since 
its inception, the program has re-
ceived more than 40,000 reports of 
adverse events.

The FDA keeps the patient’s 
identity confidential, but may share 

the physician’s identity with the de-
vice manufacturer, unless the physi-
cian requests otherwise. Reporting 
of adverse events is allowed under 
the Health Insurance Portability 
and Accountability Act.

MedWatch not only allows con-
sumers and medical professionals 
to report adverse events, but also 
issues alerts to healthcare profes-
sionals about possible device- 
related issues.

“The MedWatch Web site al-
lows any orthopaedic surgeon to 
learn about adverse events and 
report such an event for a pharma-
ceutical or medical device,” wrote 
the authors. “The MedWatch 
homepage has more than 1 million 
visitors each month and can be di-
rectly accessed by a smartphone or 
the Internet.”

In addition, the MedWatch  
e-list, which has more than 130,000 
subscribers, notifies healthcare pro-
fessionals when the FDA identifies 
a new safety issue and announces it 
to the public. 

Reporting via MedWatch
Orthopaedists can voluntarily re-
port adverse events by download-
ing form 3500 from the MedWatch 
Web site, filling it out, and submit-
ting it to the FDA. 

“Sections D, Suspect Product(s), 
and E, Suspect Medical Device, 
are most relevant to orthopaedic 
surgeons,” noted the authors. “The 
more complete the information the 
surgeon can provide, the better.”
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Orthopaedists can use form FDA 3500 to report medical device-related ad-
verse events to the FDA.

Defining “adverse events”
As Dr. Mihalko and his fellow authors note, the 
FDA defines adverse events for devices as any of the 
following:
•   a mix-up of the device or its labeling with that of 

another article (eg, the wrong-size implant label 
placed on or in an implant container)

•   an adverse reaction, side effect, injury, occurrence 
of toxicity, or sensitivity reaction not addressed in 
the product labeling or in excess of expectations 
(eg, severe swelling or local reaction from a bioab-
sorbable suture anchor)

•   any significant chemical, physical, or other deteri-
oration or change in the device, or failure to meet 
specifications in the labeling (eg, fracture of a total 
hip implant trunnion or stem at any time) 

 “The FDA also requires that adverse events for 
biologic products (human cell, tissues, and cellular 
and tissue-based products, or HCT/P) be reported 
when there is any adverse reaction involving a com-
municable disease related to a distributed product,” 
wrote the authors.
 “An adverse reaction is defined as an unintended 
response to any HCT/P for which there is a rea-
sonable probability that the HCT/P caused the re-
sponse,” they wrote.
 In addition, any serious reaction involving a com-
municable disease must be reported when it is fatal, 
life-threatening, results in permanent impairment of 
a body function or structure, or requires medical or 
surgical intervention, including hospitalization.

See MEDWATCH, page 26
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