
December 3, 1999 

Larry Speare 
Food and Drug Administration 
Office of Compliance 
2094 Gaither Road 
Rockville, MD 20850 

RE! REPROCESSING OF SINGLE-USE MEDICAL DEVICES 

Dear Mr. Spears: 

This letter is in regard to the FDA's proposed new policy for 
regulating reprocessors of single-use medical devices. I am not 
able to attend the "town meeting" in Maryland and, therefore, 
wanted to submit my comments on this issue. 

I am a practicing gastroenterologist working at Sacred Heart 
Medical Center in Eugene, Oregon. I use a large volume of 
dieposable medical devices in my practice of gaetroenterology such 
as biopey .forceps, enare devices for the removal of polypa and 
varioue instrumente investigating the liver and biliary tree. My 
concern regards the potential spread of infectious diseaaes from 
theee inetrumento. I am a believer in single-use instruments in 
this arena. I am concerned about cross-contamination of infectious 
organisms when theee instruments are attempted to be reprocessed 
and I am also concerned about safety from the technical side with 
failure of the intended use for these instruments. 

I know there are reproceesors who claim that they can reproceos 
these single-use devices, 
hand, and on the other, 

but I have serious doubts on the one 
I am quite concerned they are not going to 

be held accountable for quality reprocessing. In addition, most of 
these instruments are 
therefore, 

not deeigned to be reprocessed and, 
there really would be no internal controls to monitor 

the functional adequacy .of these small instruments after they are, 
in fact, reprocessed. 

Finally, I have questions regarding what to tell my patients 
regarding reprocessing of single-use items. Should they not be 
informed that iteme noa intended for reuse are, in fact, being used 
at the time of their procedure? - 



, ? 

Date: -- 12/3/99 

Mr. harry Spears 
Food and Drug Administration 
Office of Compliance 
2094 Gaithcr Rd. 
Rockvillc MD 20850 
FAX # (-WS) S94 - 4672 

RE: Strdty of RW Slrtgku8aMedkalowlcen 

Dear Mr. Spears: 

Rccenrly. 1 learned that the FDA has proposed a new policy to regulate reprocessors of 
singte use medical devices and will hold a “town meeting” on December 14” in Maryland 
to receive input on this new policy. Unfortunalely. 1 am unable to attend the mown 
meeting but I would Like to submit my comments. Please accept this letter as my formal 
comment on the proposed new policy. While I strongly support the FDA’S efforts to 
increase regulation of rcproeessors of single use medical devices, I do not believe the new 
FDA policy is sufiicient. 

lama- 

~ .-. 
_9a8tteenterologitt -. -, and 1 work in OHSU .- 

hospital in OR. __. I have been and continue to be concerned with the reus&o~ 
used dispossble medical devices. I am concerned about the potential for patient injury 
from both a failure of the device as well as the spread of infectious diseases. These are 
not theoretical concerns. Pubhshed articles in US News & World Report, the NY Tima. 
the LA Times and Furbes A4aguzine describe actual patient injuries. 1 also believe that 
many infections are under-reported due to insufftcient patient tracking and that many 
injuries due to device failure are under-reported due to legal liebiiity concerns. 

Although many reproctisors claim that reprocessing has been going on for twenty years, 
the fact is that this was with respect to reusable devices and opened but unused single use 
devices. In today’s cost cutting environment, it is proper to look at all possible areas to 
save money, but reprocessing complex, plastic. single used devices such as biopsy 
forceps. sphincterotomcs, electrophysiology catheters and angioplasty catheters is simply 
not a safe avenue to pursue until these rcpracesscd devices rcccive FDA approval for 
rcusc. 

This practice also poses many ethical questions. There is no medical benefit to the 
patient. and, it is my understanding, that the patient does not receive lower healthcare 
costs. it is &o my uxubrstanding that patAts are not told that used dispokblc devices 
will be used on them. Without such IcnowIedge, patients cannot protect themselves. As a 
healthcare professional, I want to speak out-on their behalf. 



There can be no argument that if clinical tests were set up to prove whether or no1 a 
reprocessed used disposable device was safe for reuse, informed patient consent would be 
required. Strangely, proponents of reuse rely on a lack of any data to support a 
conclusion that reuse is safe and patients need not be told. Without sufficient data or 
approval from the FDA, Ihe practice of reusing used disposable devices on patients is 
akin to human experimentation without patient consent. 

1 am thankful that the FDA is considering increased regulation of reprocessors, but. again. 
I do not believe the new policy is appropriare. The new policy would create new 
classifications of high, moderate and low risk devices. The existing regulations, however, 
already include a risk based classification scheme. The existing regulations also include 
regulations for reusable devices. Reprocessing a single use device simply renders it a 
reusable device. The new policy, therefore, is unnecessary. 

_’ 

The new policy is also insuflkient to protect patient safety. Data proving safety and 
effectiveness till only bc quired for “high risk” devices, and FDA officials have stated 
publicly that very few devices will be deemed high risk. Reprocessors of low risk devices 
will receive even less regulatory ovmight than they do today. As one example, many 
biopsy forceps are Class I exempt devices and will likely be deemed low risk devices. 
despite studies by manufacturers showing that many reprocessed biopsy forceps siting on 
hospital .shelve* are contaniinated -with drug resistant bacteria. lmponantly, biopsy 
forceps are critical devices which break thi: mu&o&A harrier &he% samples are taken and, 
thus, can easily pass hactcria remaining on the device to the unsuspecting patient. 

Reprocessors of single use devices claim to have the equipment and expertise necessary 
to ‘properly” reprocess used single use devices. They are, therefore, manufacturers in the 
eyes of healthcare workrs and patients. In addition, reprocessing a single use device for 
reuse changes the device into a reusable device. Accordingly. reprocessors should be 
rcguiated in the satnc manner as original equipment manufacturers using the existing 
FDA regulations for reusable devices. To create a new regulatory policy wasres valuable 
FDA resources and delays r?&ztto~~ enforcement putting. thus patients unnecessarily at 
risk for an undetermined period of time. 

Sincerely. 

.- Name: 
Brian Fhnerty MD. _ 


