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As you may recall, AHRMNY's December 2011 conference at Lenox Hill Hospital was a very popular one.  One of the speakers, Daniel 
Vulkelich, presented a comprehensive overview of the history and current status of reprocessing of single use devices.  Pursuant to the extensive 
question and answer session following Mr. Vulkelich's presentation, we requested a follow-up article incorporating some of the legal aspects of 
informed consent and reprocessed devices.  The Schiavetti firm, who was one of the sponsors of the event, volunteered to write this follow-up 
piece.  We hope the information contained in their article answers some of the questions posed.  
 

REPROCESSING OF SINGLE USE MEDICAL DEVICES: 

LEGAL RISKS? 

Introduction 

 
We live in a time of soaring medical costs for consumers, 
medical professionals, and hospitals.  The patient paying 
for medical services out of pocket, the doctor paying for 
ballooning medical malpractice insurance, and the 
hospital providing treatment to patients unable to pay 
can all agree that no aspect of the healthcare sector is 
immune.  There is no other conclusion: healthcare is 
expensive.  Thus, it is no surprise that businesses have 
begun exploring ways to reduce the crippling level of 
expense in the healthcare industry.  It is also no surprise 

that these businesses have been welcomed by many and 
criticized by others. 
 
This article focuses on one such line of business, 
reprocessing of “single use medical devices” (SUDs), that 
has grown over the past decade in response to legislation 
passed by Congress and increased oversight and 
regulation by the U.S. Food and Drug Administration 
(FDA).  Researchers at Johns Hopkins University have 
concluded that reprocessing “offers health care institutions 
a solution to reduce waste and to reduce costs; as such it 
should be explored.”1  To bolster this assertion, the article 

refers to one leading reprocessing service that claimed it 
had created an annual cost savings of $138,142,000 and a 
reduction of 2,150 tons of medical waste for its clients.2  
Such cost savings and waste reduction appear hard to 
argue with at first glance.  Yet, further utilization of SUD 
reprocessing needs to be tempered with an evaluation of 
the equally pressing interests of legal risk and patient 
safety.  This article aims to address two such concerns 
with respect to reprocessing of SUDs:  products liability 
and patient informed consent. 
   

What is the reprocessing of “single use medical devices?” 
 
The American Society of Healthcare Service Professionals 
has characterized reprocessing as a procedure by which 
a provider renders a SUD to be patient-ready or which 
allows an unused product that has been opened to be 
made patient-ready.3  The FDA has called a reprocessed 
SUD an original device that has previously been used on 
a patient and has been subjected to additional processing 
and manufacturing for the purpose of additional use on a 
patient.4  These definitions presuppose the answer to 
another question, however, namely “why are some 

medical products labeled as single use and why are 
others not?”  The answer to that question depends on 
who you ask. 
 
According to the device manufacturers, products that are 
labeled as “single use” are not designed to hold up to 
harsh chemicals and processes employed by reprocessors.5 
 
  

They contend that even when devices are sterilized, 

blood, tissue or other bodily fluids trapped in porous 
surfaces and in small crevices could allow for the 
transmission of viral and bacterial infections.6  They 
believe that SUDs present an increased safety risk for use 
in additional patients, and are designed for optimal 
performance and safety in a single patient.7  In contrast, 
reprocessors contend that FDA-approved reprocessing 
results in only a one-in-a-million chance of a contaminant 
surviving the process,8 and note that the label of “single 
use device” is imposed by the device manufacturer rather 
than the FDA.9  Reprocessors argue that the concept of a 

“single use medical device” is a relatively new one; a 
response to the spread of infectious diseases, like AIDS, 
in the 1980s.10  They further argue that during the shift 
to SUDs, device labels were changed from “reusable” to 
“single use” without any significant design, performance 
or material changes to the devices that would preclude 
safe reuse.11  Ultimately, the reprocessors see the label of 
SUD as a business decision by manufacturing companies 
that want to increase sales in new products rather than 
allow reprocessors to offer safe, cost-effective reuse of 
medical devices.  Despite this difference of opinions 
between interest groups with powerful incentives to see 

the problem in a way favorable to their bottom line, the 
FDA has been granted authority by Congress to regulate 
the reprocessing of SUDs and has promulgated important 
guidelines to reprocessors and their consumers. 

 
FDA Regulation 
 
The FDA’s authority to regulate medical devices is 

extensive and for the most part, unchallenged.12  The 

devices it regulates range from simple and run-of-the-mill 

adhesive bandages to complex implantable defibrillators 

and cardiac stents.13  To help categorize the medical 

devices it is charged with regulating, the FDA divides the 

vast array of products into three groups according to their 

degree of risk:  Class I encompasses low risk devices, 

Class II encompasses intermediate risk, and Class III 

encompasses high risk.14  Generally, the FDA will assign 

products to one of these three categories after the 

manufacturer has provided them with a section 510(k) 

premarket notification.15  A 510(k) is a premarketing 

submission made to the FDA to demonstrate that the 

device to be marketed is safe and effective, and is 

substantially equivalent to a legally marketed device that 

is not subject to premarket approval (PMA).16  510(k) 

premarket notification to the FDA is required at least 90 

days before marketing unless the device is exempt from 

510(k) requirements.17  Premarket Approval (PMA), like a 

510(k) notification, requires a device manufacturer to 

submit an application to the FDA but in contrast, the PMA 

entails a much more searching review. 
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PMA determinations look to whether there is sufficient and 
valid scientific evidence to provide reasonable assurance 
to the FDA that the particular device is safe and effective 
for its intended use or uses.18  Thus, before a 
manufacturer brings a medical device to market, the FDA 
must determine that the product is either substantially 
equivalent to an existing product, or, if not, determine 
through the PMA process whether the device is 
scientifically proven to be safe.  Regardless, after the FDA 
has reviewed the product and reached a decision, the 
product is either rejected or labeled Class I, II, or III, and 
is added to a database administered by the FDA and 

available for public use.   
 
Despite this extensive regulatory regime for the 
manufacturers of medical devices, the FDA did not apply 
as much attention to the reprocessors of medical devices.  
Well into the 1990s, the FDA declined to impose the same 
strict regulations for reprocessing.  That changed in 2000, 
when the FDA increased its oversight of SUDs and 
essentially imposed all of the regulatory requirements 
applicable to manufacturers, including the 510(k) 
premarket submission requirement, on to reprocessors.19  
Additionally, in 2002, Congress passed the Medical Device 

User Fee and Modernization Act (MDUFMA)20, which 
required that reprocessors provide 510(k) premarket 
review and validation data even if the device in question 
had previously been 510(k) exempt.  The MDUFMA also 
required the FDA to modify the MedWatch mandatory and 
voluntary reporting forms to increase reporting of adverse 
events involving SUDs.21  In 2008, the U.S. Government 
Accountability Office (GAO) released a report that outlined 
many of the steps taken by the FDA and Congress 
mentioned above, and more importantly concluded that 
although FDA data fail to allow for rigorous in-depth 

comparison, reprocessed SUDs do not present an 
increased health risk when compared with new, non-
reprocessed devices.22  In the report, the GAO noted that 
between 2003 and 2006, 434 reprocessed SUD adverse 
events were reported to the FDA, but only 65 actually 
involved a reprocessed device, and of those adverse 
events, the problems were similar to those reported for 
new devices.23 
 

Besides the passage of MDUFMA and the promulgation of 
FDA regulations in the past 10 year or so, there has been 
a somewhat muted legal response by state legislatures, 
via statute, and private citizens, via litigation. This 
phenomenon can be explained both by the apparent 
infrequency of SUD-related adverse events and the 
deference afforded to FDA regulation and expertise.  Yet, 
there are two areas of legal interest that are worth 
exploring.  The first is products liability for reprocessors 
and the effect reprocessing has on the liability of the 

original manufacturers.  The second is informed consent 
for patients who are treated with reprocessed SUDs. 
 

Reprocessed SUD Products-Liability 
 
As noted above, the legal community’s response to the 
reprocessing of SUDs has been limited.  Yet, questions 
remain about whether the original manufacturer or the 

reprocessor would be liable if a patient was injured due to 
a defect in the reprocessed SUD.  There are two legal 
sources that provide some guidance as to how a court 
would potentially view such a claim and both would place 
liability on the reprocessor for a product defect and not on 
the original manufacturer. 
 

The first is a Utah statute that was enacted in 2005.  This 
statute shifts liability from the original manufacturer to 
the reprocessor.  § 78B-4-505 (2) of the Utah code holds 
that “[a] reprocessor who reconditions or reprocesses a 
critical single-use medical device assumes the liability” of 
either a) “the original manufacturer” and for b) “the 
safety and effectiveness of the reconditioned or 
reprocessed critical single-use medical device.”24  The 
statute defines an “original manufacturer” as any person 
or entity who is responsible for creating an SUD “which is 
new and has not been used in a previous medical 
procedure.”25  A reprocessor is defined as a person or 

entity “who performs the function of contract sterilization, 
installation, relabeling, remanufacturing, repacking, or 
specification development” of a SUD.26  Thus, at least in 
Utah, which is alone among states to have enacted such 
legislation, a reprocessor assumes all liability for the 
product once they reprocess it, even, theoretically, for a 
defect that was inherent in the product before it was 
reprocessed. 

 
A recent case from a federal district court in Minnesota 
also supports such a view.  Kapps v. Biosense Webster, 
Inc.27 is one of the first cases to address the topic of 
reprocessor products liability.28  The plaintiff, Kapps, 

suffered from atrial fibrillation, and as part of a medical 
procedure at the Mayo Clinic in June of 2005, doctors 
planned to measure the conductivity of tissues in his 
heart.  To this end, a “mapping” catheter was inserted 
into the heart.  During the procedure, part of the catheter 
became caught on the mitral valve leading to the 
plaintiff’s left ventricle.  The doctors tried to remove the 
catheter but part of the catheter snapped off and became 
entangled in the mitral valve.  The doctors were forced to 
do emergency open heart surgery and had to replace the 
damaged valve with a prosthesis.  Upon examining the 

broken catheter it became clear that the polyurethane 
that held the catheter together appeared compromised, 
that it had been smeared along the body of the catheter, 
and that it had failed completely, allowing the part of the 
catheter that had become stuck in the plaintiff’s heart to 
be entirely removed.  
 
The plaintiff alleged that these failures were enough proof 
to sustain several claims against both Biosense, the 
original manufacturer, and Ascent, the reprocessor.  
Although decided by a federal court, the plaintiff, Kapps, 
primarily sought relief for state common law torts such as 

manufacturing defect, warning defect, design defect, 
breach of warranty, and negligence.  It is worth noting 
that this case was decided on a motion for summary 
judgment, so the judge was deciding whether the 
plaintiff’s claims presented a genuine question of material 
fact for the jury, and was looking at the evidence in a 
light most favorable to the plaintiff.   
  
For the manufacturing defect, the court held that under 
Minnesota state law, the legal doctrine of res ipsa loquitor 
applied to products liability cases.29  This theory holds 
that the plaintiff may reach the jury, “without direct proof 

of the specific injury-causing object or substance” if the 
plaintiff can prove by reasonable inference certain factors 
that relate to the lack of any intervening cause between 
the defendant’s manufacturing of the product and the 
plaintiff’s harm.  The court held that in this case there were 
two possible material changes that could have severed 
the line of causation between Biosense and Kapps; 1) the 
reprocessing by Ascent and 2) the use of the reprocessed 
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device in a second patient, in this case Kapps.30  Thus, 

the court held that the plaintiff could not rely on res ispa 
loquitor for the manufacturing claim against Biosense.31  
Conversely, the court did apply res ispa loquitor to the 
reprocessor, Ascent.  Ascent argued, unsuccessfully, that 
it was not a manufacturer in the meaning of the 
Minnesota state law, and thus could not face liability for a 
manufacturing defect.  The court, however, in part relying 
on the FDA’s decision to treat reprocessors as 
manufacturers, disagreed, and argued that the 
manufacturing defect claim, relying on res ipsa loquitor, 
could apply to Ascent.    

 
For the failure to warn and design defect claims, the court 
granted summary judgment in favor of Biosense.  As to 
failure to warn, the plaintiff argued that Biosense was 
liable for failing to warn the doctors of the risk of the 
catheter failing and for also failing to provide instructions 
for removal in the even of such an emergency.  As a 
defense, Biosense argued that its warnings had been 
removed by Ascent during the reprocessing, but also, 
prior to removal, the warning noted that the catheter was 
a SUD and should not have been reprocessed.  The 
plaintiff argued that Biosense should have sent out letters 

to individual doctors as an additional warning.  The court 
disagreed, and held that the manufacturer had provided a 
warning that the device was an SUD, and that this was 
enough.32 As to the plaintiff’s duty to warn claim against 
Ascent, the court held that Ascent’s theory that it did not 
have a duty to warn because it was not a manufacturer 
was unpersuasive, for the same reasons as mentioned 
above.  Yet, the court did believe that unless Kapps could 
prove that the failure to warn caused the injury, the claim 
would likely result in a directed verdict for Ascent.33  As 
for the design defect claim against Biosense, the court 

held that the plaintiff’s expert testimony was insufficient 
to allow the claim to proceed to trial, and granted 
summary judgment.34 
 
Kapps also brought a claim for negligence per se, arguing 
that Ascent violated FDA regulations and that this 
provided a basis for liability.  An expert for Kapps argued 
that by choosing to rely upon a line extension, rather than 
applying for a new, independent 510(k) approval for this 
particular catheter, Ascent violated FDA regulations.  
Ascent had previously applied for 510(k) approval for 68 
different “mapping” catheters and argued that this model 

of catheter was sufficiently similar to those listed in its 
application, and could rely on a “line extension” of the 
approved devices rather than seeking individual, separate 
510(k) approval.  The court did not have to decide the 
issue, however, because Supreme Court precedent 
controlled on the issue.35  In Buckman Co. v. Plaintiff’s 
Legal Committee,36 the Court held that unless state law 
paralleled federal regulations, claims based on state law 
were impliedly preempted.  Thus, the Court in Kapps 
decided that federal law impliedly preempted the 
plaintiff’s negligence per se claims because the violations 
it alleged would not have given rise to liability under 

Minnesota state law, independent of any liability imposed 
by federal law.  
 
While the court in Kapps placed much of the liability at 
Ascent’s doorstep, it did however, provide some relief to 
the reprocessing community when it came to damages.  
Kapps sought punitive damages for Ascent’s choice to 
ignore the “single use” label and to reprocess the device. 
The court held that the FDA’s approval of reprocessing and 

Ascent’s choice to not file a new 510(k) application were 

not clear and convincing evidence that Ascent acted with 
“deliberate disregard for the rights or safety of others.”37  
This holding is of critical importance for future 
reprocessing cases.  Had the court allowed the plaintiff 
the opportunity to seek punitive damages by merely 
proving that Ascent chose to reprocess a SUD, rather than 
proving that ascent reprocessed the SUD in a reckless 
manner, this case would have been daunting and damaging 
precedent for any future reprocessor going to trial. 

 
Overall, Kapps provides a thorough analysis of state law 
claims that will serve useful for other courts that are 

tasked with evaluating the liability of reprocessors in civil 
liability matters.  Further, if Kapps and § 78B-4-505 (2) of 
the Utah code are any indication, the future legal trend 
may be that legislatures and courts will look to absolve 
original manufacturers of SUDs of many of the duties they 
have been traditionally charged with, and instead impose 
those duties on the reprocessors who has reintroduced 
the sterilized device back into the stream of commerce. 

 
Informed Consent 
 

Unlike products liability, where there is some actual law 

on the books that articulates the responsibilities of SUD 

reprocessors, any proposals to change the tort of lack of 

informed consent have been contemplated but have 

remained dormant.  The claim of failure to provide 

informed consent varies across states, but generally, a 

doctor is under an affirmative duty to make reasonable 

disclosures to his or her patient of the reasonably 

foreseeable risks and benefits involved in a proposed 

treatment, and of the available choices.38  Further, using 

New York law as an example, pursuant to article 9 of the 

State Mental Hygiene Law and 14 NYCRR Part 527, Rights 

of Patients, the patient is entitled to and a hospital is 

required to provide information necessary for a patient to 

provide informed consent prior to the start of any 

nonemergency procedure or treatment or both.39  While 

this is straightforward enough, often liability will turn on 

the question of what is a reasonably foreseeable risk?  In 

the SUD context, the question would probably be framed 

like “whether complications from the use of a reprocessed 

SUD could be a reasonably foreseeable risk?”  The FDA, 

supported by the GAO report, would likely argue that the 

use of reprocessed SUDs does not pose any additional risk 

and, as such, a doctor would not have an affirmative duty 

to acquire the patient’s consent.  Yet, reasonable minds 

could, and already have, differed on this legal issue. 

 
Several states, including, New Jersey, Massachusetts, 
Virginia,40 and Utah41 have considered bills in their 

legislatures that would have created an affirmative duty 
to seek informed consent for the use of SUDs in 
treatment, with all of the bills failing to be enacted.  A 
good example of one of these bills is the one that was re-
introduced in the New Jersey State Senate on January 
23rd, 2012.42  This bill would require that a “health care 
facility or health care professional” to “not use a 
reprocessed device in the treatment or care of a patient 
without first having obtained the patient’s informed 
consent”43 in a manner approved by the proposed 
amendment to the statute.  The bill would further require 
that when a patient is admitted or registered for medical 

treatment, representatives of a health care facility, or a 
 



 

 

 

 

 

 

 
 

 

healthcare provider outside of a facility, must provide 
each patient with a written notice and later verbal 
explanations administered by a physician that describe 
the facilities’ policies as to use of reprocessed SUDs and 
the potential risks that can accompany them.  Hospital 
representatives must also “make every reasonable effort 

to ensure that the patient understands the informed 
consent form.”44 
 
This bill, and its siblings in other states, would place a 
heavy burden on hospitals.  These new regimes would 
impose duties on third parties for the utilization, not the 
actual creation, of reprocessed SUDs.  Reprocessors view 
these bills as attempts by the original manufacturers to 
protect their bottom line.  With the apparent support of 
the FDA, which advocates for the use of reprocessed 
SUDs and has found little statistical evidence that 
reprocessing imbues SUDs with additional risk, there may 

be some truth to that claim.  Yet, there are likely many 
people who feel uncomfortable with the idea of a product 
being used in his or her medical treatment that has been 
previously used in another person’s medical treatment.  
Beyond the initial, visceral reaction a person may 
experience, the fact that there could be increased risks, 
despite the relative lack of evidence to prove that claim, 
would turn many patients away from the use of 
reprocessed SUDs.  If a large-scale movement embracing 
patient knowledge and a patient’s right to refuse the 
cheaper reprocessed SUD gained traction, it could strip 
reprocessing of some of its economic viability.  Given the 

obvious economic and sustainability benefits of 
reprocessing, legislatures and courts will have to work a 
delicate balance between the aggregate welfare of the 
medical industry and the individual’s right to control his or 
her medical treatment.  Despite these concerns, until there 
is research that can show reprocessed SUDs indeed carry 
an increased risk, as many original manufacturers would 
have people believe, and until states decide that they 
wish to impose an affirmative duty on health care providers 
to inform patients of the alleged risks of reprocessed 
SUDs, it seems likely that informed consent will remain on 

the back burner in the reprocessed SUD debate. 
 
Conclusion 
 
The legal future of the reprocessing of SUDs is unclear.  
At this point, much of this law is still in its infancy, and 
waits for conclusive evidence that will prove the possible 
risk of reprocessed SUDs.  If that evidence materializes, 
there is no question that the plaintiff’s bar will latch onto 
the claims of products liability and informed consent 
discussed in this article.  When they do, we should expect 
to have more guidance and resolution as to the legal 

questions that remain undetermined. 
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