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■■ The trend of manufacturing single-use medical devices and supplies is paralleled 
by another trend—attempting to clean and reuse these single-use medical devices 
and supplies for other patients.

■■ This practice carries significant risk to the patient. 

■■ These devices and supplies are often complex in design, and cleaning efforts, either 
by hospitals or third-party reprocessors, may be inadequate. 

■■ Reprocessing and reuse may compromise the product’s performance, and the 
 manufacturer is not liable when a product is not being used according to the man-
ufacturer’s instructions. 

■■ In response to this threat, Joint Commission International (JCI) accreditation 
standards for hospitals define very strict requirements for hospitals considering the 
reuse of single-use medical devices and supplies. The standards include detailed 
procedures, monitoring, and follow-up on adverse patient events which may be 
linked to this practice.

■■ This white paper aims to raise awareness of this threat to patient safety among 
health care leaders, clinicians, and health care purchasing agents worldwide and 
to educate and encourage health care organizations to understand the risks when 
considering this practice and the JCI requirements. 

Executive Summary
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Introduction
A history of the development of medical devices 

To supplement the skill of physicians, nurses, and 
other care providers, medicine has relied on vari-
ous medical devices as essential tools to support the 

treatment, cure, or mitigation of disease. Before the 1970s, 
most medical devices were considered reusable, because being 
made of rubber, glass, or metal, and usually cleaned with a 
cleaning solution and wiped down, they were ready for use 
in the next patient. Some medical devices and supplies were 
cleaned by steam sterilization for those compatible with this 
process.1,2 Beginning in the 1970s, manufacturers began to 
produce medical devices designated as “single use,” due to 
demand by health care organizations, the complexity of newly 
designed devices, and the introduction of ethylene oxide ster-
ilization. Sterility is essential to prevent harm associated with 
the use of many medical devices, and most single-use devices 
are sterilized with ethylene oxide or gamma or electron beam 
radiation.3 Medical devices continue to become more com-
plex and require intricate engineering design. However, this 
complexity is not always easy to appreciate, and many in the 
health care world regard these single-use devices as resem-
bling very closely their reusable counterparts.1

Definitions of reusable devices and  
single-use devices 

It is important to understand the meaning of the terms 
reusable devices and single-use devices. As the United States 
(US) has become the primary government to regulate these 
devices, the US Food and Drug Administration (FDA) defi-
nitions are important to note. The FDA defines reusable med-
ical devices as those “devices that health care providers can 
reprocess and reuse on multiple patients.” The FDA uses the 
classification conceptualized by Earle H. Spaulding almost 50 
years ago for reusable instruments based on their risk of trans-
mitting infection and according to the areas of the body in 
which they will have contact: 

■■ Critical devices, such as surgical forceps, come in contact 
with blood or normally sterile tissue.

■■ Semi-critical devices, such as endoscopes, come in con-
tact with mucus membranes.

■■ Non-critical devices, such as stethoscopes, come in con-
tact with unbroken skin.4,5

After thorough cleaning, these devices can be subjected 
to high-level disinfection or sterilization between individ-
ual patient use. The devices are made of materials that can 
withstand repeated cleaning, disinfection, and sterilization. 
Manufacturers must also assure that it is possible, through the 
sterilization process, to remove all infectious and bio debris 
from one patient that may harm the next patient. The FDA 
defines a single-use device, also known as a disposable device, as 
one which is “intended for use on one patient during a single 
procedure . . . and is not intended to be reprocessed (cleaned, 
disinfected/sterilized) and used on another patient.”6

Reasons for reprocessing single-use devices
The trend toward single-use devices has been matched 

by the trend to reprocess single-use devices. In part, this 
was the result of health care organizations seeking cost sav-
ings by reprocessing instead of using a single-use device once 
and then discarding. Some claim environmental advantages, 
arguing that reusing a single-use device is “greener,” result-
ing in less regulated medical waste. Medical waste contrib-
utes to landfills and has considerable costs associated with 
proper disposal. Admittedly, many health care organizations 
have seen that reusable and single-use devices might, on the 
surface, appear to be almost identical, and suspect that sin-
gle-use devices could be reused with no patient harm, if prop-
erly reprocessed. Indeed, health care organizations around 
the world have made the decision to reuse single-use devices. 
Perhaps the strongest argument to support reusing single-use 
devices comes from developing countries and countries with 
limited resources, where the costs of health care can be pro-
hibitively unaffordable to the typical patient. Reusing single- 
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use devices can substantially lower the cost of a single pro-
cedure and make it feasible for a segment of the population 
that might not otherwise be able to afford it. Often, countries 
with limited resources cannot depend on access to supplies 
and devices when they need them, and they may regard reuse 
of single-use devices as a way to ensure availability of neces-
sary supplies. 

The process of single-use device reprocessing
Single-use medical device reprocessing entails disinfect-

ing, cleaning, sterilizing, packaging, labeling, and storing a 
used or opened package of a medical device to be placed into 
service again.7 Reusing single-use medical devices has been 
happening since the late 1970s.8 Single-use medical devices 
can be reprocessed within health care organizations or by out-
side vendors, also known as third-party reprocessors, which 
emerged in the late 1990s. In the US, the FDA conducted a 
thorough review of this issue in 1999 and 2000 and released 
a document that provided requirements for reprocessed 
devices. Specifically, the FDA requires third-party reproces-
sors to meet the same criteria for the reprocessed devices as 
the original equipment manufacturers must meet for the 
original device.6 After implementation of the FDA regula-
tion, the US Congress formalized these standards and other 
requirements in the Medical Device User Fee Act of 2002.9 
The outsourcing of reprocessing to these third-party compa-
nies may present an advantage to hospitals and other health 
care organizations that may not be able to reprocess devices 
adequately or that have downsized their own sterilization, 
disinfection, and cleaning departments with the advent of  
single-use devices. 

The purpose of this white paper
This white paper’s intent is to share the available data on the 

complex issue of reusing single-use devices and provide strat-
egies for health care organizations that want to evaluate the 
option of reusing single-use devices. The Joint Commission 
International standards for accreditation of hospitals provide 
a framework for hospitals deciding whether or not to reuse 
single-use devices. 

The Complexities of Reusing Single-Use  
Medical Devices 
The medical devices used today are engineering marvels, with 
intricate materials, parts, and passageways. When a device is 
labeled as single use, the manufacturer is claiming its safety 
for use only once. To reprocess such a device after it has been 

used, one must ensure that it is sufficiently clean or sterile 
and properly functioning, and will not pose a risk to the 
patient for whom it is used. Many of the processes required 
to ensure that the device is safe and suitable for its intended 
purpose cannot be demonstrated by the reprocessor, and as a 
result, many single-use devices are reused without being ade-
quately evaluated. This may then result in an increased risk 
to patients. 

Azizi and Basile sought to understand whether current 
processes for cleaning medical equipment were effective and, 
if contaminants were left behind, what kind they were. They 
note that many devices are hard to clean, such as septorhino-
plasty sets due to the cannulae within the devices, and cor-
onary suctions due to the cannula shape. The authors, for 
the purposes of the study, narrowed their analysis to suctions, 
since they are often contaminated with a variety of debris 
materials.10 They also identify other difficult-to-clean devices 
in Table 1, above.

Azizi and Basile noted that each device has unique chal-
lenges to cleaning and verification of cleanliness. With the 
exception of visible bioburden (for example, blood, tissue), 
it is virtually impossible to visually inspect the critical sur-
faces of a device to confirm that all contaminants have been 
removed. Other cleaning verification methods are needed, 
but there are often limitations to cleaning staff being able to 
perform this verification due to lack of staff training, lack of 
laboratory equipment, and time constraints. How can test-
ing be performed rapidly and reliably? While some tests are 
commercially available, these tests are often not able to con-
firm the presence of or type of debris. Even with a variety 

Table 1. Difficult-to-Clean Devices 

• Cannulae in septorhioplasty 
set

• Cornary suctions
• All ear trays, suctions, 

and very fine, delicate 
instruments

• Flexible scopes, 
gastroscopes, and 
bronchoscopes

• Defibrillator paddles
• Lenses

• Trivex system
• Drills
• Gamma nail sets
• Saws
• Extract All set
• Kerrison Rongeurs
• Spring-loaded drill guides
• Bipolar forcepts with  

delicate tips
• Tympanomastoid set
• Orthopedic reamers

These medical devices are just a few of those identified as being 
the most difficult to clean.

Source: Azizi J, Basile RJ. Doubt and proof: the need to verify the 
cleaning process. Biomed Instrum Technol 2012 Spring; Suppl:49-54. doi: 
10.2345/0899-8205-12.1.49. Used with permission.
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of tests to confirm whether organic matter, protein matter, 
blood matter, or other residue is still present after processing, 
it isn’t until the devices are actually opened up that staining 
can be observed, suggesting that residue unable to be con-
firmed with the many tests is still present in the devices. See 
Figure 1, at right, for a photograph of an opened device show-
ing staining or residue. 

The World Health Organization (WHO) and the Pan 
American Health Organization note additional concerns 
about reprocessing single-use devices, including the following:

■■  Single-use devices may not be designed to allow thor-
ough decontamination.

■■  Reprocessing may alter device characteristics, and per-
formance may be compromised as a result.

■■  Single-use devices do not undergo extensive testing val-
idation and testing for reuse.

■■  Single-use devices may cause cross-infection due to 
design (for example, fine bores of tubes).

■■  Some materials can absorb certain chemicals, which 
can gradually leach from the material over time.

■■  Chemicals may corrode or change device materials.
■■  Device material may experience stress during reuse and 

may fail, stretch, or break.
■■  Inadequately cleaned equipment can carry bacterial 

endotoxins, which remain after bacteria are killed.11 

Health care organizations should consider additional tech-
nical issues when deciding to reprocess single-use medical 
device, such as the following:

■■  What are the effects of cleaning, disinfecting, and ster-
ilization on the function of the device?

■■   Can reprocessing change the design specifications of 
the device? 

■■  How can the reprocessor confirm that reprocessing has 
not changed the device’s functionality or performance? 

■■  If an issue is identified with a reprocessed device, is 
there a way to trace that device to the patient on whom 
it was used? 

■■  If a patient experiences an adverse event that can be 
linked to a device, is it possible to trace the device to 
the patient or vice versa to determine which device the 
patient received? And how are the individual devices 
identified? 

A hospital or other health care organization that repro-
cesses or uses reprocessed single-use devices needs to develop 
detailed procedures to mitigate the risks. How will a decision 

be made as to whether a device will be accepted for reprocess-
ing? What will the criteria be for making this decision? How 
will the risk to patients be determined as part of this deci-
sion process? How many times can a device be reprocessed 
before it is discarded? How will each use be tracked? Detailed 
reprocessing protocols, standard operating procedures, and 
associated quality systems must be in place to confirm that 
the reprocessing work is performed correctly and in a stan-
dardized manner. Protocols must direct quality control activ-
ities, including collecting metrics associated with the quality 
of the process and the performance of the device post-repro-
cessing. A device that has been reprocessed should be labeled 
as a reprocessed device, but also with an identifier that allows 
forward and backward tracing if a specific device is recalled. 
The identifier can be used to track the number of reprocessing 
events the device has gone through in order to count when 
these events reach the pre-determined limits established by 
the organization. 

It should be noted that the use of a reprocessed device pres-
ents no value to the patient or the physician. The reprocessed 
device should be labeled as such, with the reprocessing orga-
nization identified as the manufacturer. Consideration should 
be given as to whether the patient has the right to know if a 
reprocessed single-use device will be used (and the opportu-
nity to consent or object to its use). It could be argued that 
patient consent may not be needed if effective protocols are 
in place to ensure patient safety. Informing the patient may 

Figure 1. A suction tip cut open lengthwise to illustrate ample internal 
debris and staining (arrows, B), not visible on the outside of the device (A). 
Note the characteristics in the design that make the instrument virtually 
impossible to clean.

Source: Azizi J, Basile RJ. Doubt and proof: the need to verify the 
cleaning process. Biomed Instrum Technol 2012 Spring; Suppl:49-54. doi: 
10.2345/0899-8205-12.1.49. Used with permission.
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cause undue worry. However, it could be argued that, with-
out patient consent, the organization that allows single-use 
devices to be reprocessed is engaged in hidden cost-savings 
measures that take away the patient’s right to decide on the 
issue. Some argue, too, that the physician should be aware of 
when a single-use reprocessed device is being employed and 
should also consent to its use.12,13,14

Variation in country regulations
Once a country or region defines the regulations for reuse 

of single-use medical devices, the legal requirements become 
clearer. In the US, the FDA regulates which single-use devices 
can be reprocessed and has designated 70 such devices.15 In 
addition, the Medical Device User Fee and Modernization 
Act of 2002 requires that all single-use devices prepared for 
reuse in the US must be labeled as reprocessed and indicate 
the reprocessor. Validation data must be submitted for many 
types of single-use devices that are reprocessed. Also, under 
this Act, the reprocessed medical device is considered the 
product of the reprocessor, and no longer the product of the 
original equipment manufacturer. With that designation is 
the assigned liability of the product.11 

Health Canada, Canada’s department of the government 
responsible for national public health, has the authority to 
regulate medical devices, including manufacturing; however, 
provincial and territorial health agencies have the power to 
develop their own policies and guidelines related to repro-
cessing single-use medical devices. There is great variation 
from one province or territory to another. In February 2015, 
Health Canada stated that all commercial reprocessors that 
distribute devices to Canadian health care facilities would 
be required to meet the same regulatory requirements as the 
original manufacturer, regardless of whether they are repro-
cessed in Canada or outside Canada.16

In 2003, Australia required hospitals and third-party 
reprocessors of single-use medical devices to conform to the 
same regulatory standards as the original manufacturer and to 
demonstrate that reprocessed devices are equally safe and per-
form as well as the original manufactured device.17 

In Europe, the European Union (EU) does not regulate 
the reprocessing of single-use medical devices, and therefore 
each country within the EU legislation regulates this practice. 
Germany allows in-house and third-party reprocessing, but 
institutions must conform to German regulations on repro-
cessing, which require the implementation of a quality man-
agement system. In the United Kingdom, the Medicines and 
Healthcare Products Regulatory Agency advises against repro-
cessing and advises of legal responsibilities for organizations 

who prepare single-use devices for reuse. In France, the reuse of 
single-use devices is considered “off label” and therefore illegal. 

In the Middle East, Asia, and Africa, the practice of repro-
cessing is not regulated. Most reprocessing of single-use 
devices is performed by hospitals because of the lack of third-
party reprocessors.18 

In the US, device manufacturers provide directions for use, 
or instructions for use (IFUs), to ensure that a practitioner 
who is licensed by law to administer the devices uses them 
safely and for their intended purpose.6 Labeling and IFUs 
must conform to FDA requirements. The user must review 
the labeling and IFUs of reprocessed single-use devices care-
fully and compare these to labeling and IFUs from the orig-
inal manufacturers. Users of reprocessed single-use devices 
may not be aware that IFUs can be modified by the repro-
cessor. Users of reprocessed single-use devices may also not 
be aware of limits placed on the use of the device, which may 
not be the same as the single-use device purchased directly 
from the original manufacturer.20 Depending on laws and 
regulations that govern the processing and use of single-use 
devices in specific countries, the oversight of this documenta-
tion can vary. It is important to understand what reprocessors 
are required or not required to do, according to national and 
local laws. 

A Scan of the Literature: Are There Data to 
Support or Prohibit the Reuse?
There is a paucity of data that clearly demonstrates harm 
associated with the use of reprocessed single-use devices. This 
may be due to the fact that if reporting processes for adverse 
events exist, they are often voluntary and therefore may not 
capture all events. There is also a very limited number of peer- 
reviewed studies that have reported on reprocessed single-use 
devices. Much of the data that are available are from indus-
try-funded studies. These include studies on the use of repro-
cessed devices in orthopedic and laparoscopy surgery, and 
they found a significant rate of physical defects, per formance 
issues, and insufficient decontamination of reprocessed  single- 
use devices.20–24 

Mues et al compared the performance of new and repro-
cessed laparoscopic trocars, using visual and microscopic 
inspection, force of trocar insertion and removal through a 
porcine wall, trocar seal leak rate determination, and testing 
of blade shield speed measures. Their sample size included 
328 reprocessed trocars and 199 new trocars. The researchers 
found that there were significant differences in visual trocar 
defects, and demonstrated significant differences in perfor-
mance of the trocar, as evidenced by leakage results, shield 
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response times, and differences in force required to insert and 
remove the devices.25

Bhatia et al in India, in a prospective independent evalu-
ation, studied ten endoscopic ultrasound aspiration needles, 
designated as single-use devices, which were used once and 
then reprocessed using a standard protocol. These devices 
were selected for study because they are often reprocessed in 
many parts of the world. Bhatia et al demonstrated that even 
after rigorous mechanical cleaning and sterilization attempts, 
there remained significant bioburden. They concluded that 
it is impossible to adequately clean and sterilize endoscopic 
ultrasound aspiration needles and that they should not be 
reprocessed.26 

Several other researchers have attempted to determine 
whether clinical outcomes are affected in patients who receive 
reprocessed single-use devices by conducting meta-analyses of 
other published reports.27,28 The researchers who performed 
the literature reviews and analyzed the published reports 
complained of the poor quality of most of the studies and 
the difficulty of comparing outcomes among different types 
of single-use devices. Some studies found no measurable 
 differences between outcomes in those who received a new 
single-use device or those who used a reprocessed single-use 
device. Other studies found inconsistent differences. 

Researchers who studied the reuse of cardiac pacemak-
ers and implantable cardioverter defibrillators (ICDs) found 
that the devices continued to perform adequately in their 
second life and that the battery was sufficient for this reuse. 
The results focused on the function of the devices; the risk 
of transmitting infection was not addressed.29,30 Conflicting 
results were reported by Pantos et al who reviewed a number 
of studies on reuse of various single-use devices for cardiac 
procedures. Because of conflicting results, there was concern 
about reuse of percutaneous coronary intervention catheters, 
while other devices such as pacemakers and ICDs were con-
sidered more safely reused.31 Soman et al reported on five 
cases of infective endocarditis with rapidly growing mycobac-
terium in patients who were known to have had intravascu-
lar stent placement which involved reprocessed percutaneous 
transluminal angioplasty balloon catheters.32 

There are some single-use devices that should never be 
reused on other patients, such as needles and syringes. Yet in 
some parts of the developing world, these items are frequently 
reused. In 2008, WHO estimated that unsafe injection prac-
tices resulted in the 340,000 human immunodeficiency virus 
infections, 15 million hepatitis B infections, 1 million hepa-
titis C infections, and 850,000 injection site abscesses world-
wide. As a response to these statistics, WHO launched the 

Safe Injection Global to work with local communities to pro-
mote safe injection practices.33 

Joint Commission International (JCI) 
Standards for Reuse of Single-Use Devices
JCI promotes safe practices through its standards in the 6th 
edition of the Joint Commission International Accreditation 
Standards for Hospitals. A chapter in the manual, “Prevention 
and Control of Infections,” includes specific requirements 
when single-use devices are reused. Standard PCI.7.1 requires 
that if single-use medical devices are reused in the hospital, 
a hospital policy must be created which guides such reuse. 
When national laws or regulations exist, the policy must be 
consistent with these as well as professional standards. JCI 
also requires the hospital to identify which single-use devices 
it will allow to be reused—again, this needs to be specified 
in official hospital policy. The value of this policy is that it 
transmits expectations to all in the organization who must be 
familiar with the hospital’s decisions on this topic. A hospital 
policy will create a standard interpretation of the hospital’s 
decision on what is allowed, supporting the correct imple-
mentation of the policy throughout the organization. 

JCI also requires that the hospital develop and implement 
a process for determining when a single-use device is no lon-
ger safe or suitable for reuse. This may entail some type of 
testing or inspection of the device. While a hospital may limit 
the number of times that a single-use device can be repro-
cessed and reused, there should be a process for evaluating 
each device that is reprocessed to determine if there are safety 
or performance concerns. This places a strong responsibility 
on the hospital that decides to allow reprocessing of single- 
use devices. 

Prevention and Control of Infections standard PCI.7.1 
also requires that the hospital has and follows a clear proto-
col for cleaning, disinfecting and sterilizing each single-use 
device which is reprocessed. Ideally, the protocol should be 
device specific and provide explicit instructions as to how 
these processes should be carried out. Detailed protocols cre-
ate a correct and standard work process that reduces the risk 
of variation. 

Of course, devices can fail, whether they are single use 
or reusable. Because of concerns that reprocessed single-use 
devices may be at higher risk for failure, it becomes import-
ant to be able to trace an adverse outcome related to device 
failure if that device was a reprocessed single-use device. The 
hospital needs to be able to confirm which patient received a 
single-use device that was reprocessed. JCI standard PCI.7.1 
therefore requires hospitals to develop and follow a process 
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for identifying patients on whom reusable medical devices 
were used. JCI then expects that these patients will be tracked 
or followed if an adverse event or outcome occurs. The final 
requirement of standard PCI.7.1 is that the hospital must 
analyze the adverse event data and use the results to identify 
and implement improvements. 

Standard PCI.7.1 references two other relevant JCI stan-
dards. These two standards direct the collection and analysis 
of data relating to adverse events or outcomes in patients who 
receive reprocessed single-use devices.34 Access to Care and 
Continuity of Care (ACC) standard ACC.6 focuses on iden-
tifying risks for infection during transportation of patients, 
medications, and supplies and taking steps to prevent trans-
mission of infection. For example, used single-use devices 
might be packaged for transport to the reprocessing facility 
in a manner that could result in the acquisition or transmis-
sion of infectious contaminants. Quality Improvement and 
Patient Safety (QPS) standard QPS.8 directs how hospitals 
collect, analyze and use data to improve the quality and safety 
of patient care. In particular, the standard requires that hos-
pitals gather and analyze data on health-care associated infec-
tions and infectious disease outbreaks, which are risk points 
for the reuse of single-use devices. 

Strategies for Decision-Making
This white paper aims to improve understanding of the com-
plexities and risks of single-use device reprocessing. Each hos-
pital must make a formal decision as to whether it will or 
will not allow the reprocessing of single-use medical devices. 
Without a formal decision by the hospital as a whole, the hos-
pital is at risk for the decision to be made by unauthorized indi-
viduals within the organization, and such decisions could place 
the hospital and patients being treated at considerable risk. 

Understanding the laws pertaining to reuse of single-use 
devices in the locations where the hospital provides patient 
care services is an important first step. Depending on the 
country, laws may or may not exist that apply to these prac-
tices. Some countries allow reprocessing, but require the 
reprocessor to assume considerable responsibility for the 
safety and functionality of the final device, with significant 
liability in the event of failure. The hospital must consider its 
options for reprocessing and reusing single- use devices very 
carefully. If third-party reprocessors are available to serve the 
needs of the hospital’s reprocessing, the hospital must per-
form due diligence of the reprocessor to evaluate the business 
and operating procedures by which the devices are repro-
cessed. Table 2, at right, provides some questions that should 
be asked during such due diligence. Please note that these 

questions emanated from the US FDA, but have been revised 
for international use.

If a hospital wants to perform in-house reprocessing, it 
should critically evaluate the strengths of its cleaning, disinfec-
tion, and sterilization department, procedures, and personnel. 

JCI-accredited hospitals or those pursuing JCI accredi-
tation need to ensure their compliance with the applicable 
JCI standards discussed in this white paper. JCI also requires 
compliance with country laws and professional standards. 
Hospitals that wish to reuse single-use devices may establish 
internal requirements that are stricter than country laws, pro-
fessional standards, or JCI standards. This is their prerogative. 
In this case, JCI surveyors will survey the hospital to its own 
standard. (JCI surveyors always survey to the strictest require-
ment, whether that is the hospital’s policy, the JCI standard, 
or the country’s laws.) 

A hospital should carefully consider which types of sin-
gle-use devices to be reused and the processes for confirming 
that they are safe and effective after reprocessing. Detailed 
standard operating procedures, or protocols, as well as spe-
cialized training and competency assessment prior to allow-
ing staff to perform these duties, are essential foundational 
elements of an in-house reprocessing program that will sup-
port highest levels of practice. It is also critical that the hos-
pital has a tracking process to trace a device to a patient and 
vice versa. 

As data continue to be collected on this topic, it is import-
ant to keep abreast of new developments published in the 
medical, engineering, instrumentation, infection prevention 
and control, or other related professional publications. For 
instance, Canada Health, in collaboration with the Canadian 

Table 2. Recommended Questions to Ask Potential 
Third-Party Reprocessing Vendors35 

 ➤ Has the reprocessing facility been inspected by an authorized 
governmental agency?

 ➤ Which government authority has approved the reprocessing 
facility to reprocess single-use devices? Can documentation 
of this approval be provided? 

 ➤ Which aspects of the reprocessing process have been 
validated? 

 ➤ Does the reprocessing facility have limits on how many times 
items can be reprocessed?

 ➤ How are those limits determined? What process is in place to 
make sure those limits are not exceeded? 

Source: Adapted from Frequently-Asked-Questions about the 
Reprocessing and Reuse of Single-Use Devices by Third-Party and 
Hospital Reprocessors; Final Guidance for Industry and FDA Staff. Food 
and Drug Administration. July 6, 2001.

http://www.jointcommissioninternational.org
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Healthcare Association (CHA), published some additional 
recommendations for hospitals considering the merits of reuse: 

A quality system for reprocessing single-use devices 
should include the following components:

1.  A reuse committee including members from the facil-
ity with responsibility for administration, risk manage-
ment, epidemiology, infection prevention and control, 
biomedical engineering, medical device processing and 
procurement, medical departments and accounting. 
The committee should establish policies, ensure that 
protocols exist for each reprocessed device, and mon-
itor adherence to approved procedures.

2.  Written reprocessing procedures for each type of sin-
gle-use device.

3.  Validation of the effectiveness of reprocessing proce-
dures to ensure both sterility and functionality of the 
device.

4.  Quality assurance. This includes monitoring of con-
trol points and quality indicators, regular sampling and 
inspection of devices, and a periodic review of external 
factors that could affect the safety or function of repro-
cessed devices, such as changes in hospital use practices, 
changes in the supplier of the device, or changes in the 
design or materials of the device.36

The WHO provides the following additional recommen-
dations11: 

■■  Health care organizations must have written policies on 
single-use medical devices:

■■  Critical and semi-critical medical devices labelled as sin-
gle-use are not reprocessed and reused unless a licensed 
reprocessor does the reprocessing.

■■  Devices that cannot be cleaned safely should not reused 
(for example, burrs).

■■  Reusable devices with small lumens, such as catheters, 
drains, and fine cannulae, should be deemed single-use 
only and not be reprocessed and reused.

■■  Devices owned by the patient that are reused in his or 
her home must be adequately cleaned before reuse.

■■  Home care organizations may consider reusing single- 
use, semi-critical medical devices for a patient in his or 
her home when reuse is safe.

■■  The health care organization has a written policy and 
procedure on single-use device reprocessing.

■■  Single-use critical and semi-critical medical devices are 
considered disposable and discarded at point of use, 
except when reprocessed by an approved third party 
reprocessor. 

Conclusion
The decision to reprocess and reuse single-use devices is 
complex, with little or poor data to provide clear direction. 
Hospitals considering this practice must understand the limita-
tions of reprocessing and its risk to patients. Understandably, 
JCI standards about reusing single-use medical devices are 
exceptionally stringent because of the risk of patient harm. 
More and more countries around the world are incorporating 
language about reprocessing and reusing single-use items in 
regulations and oversight. It is important to remember that 
patients come to the hospital for care and surrender them-
selves with trust and a lack of knowledge of these types of 
issues. The hospital must advocate for practices in the best 
interest of patients. 
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