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Liability Implications for Hospitals of Reprocessing and Reuse
of Single-Use Medical Devices

By Pamela C. Spencer

Concern over escalating healthcare
costs has led many Canadian hospitals
to reprocess and reuse certain medical
devices marketed as “disposable” or
“for single-use only.” This practice
attracted media and public attention in
the summer of 2001 with the release of
the results of a December 2000 survey
by Health Canada which found wide-
spread reuse of single-use devices in
acute-care hospitals across Canada.!
The Health Canada survey also found
that the majority of hospitals practicing
reprocessing and reuse did not have a
reuse committee, nor did they have
written reuse protocols in place for the
majority of the single-use devices cited
in the survey.2 In fact, while it appears
from the 2000 survey data that the
number of reused single-use devices
per hospital has increased substantially
since the last Canadian survey in 1986,
the existence of written protocols has
diminished since that study.3

It appears that reprocessing and reuse
of disposables is taking place in
numerous Canadian hospitals despite
manufacturers’ label instructions
warning against reuse, and in the
absence of recognized data on the
safety and effectiveness of reuse,
except as regards certain devices and
related supplies.# Further, this activity
appears to be taking place in the
absence of clear guidance and direction
from professional associations and
other healthcare stakeholders.>

Given the level of reprocessing and
reuse activity that is reportedly occur-
ring in Canadian hospitals and other
healthcare facilities, it seems an appro-
priate time to consider the legal
implications of this practice. To that
end, I propose in this article to
overview the various theories of legal
liability for hospitals engaged in the
reprocessing and reuse of disposables,

and then suggest a framework for action
to limit exposure to any such liability.

Regulation of Medical Device
Reprocessing and Reuse

The starting point for our discussion is
an overview of how reprocessing and
reuse of disposables is regulated in
Canada.

Canada’s Food and Drugs Act and
Medical Devices Regulations prescribe
legal requirements for manufacturers of
medical devices and regulate the sale,
importation and advertising of these
products. The Medical Devices
Regulations define a manufacturer to
mean “a person who sells a medical
device under their own name, or under
a trade-mark, design, trade name or
other name or mark owned or con-
trolled by the person...” [Emphasis
added] Because the definition hinges
on whether the device is sold, the
Medical Devices Bureau of Health
Canada has taken the position that hos-
pitals which engage in reprocessing and
reuse are not device manufacturers
within the meaning of the Regulations
as the hospital does not “sell” the device
nor does it distribute the device under
its own name or trademark. The one
possible exception to this position is the
case of devices that have been perma-
nently implanted in a patient. The Bureau
has also taken the position that neither
the Food and Drugs Act nor the Medical
Devices Regulations prohibit the “off-
label use” of a device, which occurs
when the disposable is reused contrary
to the manufacturer’s instructions.

Based on its interpretation of the legis-
lation, Health Canada has, to date,
taken the position that it does not have
the authority to regulate the use of
medical devices in a clinical environ-
ment and, by extension, the reuse of
disposables. The use and reuse of med-

ical devices is thus controlled by prov-
incial laws and medical licensing bodies.

It should be noted that, in contrast to
Health Canada’s position, the U.S.
Food and Drug Administration (FDA),
working within the context of the U.S.
regulatory environment for medical
device oversight, has taken the position
that hospitals and third-parties engaged
in reprocessing single-use devices will
be subject to all the regulatory require-
ments currently applicable to original
equipment manufacturers, including
pre-market submission requirements.8
While this action on the part of the
FDA may eventually motivate a change
in the regulatory environment in
Canada as regards reuse activity, from a
risk management point of view, it
should be noted that the FDA
announced this stepped-up oversight
while, at the same time, acknowledging
that there is a lack of clear data that
directly links injuries to reuse.” On this
point, the U.S. General Accounting
Office in its Report to Congressional
Requesters on the safety of single-use
device reprocessing in the United
States, concluded as follows:

“While the evidence shows that
carefully controlled reprocessing of
some SUDs [single-use devices] is
safe, it is also clear that some
SUDs cannot be safely
reprocessed, procedures for safe
reprocessing are not always fol-
lowed, and the limitations of the
information available about SUD
reprocessing argue for monitoring
of the practice.”10

The FDA’s stepped-up oversight of
medical device reprocessing should be
understood in the context of these
comments.

In Canada, concerns over the safety of
reused disposables prompted the
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Manitoba Ministry of Health in
February 1998 to institute a ban of
critical disposables in Manitoba health
care facilities. In response to this ban,
the Deputy Ministers of Health
instructed its Advisory Committee on
Health Safety (ACHS) to set up a
working group to consider the develop-
ment of uniform policies to regulate the
reuse of disposables. While the results
of a commissioned survey on reuse
practices were presented to the ACHS
in May, 2001, to date, the ACHS has
not formally responded to the survey
results. It has however written to the
Canadian Council on Health Services
Accreditation to suggest inclusion of
inspection of reprocessing and reuse
facilities as part of the hospital accredi-
tation process, which is the practice in
the U.S.

Notwithstanding the lack of a clear reg-
ulatory mandate to oversee
reprocessing and reuse activity within
hospitals, Health Canada has been
under pressure from device manufac-
turers, hospitals and other healthcare
stakeholders to take action to stan-
dardize national and provincial policies
on reuse. In response to this pressure,
Health Canada has advised that it is re-
examining its authority to regulate
reuse practices and is developing
options for policies and/or regulatory
policy in this area.!! Hospital reproces-
sors will need to keep an eye on any
developments initiated by Health
Canada in this area.

Theories of Liability for
Reprocessing and Reuse

This discussion of theories of legal lia-
bility for reprocessing and reuse must
be prefaced with the disclaimer that, as
there has been no reported case on this
issue in Canada, my analysis, while
reasonable and based on established
trends in the case law, is ultimately
speculative. The definitive word on the
liability of hospital reprocessors will
have to come from the courts when a
case on this issue presents itself.

With that disclaimer out of the way, we
can move on to consider the theories of
legal liability for hospital reprocessing

and reuse activity. It should be noted
that while the focus of this article is on
liability of hospitals for reuse activity,
in any action alleging damage caused
by reused single-use devices, other par-
ties, including the original device
manufacturer, distributors and hospital
physicians engaged in reuse activity,
may be added to the action.
Additionally, even if the plaintiff does
not join some or all of these parties as
defendants, members of the distribution
chain may initiate indemnification or
contribution action against other chain
members.

of a device in reuse, or infection or other
adverse reaction attributable to the
reprocessing of the reused device, then
the hospital could face liability for breach
of its duty to provide safe facilities.

In assessing whether a hospital’s corpo-
rate actions are negligent or
contributorily negligent in an action
relating to reuse activity, the hospital
will be held to a reasonable standard of
care. As such, a hospital may be found
liable for failing to take reasonable
measures to guard against foreseeable
risks. In considering the hospital’s

Concerns over the safety of reused disposables prompted the

Manitoba Ministry of Health in February 1998 to institute a ban

of critical disposables in Manitoba health care facilities.

(A) NEGLIGENCE

Injuries resulting from inadequate or
inappropriate reprocessing may result
in litigation under tort claims of negli-
gence. To establish negligence, the
plaintiff generally must demonstrate
that:

(1) the defendant owed the plaintiff a
duty of care;

(2) the defendant breached the duty of
care;

(3) the plaintiff was injured; and

(4) the defendant’s breach of duty proxi-
mately caused the plaintiff’s injury.

A negligence action against a hospital

for reuse activity may be based on

either a claim of corporate or institu-

tional negligence or on the basis of

vicarious liability for the actions of the

hospital’s employees.

With respect to corporate liability, it is
an established principle under Canadian
law that hospitals owe a duty of care to
patients to provide proper and adequate
facilities and equipment so as to rea-
sonably ensure patients’ safety.!? This
corporate duty of care also extends to
proper maintenance of these facilities
and equipment, which would include
procedures for handling, sterilization
and reuse of disposables. Therefore, if a
patient is injured by reason of the failure

conduct in a reuse action, the court will
consider the steps taken by the hospital
to ensure that appropriate protocols are
developed and followed in the case of
each single-use device that is to be
reused, to ensure that reuse of the
device is safe and presents no increased
risk of injury or harm to the patient
beyond that inherent in the initial use.

In assessing whether a hospital has met
the standard of care in reusing a single-
use device, the court may look at the
standards in place at other comparable
institutions, as well as at existing pub-
lished clinical research data on the
safety of the device in question. If the
hospital can show that reasonable pro-
tocols have been developed and
followed to ensure the safety of reused
disposables, then the hospital may be
able to avoid legal liability for alleged
corporate negligence.

On the specific issue of the hospital’s
duty to ensure that its policies are
adhered to, in a recent case, the New
Brunswick Court of Appeal, found a
hospital liable in negligence for failing
to adopt adequate measures to ensure
that its medical staff would follow an
internal hospital policy dealing with
physician consultation in the emer-
gency department.!3 The court found
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the hospital liable despite the fact that
the policy at issue had not been for-
mally adopted as a by-law or a
regulation of the Hospital. The efforts
of the hospital to ensure that its
employees and its medical staff follow
hospital policy regarding reprocessing
and ensure may therefore be at issue in
any claim alleging negligence with
respect to reused disposables.

With respect to the data which a hos-
pital may be advance in support of the
safety of a reused disposable, it is
important to underline that while
accepted research data may exist in
support of the reuse of the disposable
in question, the hospital will also be
required at trial to establish that it was
able to duplicate within its facility the
accepted sterilization and other repro-
cessing practices for the disposable. As
such, the hospital will have to produce
data in support of its internal validation
of the safety of its own reprocessing
and sterilization processes for the reused
disposable. The documentation by the
hospital of this data is therefore crucial.

Separate from a hospital’s liability for
its negligent institutional actions, a hos-
pital may also be held vicariously liable
for the negligence of its employees.
That is, the hospital may be held vicari-
ously liable for a tort committed by an
employee acting within the scope of his
or her employment. The employee’s
negligence may be imputed to the hos-
pital, even if the hospital exercised the
utmost care in selecting employees
qualified in device reprocessing, or in
establishing appropriate reprocessing
protocols. The hospital may also be
liable for the failure of an employee to
inspect a reprocessed device prior to
reuse. The imputation of vicarious lia-
bility to an employer is based on social
and policy considerations, the discus-
sion of which is beyond the scope of
this article.!4

(B) INFORMED CONSENT

It is accepted law in Canada that
healthcare providers must obtain the
informed consent of patients prior to
carrying out medical treatment. While

this duty rests principally with the prac-
titioner who plans to carry out the
proposed treatment, there is case law
which suggests that hospitals have an
independent non-delegable duty to
ensure that informed consent is
obtained from patients prior to medical
treatment.!> While the non-delegable
nature of this duty is open to
comment,!6 hospitals should operate on
the basis that they have a duty to put
systems in place, such as protocols and
proper procedures, designed to promote
informed consent as well as a duty to
ensure that these systems are followed.
The failure on the part of the hospital
to implement systems to ensure that
informed consent is obtained and to
ensure compliance with these systems
may result in a finding of negligence
against a hospital in a given action.

pital and its physicians in terms of their
commitment to principles of patient
autonomy.

While there may not be a legal duty on
the part of a hospital to disclose to a
patient that a particular device is being
reused where the hospital has deter-
mined that there is no materially
increased risk in the use of the reused
device, it does not follow that a hos-
pital could mislead a patient where a
direct question regarding reuse is raised
by a patient. It is not unreasonable to
expect that as patients becomes more
aware that disposables are being
reused, certain patients may enquire as
to the hospital’s reuse practices and
may refuse to consent to the use of
reused disposables as part of their treat-
ment. Where a patient informs the
treating physician that he or she refuses

Health Canada has advised that it is re-examining its authority

to regulate reuse practices and is developing options for policies

and/or regulatory policy in this area.

Whether device reprocessing must be
disclosed to a patient as part of the
informed consent process will depend
on the nature of the risk associated with
reuse. If the hospital can establish to
the court through scientific data or
expert opinion that there is no increase
in the level of risk to the patient with a
reused device, then it is reasonable to
proceed on the basis that there is no
need to obtain specific informed con-
sent to the use of the reused device.
Although it would be possible for a
patient to argue that, the fact of
whether medical equipment to be used
in his treatment was reused or not was
of material importance to him, in the
absence of any material increase in
clinical risk with the reused device, it is
unlikely that a court would find that the
treating physician or the hospital had a
duty to disclose that a disposable
device was intended to be used in the
course of treatment. That being said,
the lack of full and frank disclosure
may raise ethical concerns for the hos-

to allow the use of a reprocessed device
in the patient’s treatment, that wish
must be honoured. The patient’s refusal
must then be transmitted to all of the
appropriate persons at the hospital
where the procedure is to be performed.
In addition, in anticipation of potential
patient refusals and potential litigation
surrounding its reuse practices, hospital
reprocessers will need to ensure that
their labelling practices and inventory
management practices are designed so
as to permit physicians to determine
that no reprocessed devices will be
used in a particular procedure. The
logistics component of using
reprocessed devices is an area that may
be overlooked by hospitals in designing
reuse protocols, but it is an area that
merits specific attention.

(c) LiaBiLity To WORKERS ENGAGED IN
REPROCESSING

There is an argument that reprocessing
of single-use devices raises occupa-
tional safety and health concerns on the
part of the hospital on the basis that
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reprocessing may increase the exposure
of workers to blood-borne pathogens or
toxic disinfectants or both. Such
injuries or exposure may result in lia-
bility of the hospital to its employees
under provincial occupational health
and safety legislation.

The fact is however, that while repro-
cessing of disposables does create
additional opportunities for hospital
workers to be exposed to infection,
hospital employees are regularly
employed in sterilizing and repro-
cessing reusable devices. Therefore, the
real issue for the hospital is in ensuring
that safe sterilization and reprocessing
procedures and practices are in place to
ensure worker safety, regardless of
whether the worker is engaged in
reprocessing a reusable or a disposable
device. The safety concerns inherent in
reprocessing should be addressed in the
hospital’s occupational health and
safety standards within the context of
the province’s occupational health and
safety legislation. As well, by bringing
in uniform hospital-wide reuse policies
as discussed below, the practice of
allowing non-trained employees to
engage in the reprocessing of disposables
on an ad hoc basis can be corrected.

(D) PATENT AND TRADEMARK
INFRINGEMENT ISSUES

While there is no reported case in
Canada on this issue, there is one
reported U.S. case in which the appel-
late court recognized that a
manufacturer may be able to assert an
action for patent infringement and
inducement to infringe against a
reprocessor of medical devices. There
is also the possibility that a manufac-
turer could bring an action against a
hospital reprocessor on the basis of
trademark infringement.

Developing a Reuse Program
in Your Hospital

As discussed above, hospitals engaged
in reprocessing are exposed to liability
under various legal theories in actions
alleging injury caused by the reuse of
single-use devices. Existing hospital
reprocessors and hospitals contem-

plating the reuse of disposables should
therefore consider taking steps to
reduce their potential liability. While
there is no certainty that by following
the steps suggested below that a hos-
pital will avoid liability in a reuse
action, adherence to these steps would
likely be considered favourably by the
courts.

1. The first step is for senior manage-
ment to commit to the development
of an internal policy on reuse, even if
it ends up being a statement forbid-
ding reuse practices. A uniform,
hospital-wide policy should ensure
that reuse decisions are made on a
consistent and rational basis
throughout the institution. Once
developed, the hospital’s reuse policy
should receive Board approval and
senior management should imple-
ment adequate measures to ensure
that it is adhered to internally.

2. A multidisciplinary Reuse
Committee should be established to
lead the development of the hos-
pital’s reuse program. Since the final
decision to reuse a given disposable
will be based on many factors,
including economic, clinical and
risk-management factors, the
Committee should bring together the
necessary expertise of representatives
from biomechanics, infection control,
materials management and finance in
order to assess the safety of the reuse
of individual disposables. The hos-
pital’s risk manager and in-house
counsel may also be valuable
Committee members.

3. Inits Terms of Reference, the Reuse
Committee should be charged with
identifying the information required
and the approval sequence from indi-
vidual departments to the Committee
for devices being proposed for reuse.
The required information can be cap-
tured in an Impact Analysis
Worksheet to be completed by the
head of the department proposing the
reuse of a disposable and submitted
to the Reuse Committee for consider-
ation. The Worksheet should have
attached to it copies of actual reports

that document evidence as to the
safety of reuse of the device.

. In making its determination to

approve the reuse of a particular
device, the Reuse Committee will
first consider the data analyzing the
clinical assessment of risk to the
patient from reuse of the disposable.
Unless the Committee is satisfied,
based on the validated data presented
to it, that there is no material increase
in the level of risk to the patient with
a reused device beyond the risks
inherent in the initial use, then the
Committee should refuse to approve
of the reuse request. Establishing the
clinical safety of each device that is
proposed to be reused is the
threshold question for the
Committee. The clinical safety data
should also establish the expected
life of the disposable, i.e., the
number of times the disposable may
be safely reprocessed before it should
be disposed of.

. Assuming that the Reuse Committee

is satisfied with the risk assessment
of reuse, the decision to approve the
reuse of a given disposable should be
based on an analysis of the following
factors:

i) have safe and effective cleaning
and sterilization procedures been
validated and implemented?

ii) what procedures are in place to
ensure that the cleaning and steril-
ization processes are properly
documented?

With respect to sterilization proce-
dures, the FDA Reuse Guidelines
requires that hospital reprocessors
maintain documentation to show that
the sterilization equipment has been
installed correctly and operates as
intended. Hospital reprocessors are
also required to maintain documenta-
tion showing that the sterilization
process has been validated as being
effective in achieving sterility
without adversely affecting the
devices, as well as documentation for
process control procedures and data
to prove that for each run the specifi-
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cations for sterilization parameters
have been met.

iii) have employees received proper
training in reprocessing?

iv) is there financial data to support
that the reprocessing and reuse of
the disposable is cost -effective?
Since the rationale for the reuse of
disposables is to save money, the
department proposing reuse should
include a cost comparison of the
total costs involved in reprocessing
the disposable as against the costs
of buying and disposing of replace-
ment disposables. Reprocessing
costs for a given disposable may
include costs associated with
employee training, capital equip-
ment requirements, equipment
maintenance and upgrading. steril-
ization, storage, record keeping for
all reprocessed devices, and quality
assurance. Reprocessing may also
result in increased insurance or legal
costs. The financial data may estab-
lish that it is not cost-effective for
smaller hospitals to reprocess their
disposables.

v) are there procedures in place to
ensure that new data establishing
the safety of the device will be
received and presented to the Reuse
Committee in a timely fashion?

As part of its ongoing oversight of
the hospital’s reuse practices, the
Reuse Committee should periodi-
cally review and update its reuse
policies and procedures to ensure
adherence to any new guidelines or
recommendations at the technical
level, as well as any regulatory
changes. The Committee may also
consider implementing pre-use
inspections.

Finally, the Reuse Committee should
the implications of outsourcing the
reprocessing of disposables to third
party device reprocessors. Given the
certification process now in place for
U.S. third party reprocessors of med-
ical devices, there may be an
advantage to hospitals in outsourcing
this activity, particularly now as U.S.

reprocessors express an interest in
the Canadian marketplace.

Conclusion

Hospitals engaged in the reprocessing
and reuse of disposables are exposed to
legal liability under various legal theo-
ries, and should therefore take steps
with the aim of reducing their expo-
sure. While there is no guarantee that
by taking the steps suggested in this
article hospitals will avoid liability in a
reuse action, these steps could go a
long way in that regard.
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