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Executive Summary
A single use device (SUMeD) is a medical device intended to be used only once and then

disposed of after use. The reuse of single use devices is the practise of reprocessing the

device for use on another patient. Reprocessing consists of cleaning, sterilizing and

repackaging the used SUMeD. MEDEC, Canada’s Medical Device Technology Companies

advocates that SUMeD’s should not be reused.

A single use device is not designed for reuse and is strictly against the manufacturer’s

recommendations. The manufacturer does not guarantee the sterility, functionality or

quality of the device after it has been reprocessed. Reuse of SUMeD’s carries risks to the

patient such as transmission of serious infectious disease or injury resulting from failure.

Reuse is prevalent in Canadian hospitals. Studies have shown there is virtually no

validation undertaken by hospitals to determine if reprocessing is safe. Other studies 

have shown reprocessed devices to be contaminated and subject to physical defects. 

This represents a serious risk to patient safety. The heightened concern over infectious

disease and breakdowns in infection control in Canadian hospitals should be cause for

concern when dealing with products that should be discarded after one time use.

Single use devices evolved from a time when hospitals asked for disposable products 

to cut down on reprocessing costs and risks of infection. Over time, hospitals began

reprocessing and reusing single use devices in response to financial pressures to contain

costs. As reuse increased, hospitals began asking for reusable versions or instructions 

on how to clean and sterilize the single use device. 

Reusable versions of single use devices are not possible for many complex devices due 

to the materials used and intricacy of design. Manufacturers cannot legally issue

instructions for cleaning and sterilizing a product labelled single use and still remain

compliant with federal regulations. Some proponents of reuse believe manufacturers

should be required to validate why an SUMeD cannot be reused. This is a pointless

exercise since no manufacturer is required under law to demonstrate what a device

cannot do. 

Reuse is not regulated in Canada but other countries have developed regulatory

frameworks. In the US, the Food and Drug Administration (FDA) regulates hospitals and

third party reprocessors. Some European countries and Australia have regulations or

policies either warning or outright banning reuse. Private organizations known as third

party reprocessors offer services to hospitals for cleaning, sterilizing and testing used

single use devices. These US-based companies are regulated in the US but not in Canada.

Devices that have not been approved in the US may still be sold in Canada, raising

questions of patient safety.

Compliance with a foreign government’s regulatory requirements as a means of

demonstrating continued safety and effectiveness following reprocessing is unacceptable.

Original equipment manufacturers cannot gain access to the Canadian market with a

foreign governments’ regulatory clearance; they must obtain Health Canada approval. 

The same rules must apply to reprocessors.
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Third party reprocessors claim to validate whether a single use device can be reprocessed

and reused safely by testing and inspecting the product. However, they do not have access

to the original equipment manufacturer's design and performance specifications. They

are not required to perform validation studies or trials in the same manner as original

equipment manufacturers thus raising questions about the continued safety and

effectiveness of the product. For this reason, Health Canada should regulate third party

reprocessors and subject them to the Medical Devices Regulations and the Food and

Drugs Act. Furthermore, the third party reprocessor should be required to remove any

identifying feature of the original device such as trademark or tradename. 

Reprocessing single use devices carries with it risks of inadequate cleaning and

sterilization and product degradation. Studies have shown that reprocessing either

internally by hospitals or by third party reprocessors does not result in a safe product.

Reprocessed devices have been shown to remain contaminated with blood and tissue

and even suffer failure. This presents a serious risk to patient safety.

The economic arguments for reuse must be weighed against the costs to undertake

validation to industry standards, and the costs of using third party reprocessors. There

are also questions of legal liability and responsibility. Manufacturers of single use

devices may have a duty to warn users against reusing their products and hospitals may

be liable for injuries caused by failure of a reprocessed single use device. Patients may

not be aware that a reprocessed single use device is used on them, raising questions 

of informed consent. 

Provincial governments should direct hospitals to cease reuse. If such a directive is 

not issued and hospitals continue to reuse single use devices against manufacturer's

recommendations, Health Canada should regulate reuse. This means hospitals should

be required to validate the reprocessing of SUMeD’s. If hospitals employ third party

reprocessors, Health Canada should regulate the reprocessors. This means

reprocessors should provide evidence demonstrating the safe and effective use 

of a reprocessed device. In the absence of regulations, reuse should be banned.
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Introduction
Under Canadian law, a medical device is defined as an instrument or apparatus that 

is used to treat or diagnose a disease, disorder or abnormal physical state, or restore,

correct or modify a body function or structure. Examples of medical devices include

needles, syringes, stethoscopes, blood tubing, intravenous pumps, surgical instruments,

heart monitors, artificial joints, artificial heart valves, implantable pacemakers, X-ray

machines and ultrasound equipment. 

A single use medical device (SUMeD) is a medical device that is designed, tested,

manufactured and licenced for sale for one time use on a patient and then must 

be discarded. It is not to be reused again on another patient. A single use device is

packaged and sold in a sterile condition ready for use during a medical procedure.

Examples of SUMeD’s include: breathing circuits (breathing tubes, masks); cardiac

catheters; biopsy forceps; kidney stone extractors; guidewires and trocars.

Just as there are devices designed for single use, there are many devices that are

designed, tested, manufactured and licensed for multiple uses. For instance, durable

stainless steel surgical instruments are designed to be reused many times. This position

paper does not address the reuse of reusable medical devices.

The reuse of single use medical devices is the practise of reprocessing an SUMeD for 

use on another patient. Reprocessing involves cleaning, sterilizing and repackaging.

Reprocessing is typically conducted in the hospital in the Sterile Processing Department

(SPD), a special unit that specializes in reprocessing medical devices. There are also

private for-profit organizations that provide reprocessing services for hospitals. These

organizations are typically referred to as Third Party Reprocessors and they offer

services in reprocessing SUMeD’s. 

Reuse of SUMeD’s by hospitals is undertaken for economic reasons. The manufacturers

of single use devices do not condone the practise of reuse since they have not designed,

validated or sought clinical data in support of reuse. Reusing these products in such a

manner is strictly against the licenced labelling recommendations of the manufacturer

and carries with it associated risks to all parties involved, including and most

importantly, the patient.
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Current Regulatory Environment
Health Canada regulates the sale of a medical device under authority of the Food and

Drugs Act and the Medical Devices Regulations. A manufacturer of an SUMeD must

obtain a licence for sale from Health Canada before they may place the product on the

market. The law requires that the manufacturer validate the safety of the product for its

intended use. The manufacturer of an SUMeD does not design or test the product for

reuse, therefore the manufacturer does not guarantee against device failure with

each subsequent use or that reprocessing will result in a clean and sterile device. 

Health Canada does not regulate reuse. There is no requirement under federal law for

the hospital or the third party reprocessor to validate the safety of reuse. Every time a

patient undergoes a procedure involving a reprocessed SUMeD, the safe use of that

device does not come under any health protection legislation of the Government of

Canada. At the provincial level, Manitoba banned the reuse of certain high risk SUMeD’s 

in 1997 but no other province has legislation in place for the reuse of SUMeD’s. 

By contrast, the United States does have regulations covering reuse of SUMeD’s. In

2002, the Medical Device User Fee and Modernization Act (MDUFMA) was introduced,

which contains provisions for regulating reprocessing of single use devices. The

reprocessor must now provide evidence on the safety of the reprocessed device to the

US Food and Drug Administration (FDA). A reprocessor under US law includes a hospital

or a third party organization.

In Australia, the Therapeutic Goods Administration (TGA), the national regulator for

medical devices, does not permit the reuse of single use devices. In Europe, France has

banned reuse of single use devices and Germany requires proof that the reprocessing

procedure is safe. The UK has issued a strong statement cautioning against reuse. 
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Brief History of Reuse and Current Practises in Canada
Single use medical devices evolved from the need to reduce cross contamination from

one patient to the next in addition to reducing the costs associated with reprocessing

reusable devices. Over the past thirty years, single use devices developed in response 

to market demands for sterile, cost effective disposable products. Industry responded

with the development of new materials and technologies that could be applied to

manufacturing single use products. New plastics and polymers were developed and

applied to meet the needs of evolving medical techniques. For example, soft pliable

materials were used to develop catheters for interventional cardiac procedures. 

Such procedures were previously not possible with the materials at hand. 

As hospitals began to face increasing pressures to implement cost control, they began

reusing single use devices as a cost saving measure. A 1996 Canadian Healthcare

Association report estimated that 86% of hospitals over 200 beds in Canada reused

single use devices to some degree1. A 1991 Canadian Coordinating Office on Healthcare

Technology Assessment (CCOHTA) survey2 revealed that 39 out of 44 hospitals with

cardiac catheter labs reused cardiac catheters. 

Over time, as reuse continued, questions began to arise about the safety of this practise.

Many debates and conferences took place that discussed the pros and cons of reuse, 

but no political or regulatory action was ever taken to address the issue. Not until 

1999 when a Manitoba microbiologist undertook an audit of reprocessed SUMeD’s 

at a Winnipeg hospital and discovered that many had remained contaminated. This

prompted the Manitoba government to ban the practise of reuse of high-risk critical

devices. The ban still remains in effect. 

In August 2002, Health Canada released a report entitled: Reuse of Single Use Medical

Devices in Canadian Acute-Care Healthcare Facilities, 20013. It showed over 400

hospitals in Canada reused single use medical devices and fewer than 10% of those

hospitals undertook any kind of validation of their reprocessing procedures. Essentially,

90% of Canadian hospitals that responded to the survey undertook reuse of SUMeD’s

without any consideration of the impact of reprocessing on the sterility or functionality 

of the device. The vast majority of hospitals that reused SUMeD’s had no idea whether

the device was safe for use after reprocessing. Therefore, every day thousands of

Canadians undergo medical procedures using reprocessed devices that are not

recommended for such use by the manufacturer, that are not licensed for such use 

by Health Canada, and that have not undergone any validation of whether they can be

reused safely.

In the spring of 2003, the SARS incident raised concerns among Canadians for the

potential of the spread of infectious disease. Later in the fall of 2003, local Toronto

hospitals admitted to breakdowns in sterilization procedures for reusable devices,

leading to the notification of hundreds of patients that may have been exposed to serious

infectious agents like hepatitis and HIV. Subsequently, the Ontario Ministry of Health and

Long-Term Care issued a directive to Ontario hospitals to complete an audit of their

sterilization practises. Included in the audit were specific questions related to the

practise of reuse of single use devices. The possibility that serious diseases may be

transmitted through reuse of single use devices should be of primary concern in today’s

environment of heightened awareness regarding infectious diseases.
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Justice Horace Krever1 wrote in his report on the Commission of Inquiry on the Blood

System in Canada: “Where there is reasonable evidence of an impending threat to public

health, it is inappropriate to require proof of causation beyond a reasonable doubt before

taking steps to avert the threat.” In the context of the reuse of SUMeD’s, Justice Krever’s

advice suggests steps should be taken to avoid a potential threat of contamination or

failure from the reuse of single use devices.
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Implications of reuse
Reusing a single use device contrary to manufacturer’s instructions is not a simple

undertaking. There are many factors that must be taken into consideration regarding 

the effect of the reprocessing (cleaning, sterilizing, packaging, etc.) cycle on the device.

Healthcare institutions may overlook many of these factors. Improper cleaning can result

in a non-sterile device, even after exposure to standard hospital sterilization practises1.

Single use medical devices are sterilized using strict validated protocols designed

specifically for the individual product. Manufacturers guarantee the product to be sterile

and free of biological pyrogens (fever inducing substances) and perform all the tests

necessary to validate these claims. Packaging is designed and tested to maintain the

integrity of the sterile product. Manufacturing, assembly and sterilization of single 

use products are performed in a strictly controlled environment. These controlled

environments may include the use of clean rooms to control particulate levels (dust,

etc.) The bioburden (amount of bacteria present in the manufacturing environment) 

is constantly monitored and the sterilization cycle is adjusted accordingly.

The resources required to meet the requirements of device manufacturers are beyond

the capabilities of most healthcare facilities. The single use device and packaging have

been extensively tested for compatibility with the sterilization method. It is unlikely that

other forms of sterilization will work effectively on the device (e.g., a device sterilized by

ethylene oxide may not be able to withstand steam sterilization). In fact, repetition of 

the same sterilization method may have adverse effects on the physical and mechanical

performance of the device. Materials are chosen on the basis that they will be

compatible with living tissues. These materials may only withstand one single initial

exposure to a powerful sterilant and further exposures might result in degradation

leading to functionality and biocompatibility problems.

The cleaning method may be ineffective in removing contaminants, especially in devices

with very small lumens such as cardiovascular catheters. Some single use devices contain

areas that are inaccessible for cleaning. For example, SUMeD’s for use in laparoscopic

procedures, or keyhole surgery, are designed to operate in very tight areas with limited

space. Consequently, these devices have very small yet complicated mechanisms, 

e.g. hinges and other moving parts that are too small to get inside and clean properly.

The design of the product and the materials used in its construction are the result 

of research by the manufacturer intended to satisfy the ultimate needs of the patient.

The physical properties of the device and its functionality are tested by the manufacturer

to ensure safe and effective intended use. Reprocessing the device may have severe

consequences on its proper safe functioning. 

Healthcare institutions that reuse single use devices need to consider the impact of

reuse on the functionality of the device. According to the 2001 Health Canada survey,

most healthcare institutions do not perform any validation of their reuse procedure.

They focus on the cleaning and sterilizing aspect of the device. The ability to clean

and sterilize a reprocessed SUMeD is not the only issue of concern. The functionality

of the device must also be considered since a device that fails to perform as intended

could have disastrous consequences.
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Consider the balloon angioplasty catheter. The inflatable balloon at the end of this device

has been manufactured to specific tolerances designed to provide optimal performance

during initial use. The manufacturers of these devices have not validated the continuing

safe functionality of these devices for reuse. There is no assurance by the manufacturer

the balloons will inflate or deflate properly, or possibly even rupture during use. Such

unknowns during a critical procedure are a potential risk to the patient.

Reprocessing a SUMeD could alter the performance characteristics of the device in a

manner not foreseen by the original equipment manufacturer and lead to an adverse

event. Such an event occurred in 1999 in Germany when a reprocessed single use

electrophysiology catheter failed while in use. The procedure required the insertion of 

a catheter into the heart. One of the electrodes on the catheter separated, trapping the

patient’s heart valve and resulting in permanent damage. 

In 2001, several single use manufacturers conducted studies on the effects of

reprocessing SUMeD’s by hospitals1. Reprocessed SUMeD’s were retrieved from

hospitals 

in the US and Europe. In total, 136 devices were examined from hospitals on both

continents and included: clip appliers, clamps, staplers, cautery devices, tracers, and 

EP catheters. Examination revealed at least half the products had packaging defects,

half were contaminated with residual blood or tissue, and half had functionality failures.

Andreas Beck in his book Potential Reuse?2 studied 727 angiography catheters and

guidewires for the effects of reprocessing. The instruments were collected from local

health institutions in Germany and examined for signs of deterioration. The results

showed numerous physical changes including nicks, kinks, roughness, erosion, tears

and deviations in materials. The study also evaluated SUMeD’s reprocessed by third

party reprocessors and found they contained defects. The author concludes that

reprocessing of devices intended for single use by both healthcare facilities and third

party reprocessors is inappropriate and a risk to patient safety.

In 2001, Roth3, et al, studied the effects of hospital recommended cleaning and sterilization

practises on single use laparascopic instruments. The instruments included endoscopic

scissors and endoscopic harmonic scalpels. The instruments were contaminated with

blood, then cleaned, disinfected and sterilized using hospital recommended techniques,

and finally examined. The results showed all instruments remained contaminated after

cleaning and could not be effectively sterilized. The author concludes that this could lead 

to opportunity for growth of organisms or viruses and increases the risk to the patient. 

These examples demonstrate the challenges and the risks inherent in reprocessing

single use devices. 
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Third Party Reprocessors
With the increase in reuse of SUMeD’s, private organizations saw an opportunity to 

offer reprocessing services to hospitals that reused single use devices. Third party

reprocessors claim to reprocess SUMeD’s and return them to hospitals in a condition

suitable for reuse. They claim to validate whether a SUMeD can be reprocessed and 

reused safely by testing and inspecting the product. 

To date, third party reprocessors soliciting business from Canadian hospitals are US-

based. There are no Canadian-based reprocessors yet there are agents in Canada acting

on behalf of these US companies.

In the US, the FDA regulates third party reprocessors. Under the Medical Device User Fee 

and Modernization Act (MDUFMA), the FDA classifies reprocessed devices according to

their risk and reprocessors must submit applications to the FDA for the different types of

SUMeD’s they wish to reprocess and place on the market. The application requirements

depend on the risk class of the reprocessed device. Lower risk reprocessed devices

require a premarket notification. In this type of application, the reprocessor must show 

that the reprocessed device is essentially the same as the original SUMeD. Higher risk

reprocessed devices require a premarket application (PMA). In this type of application, 

the reprocessor cannot compare the reprocessed device to the original SUMeD but must

instead validate the safety of the reprocessed device as if it were a new product. 

The information requirements for this type of application are far more intensive 

than for a premarket notification. 

Since Canada does not regulate reuse, there is no federal legislation preventing

Canadian hospitals from either reprocessing SUMeD’s themselves or using the services

of third-party reprocessors. The US on the other hand recognized inherent risks with

reprocessing SUMeD’s and introduced legislation to address those risks. Canada does

not regulate third party reprocessors yet the US treats them as if they were

manufacturers and places the burden of evidence on them to demonstrate that

reprocessed devices are safe.

When third party reprocessors take a used SUMeD, reprocess the device and offer it for

sale, they are essentially manufacturing a new device using the discarded waste of the

used SUMeD as raw material. They should be held accountable to the same standards

as the original device manufacturer. The third party reprocessor should remove the

name and any distinguishing trademark of the original manufacturer from the device

and assume full responsibility for the product. 

There are many reasons why third party reprocessors should be regulated in Canada.

Third party reprocessors claim to test and validate the safe use of reprocessed devices.

Yet they are not the original equipment manufacturer (OEM) and they do not have access

to the OEM’s design criteria, material specifications, test data and manufacturing

processes. This raises questions as to potential data gaps in the reprocessor’s validation

protocol. Also, the OEM continually changes the manufacturing process over the life of

the SUMeD, which may result in changes to device specifications. Some changes may

require a regulatory application by the OEM to Health Canada to validate the changes.

The third party reprocessor is unaware of these changes and therefore unable to

validate their reprocessing procedures accordingly. The rules that apply to OEMs to

ensure continued validation of safe product are not applied to reprocessors in Canada. 

MEDEC

Advancing healthcare

through innovative

technologies

and devices.

The Reuse of Single Use Medical Devices - 9



To that end, Health Canada should regulate reprocessors and require reprocessed

devices to be subject to the Medical Devices Regulations. This means, information on

the safety and effectiveness of the reprocessed device as specified in the Regulations

should be submitted to Health Canada for approval. The reprocessor should also obtain

certification to quality system standard ISO 13485 as specified in the Regulations. 
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Why not reusable SUMeD’s?
Users of SUMeD’s often ask the manufacturers to make reusable versions of their

products. In fact, reusable versions of several types of SUMeD’s are available.

Ironically, some hospitals choose to purchase the single use version and reprocess 

it, rather than purchase the reusable version that is designed for reuse.

While some reusable versions are possible, many are not. Take for example balloon

angioplasty catheters. These devices are designed to be introduced into a major blood

vessel of the body and guided into the heart. Typically 3-4 ft. in length, these flexible

catheters allow a surgeon to gain access to the patient’s coronary artery and perform a

sophisticated medical procedure. The end of the catheter has an inflatable balloon that

may be expanded to open up a blockage (usually the result of plaque build-up on the

wall of the artery). 

Cleaning and sterilizing this type of catheter after use is a challenge. The catheter must

be cleaned of body fluids and any debris both inside and out. It must be properly dried

before it can be sterilized. The balloon at the tip of the catheter undergoes permanent

physical changes when it is inflated. The manufacturer cannot guarantee it will re-

inflate to the proper specifications a second time. It is questionable whether a third

party reprocessor who does not have access to the product specifications can claim 

to safely reprocess the device and guarantee its safe use a second or third time.

The consequences of this type of product failing during use could be catastrophic. 

A balloon angioplasty catheter that bursts while in the coronary artery or that will not

deflate could have a devastating effect. The potential for harm is high yet preventable 

if the user heeds the OEM’s instructions not to reuse. 
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Labelling
There is a belief by some proponents of reuse that manufacturers of SUMeD’s that label

their device “single use” should validate why the device cannot be reused. This is a

pointless exercise since no manufacturer is required to validate what their device cannot 

do. For example, the balloon angioplasty catheter used in the coronary artery is designed

and validated for use only in the coronary artery. The manufacturer is not required to

demonstrate it cannot be used for peripheral artieries, as an example. This is what is

referred to as “proving a negative” and a complete waste of time and resources.

Manufacturers cannot design their product for one indication and label it for another, 

for example, design it for reuse and label it single use. In Canada, manufacturers must

be certified to the international quality system ISO 13485. The standard requires the

manufacturer to validate the design for the intended use and to gear the entire

manufacturing process to deliver the product as originally conceived. To deviate from

this basic tenet would be considered a major non-conformity with the quality system and

would result in no certificate being issued. In Canada, if the manufacturer does not hold

the certificate, they will not be licenced by Health Canada to sell their products.

Manufacturers that design, manufacture and label devices for single use cannot provide

instructions for cleaning and sterilizing for reuse at the request of the customer. In

Canada the manufacturer of an SUMeD must have evidence to support the safe and

effective one-time use of the device. That means the manufacturer will have taken the

necessary steps to ensure the product is designed, manufactured, and tested to reflect

the labelled indications. Any claims that do not conform to the labelled indications would

have to be re-validated by the necessary design criteria and test data. In the absence of

this, a manufacturer who provides instructions for the cleaning and resterilization of a

single use device where none existed before would be making an unsubstantiated claim

and contravening regulations. A third party reprocessor that reprocesses a SUMeD is

claiming reuse for a product that was not designed for such. For the same reasons

mentioned above, third party reprocessors should be required to validate the labelled

claim of “reuse”.
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Economic issues
Reuse of single use devices occurs for one reason only: to save money. In Canada, and

elsewhere, healthcare institutions are pressured to contain spending and seek ways to

maximize healthcare delivery with limited budgets. Reusing single use devices is viewed

as one more way of managing tight budgets.

The overall economic benefits of single use devices appear to have been ignored in

favour of short-term solutions to a growing problem. Consider that many single use

devices were designed to improve patient outcomes and reduce costs in the long run.

For example, interventional cardiac catheters reduce the need for high-risk open heart

procedures and their associated high costs. 

It is clear that reuse of single use devices is not a desirable option and given a choice,

healthcare institutions would likely choose not to practise reuse. Perceived cost savings

should be weighed against the overall costs associated with setting up a reuse protocol

and carrying it out to accepted industry standards.

Third party reprocessors may be viewed as the economic solution, however several

factors need to be considered. Third party reprocessors typically charge 50% of the cost

of the original device and the hospital must clean and disinfect the product and arrange

for shipping, all of which add cost. Not all devices may be reprocessed by the third party

reprocessor, therefore savings may not be realized and the patient may continue to be

exposed to significant risks. 

To date there has not been an exhaustive economic study to prove that reusing SUMeD’s

is more cost effective that using the devices as they are intended. Such a study should

be undertaken for the benefit of all stakeholders in this debate.
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Liability and Ethics
Legal opinions1 suggest manufacturers have a duty to warn users the device is intended

for single use and there may be risks associated with reuse. In that case, manufacturers

may be forced to take appropriate measures to guard against reuse. Such measures

could include designing the product to essentially self-destruct after initial use, and

include more specific detailed warnings on the label. The former is certainly more

challenging and perhaps less practical, however it may be incumbent upon

manufacturers to increase their warnings to end-users. Legal opinion also suggest

hospitals or healthcare institutions that reuse single use devices may be liable for 

their actions in the event of patient injury resulting from a device malfunction.

Reuse raises ethical questions regarding patients’ right to informed consent. Patients

about to undergo surgical procedures may or may not be informed that a reused device

may be used on them. This raises questions of whether patients have a right to be

informed and decline the use of a reused device in favour of a new SUMeD. It may be

argued that a patient receiving a reprocessed single use device may be receiving a 

lower standard of healthcare. 
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of Reuse of Disposable

Medical Devices, 
October 6-7, 1994, Montreal.

Liability Perspectives on
Reuse of Single Use Medical

Devices; Spencer et al The Reuse of Single Use Medical Devices - 14



Conclusions
The reuse of single use medical devices is a great paradox. Healthcare institutions 

that once asked for SUMeD’s are either routinely reprocessing and reusing these

devices, or employing the services of third party reprocessors. Despite manufacturers

strict instructions, the practise is widespread in the Canadian healthcare system.

Industry studies have shown that reprocessing by either hospitals or third party

reprocessors does not result in safe products. Therefore patients are being exposed 

to needless risks on a daily basis. 

Reuse of SUMeD’s brings legal and ethical ramifications that may be overlooked.

Hospitals are potentially liable to a patient population that is unaware these devices are

being used contrary to manufacturer's instructions. The economic arguments for reuse

have not been demonstrated especially now that third party reprocessors are

reprocessing more and more SUMeD’s.

There are no laws in Canada requiring the reprocessor to validate safe reuse, despite

laws that require the original equipment manufacturer to validate safe one time use of

the product. Third party reprocessors are free to operate in Canada with no regulatory

oversight and devices that would not be approved by the US FDA may still come to

Canada raising questions of concern for safety of the patient. 
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Recommendations
In the absence of evidence on the safe and effective reuse of SUMeD’s, and the lack 

of regulations governing the reuse of single use devices, reuse should be banned in

Canada. MEDEC calls upon provincial governments to issue directives to healthcare

facilities to cease the practise. 

Federal and provincial governments should move quickly to address the disparity in

regulatory requirements between reprocessors and original equipment manufacturers.

If hospitals proceed with reusing SUMeD’s, Health Canada should regulate reprocessing

in Canada. Reprocessors that reprocess and sell SUMeD’s should be subject to the

Medical Devices Regulations and the Food and Drugs Act. 

Reprocessors should be required to remove the original tradename and trademark of

the product and assume full responsibility for the new device.
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