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Tiger Takes a Timeout
One of the biggest sports stories of the year was Tiger Woods winning the 
108th U.S. Open.  (And while I’m a fan of Tiger’s, this time I was kind of 
pulling for “old” Rocco Mediate — being closer to his age.)

But perhaps an even bigger story is that Tiger did it with a torn ACL and 
double stress fractures in the tibia of his left leg.  

I tore my ACL about 12 years ago (skiing, double black diamond, As-
pen — at least it happened on the run of the last day) and had it repaired.  
I’m happy to say it feels about 99% fine all the time, and I’ve gone back to 
skiing and windsurfing with no trouble.  So once Tiger’s out of rehab, he’ll 
be virtually good as new, we trust.

Among the many wonders of modern medicine is the reconstructive 
possibilities available today for so many sports injuries.  But the fact that 
Tiger decided to ignore the recommendations of his doctor and try and make 
it through the season on such gimpy wheels, reminds us of the old adage, 
“You can lead a horse to water, but you can’t make him drink.”

But perhaps Tiger’s highly visible poor judgment in this case will help a 
great many people think twice about ignoring sound medical advice.

So while we’ll miss the charismatic Tiger on the Tour the rest of the 
year, he will have helped a lot of people from being benched themselves.

Robert Garment
Executive Editor

DOTmed Business News
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A
s the cost of medical 
supplies and devices 
continues to skyrocket, 
hospitals and medical 
treatment facilities are 

forever on the lookout to find ways to 
cut corners when it comes to saving 
money and reducing losses. Hence, the 
reprocessing and reuse of medical de-
vices labeled “single-use” or “dispos-
able” has become a popular, albeit con-
troversial worldwide practice. 

The facts
The U.S. Government Accountability 
Office (GAO) issued a report in January 
2008 addressing the SUD reprocessing 
industry, the number of reprocessing es-
tablishments, the types of devices repro-
cessed, and the extent to which hospitals 
use reprocessed SUDs. The report also 

reviewed the steps the FDA has taken 
to strengthen oversight of reprocessed 
SUDs – on its own and in response to 
legislative requirements, as well as the 
safety of reprocessed SUDs compared 
with other types of medical devices. 
The GAO report concluded that FDA 
oversight has increased since 2000, and 
available information does not indicate 
that the use of SUDs presents an elevat-
ed health risk. 

New measures by the FDA
In essence, the FDA has regulated the 
reprocessing of SUDs since 2000, call-
ing for all SUDs to be cleaned, checked 
for functional integrity and sterilized ac-
cording to the requirements applicable 
to OEMs. The FDA added new points of 
governance in 2006, including an order 
for any reprocessor to add its name to 

the reprocessed device. The only excep-
tion to that regulation is when the origi-
nal device, or an attachment to it, does 
not prominently and conspicuously 
identify the name of the OEM. 

Through the FDA Medical De-
vice Reporting (MDR) system and the 
MedWatch reporting system, healthcare 
professionals submit voluntary reports. 
And, under the Medical Device User 
Fee and Modernization Act of 2002 
(MDUFMA), the MedWatch report 
form was revised, adding a question to 
enhance the agency’s ability to identify 
and investigate reports of problems that 
are linked to reprocessed SUDs. 

The FDA has implemented the fol-
lowing procedures to further ensure that 
SUDs are safe for public health: an ad-
dition of two new rules to ensure that 
reprocessors submit cleaning, steriliza-
tion and functional performance data 

Reprocessing “Single-Use Only” 
Devices – Right or Wrong? By Joan Trombetti
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to show that their device is more than 
equivalent to the predicate device; es-
tablished work groups to keep scientists 
abreast of evolving literature and new 
consensus standards relevant to the re-
processing of SUDs; submitted repro-
cessor inspection requests to the Office 
of Regulatory Affairs; provided regular 
updates to its ‘reuse web page’ to keep 
healthcare facilities and providers in-
formed; updated guidances to industry 
and FDA reviewers on validation data 
requirements for reprocessed SUDs; 
updated lists of reprocessed SUDs 
subject to the additional pre-market 
requirements imposed by MDUFMA; 
conducted research to develop/establish 
“acceptable” SUD cleaning criteria  and 
are collaborating with two healthcare 
facilities monitoring changes in the de-
sign of some SUDs and identifying new 
SUDs being reprocessed. 

In a report before the Committee on 
Government Reform in September 2006, 
Daniel Schultz, MD, director of FDA’s 
Center for Devices and Radiological 
Health (CDRH), noted that as of Sep-
tember 2006, the FDA received nearly 
200 pre-market notification 510(k) sub-
missions for reprocessed SUDs for as 
many as several hundred device models. 
Of those submissions, the FDA cleared 
approximately 67 percent.

As of July 2007, FDA officials 
have identified 11 institutions that plan 
on marketing or are actively market-
ing more than 100 types of reprocessed 
SUDs in the US. They include every-
thing from cardiovascular and orthope-
dic devices to general surgery accesso-
ries as well as opened but unused items. 

The FDA found that many hospitals 
were thought to be reprocessing their 
own SUDs in 2000, but as in 2007, only 
one hospital was identified. And, while 
it is a fact that there are many hospitals 
that are using reprocessed SUDs in the 
U.S., including several military hospi-
tals, the Department of Veterans Affairs 
– one of the nation’s largest health care 
systems – prohibits their use. 

The “yeas” 
SUD reprocessing has been evaluated 
for safety and cleaning efficacy by vari-
ous groups within the healthcare indus-
try and several have adapted Industry 

Position Statements on the issue. These 
statements include:

The American Hospital Associa-
tion conclusion that “patient safety is 
the first and foremost concern of all 
hospitals and health systems, and ap-
propriate reprocessing poses little or no 
risk to the public as evidenced by the 
findings of the GAO report, the FDA, 
CDC, infection control officials, risk 
management managers and quality con-
sultants. It represents responsible waste 
management and appropriate use of 
scarce health care resources.”

The American Society for Health-
care Central Service Professionals 
(ASHCSP) believes: “A well-developed 
and managed program for the reuse, rest-
erilization or reprocessing of single-use 
devices will include the decisions not to 
reuse, resterilize or reprocess some de-
vices; internal reuse, resterilization or 
reprocessing of some devices; and the 
outsourcing of reuse, resterilization or 

reprocessing of some devices. For non-
critical medical devices, all of the op-
tions may be selected, for critical medi-
cal devices only reprocessing may be an 
option. There are a number of resource 
materials published that allow health 
care facilities to make an informed deci-
sion on what specific steps are required 
for their facilities’ process. Reuse, rester-
ilization and reprocessing of disposable 
or single-use medical device protocol 
must be developed to ensure no greater 
risk to patients exists than in the use of 
medical devices marked reusable.”

Ascent Healthcare Solutions, based 
in Phoenix, AZ, reported that in 2007, 
it worked with its partners to eliminate 
1,684 tons of waste from local landfills, 
saving nearly $1 million. Ascent has de-
veloped an analytical tool that compares 
their database of cleared and approved de-
vices by manufacturer, product model and 
number and description to the hospital’s 
purchase master. Arthur Goodrich, Vice 


