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There used to be one hospital in Utah that tried to meet re-manufacturing standards but never appears
to have actually engaged in reprocessing operations because it could not meet FDA requirements. They
appear to have purchase d a 510k and tried, but they couldn’t meet the other requirements of being a
medical device manufacturer.

AMDR’s membership consists of Stryker, Vanguard (Germany), Medline Renewal, and Hygia. Sterilmed
dropped out after J&J acquired them.

EP and surgical products are the most important. To-date, there are no EP ablation catheters
reprocessed in the U.S. but a number of companies are working on them and there will be in the future.

J&J's Biosense Webster has worked hard to create obstacles to re-manufacturing. The OEMs like to
make small unnecessary design changes to try to force the re-manufacturer to make new regulatory
submissions which slows down the competitive effect of reprocessors in the marketplace.

in terms of the FDA process, the key differences vs. an OEM filing are related to cleaning and
performance validation. The re-manufacturers have to include cleaning, sterilization, and performance
testing validation to the agency on a premarket basis — information that is not required of OEMs on a
premarket basis or at all. The re-manufacturer provides slightly different raw materials information.
They don’t provide information about the raw material suppliers. Instead, they use reverse engineering,
among other techniques, to demonstrate they understand the material composition of the device.

Re-manufacturing has been regulated since 2000, so we have 15 years of history. In 2008, the General
Accounting Office (GAO) did an evaluation of FDA’s study and concluded, as did FDA, that re-
manufactured SUDs were as safe and effective as new and noted no increase in adverse events due to
reprocessing vs. OEM devices. OEMs will say that reprocessed devices fail more often and will do what |
call the “dirty picture show,” where they show examples of products that have failed as the results of
reprocessing. These examples are never from purchased re-manufactured product from a regulated
provider. They are always products that have been reprocessed in a hospital or inside a J&J lab. We
completely agree that reprocessing isn’t safe if it isn’t done in a regulated way but, when done with a
510K-cleared method, it is safe, effective, and results in a device that is equivalent to the OEM device.

What the OEMs don’t want to talk about is that there is a growing body of evidence that re-
manufactured devices actually fail less frequently. Take a look at the Loftus study. Unlike the OEMs, re-
manufacturers can’t get away with batch testing. They have to test or inspect the functionality of every
single unit. This means that quality is not only equivalent but can be even better than the OEM.

Because re-manufactured products are equivalent to the OEM product, informed consent isn’t required
in the U.S. or any other market.

I'll tell you an interesting story. Boston Scientific/Microvasive used to offer the same biopsy forceps for
one price as a re-useable and at another price as an SUD. The product was exactly the same. Everyone
knows that many devices can be re-used but the OEM is the one who gets to decide and they are
incentivized to designate a product as single use.

Tracking and labeling are important. We don’t use GS1 compliant systems yet in the U.S. but every
device has a bar code and is tracked. This is an FDA requirement. It helps to track the number of times
a device has been used and it also helps the re-manufacturer ensure that there is a closed loop —i.e.,
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that only one company is re-manufacturing the same device. If the re-manufacturer collects a device
with another re-manufacturer’s bar code, it would be rejected. In terms of labeling, devices are
designated as being for “single-use” and the re-manufacturer’s name is listed as well as the information
about the original device. The label doesn’t have to include the number of times the device has been re-
used but the re-manufacturer does have to track this in their system.

1.

Re-manufacturing has a long history in the U.S. and Germany and will begin in the UK and EU
later this year. As you know, reimbursement in all of these markets is the same for both re-
manufactured and OEM devices. The reason for this is that the devices are viewed as equivalent.
the UK doesn’t plan to initially allow the re-manufacturing of Class | devices. | think they will
eventually change their minds on this as the EU plans to allow Class | re-manufacturing. The
reason the UK has decided not to is that they don’t currently have much significant oversight for
any for Class | devices and they don’t think the savings will be significant enough to warrant one
—~for now. In the U.S., Class | devices don’t require pre-market authorization; however,
manufacturers do have QMS-like requirements (Quality System Regulation/Good Manufacturing
Practices). Internationally, this is much akin to 1ISO 13485 compliance.

Canada has issued a memo allowing re-manufacturing under existing medical device
requirements there. Australia hasn’t issued a guidance document yet but will allow re-
manufacturing based on existing regulations.

In all markets that | am aware, the reimbursement is the same for re-manufactured and new
devices. This is important, especially for EP, because it improves the profitability of these
procedures which historically haven’t been very profitable because of the time they require and
the high cost of devices.

Stryker is the dominant player and probably has close to 70% of the market — they acquired a
number of companies and the industry is fairly consolidated with only a few major players.
Stryker does Class | and Class 1l products. Sterilmed (acquired by J&J) used to be #2 but has
likely fallen to #3. J&J doesn’t really support the business and has allowed it to decline. For
them, re-manufacturing is being used as a way to fend-off other re-manufacturers. They offer
re-manufactured products but then they don’t actually provide them. Because the price of the
new product is so much higher than the price for the re-manufactured product, the sales
representative has no incentive to offer the cheaper product. Sterilmed is now probably #3 and
I’d put Medline Renewal at #2 and then Hygia at #4, but they mainly reprocess Class | devices.
Covidien (acquired by Medtronic) also offers re-manufactured Nellcor pulse oximeter sensors
but this business is pretty small and it will be interesting to see if Medtronic supports it now
post merger with Covidien.

In terms of the FDA process, the key differences vs. an OEM filing are related to cleaning and
performance validation. The re-manufacturers have to include cleaning, sterilization, and
performance testing validation to the agency on a premarket basis — information that is not
required of OEMs on a premarket basis or at all. The re-manufacturer provides slightly
different raw materials information. They don’t provide information about the raw material
suppliers. Instead, they use reverse engineering, among other techniques, to demonstrate they
understand the material composition of the device.
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7. Re-manufacturing has been regulated since 2000, so we have 15 years of history. In 2008, the
General Accounting Office (GAO) did an evaluation of FDA’s study and concluded, as did FDA,
that re-manufactured SUDs were as safe and effective as new and noted no increase in adverse
events due to reprocessing vs. OEM devices.

8. Re-manufacturing has been regulated since 2000, so we have 15 years of history. In 2008, the
General Accounting Office (GAO) did an evaluation of FDA’s study and concluded, as did FDA,
that re-manufactured SUDs were as safe and effective as new and noted no increase in adverse
events due to reprocessing vs. OEM devices.

9. Boston Scientific/Microvasive used to offer the same biopsy forceps for one price as a re-
useable and at another price as an SUD. The product was exactly the same. Everyone knows
that many devices can be re-used but the OEM is the one who gets to decide andthey are
incentivized to designate a product as single use.

10. Tracking and labeling are important. We don't use GS1 compliant systems yet in the U.S. but
every device has a bar code and is tracked. This is an FDA requirement. It helps to track the
number of times a device has been used and it also helps the re-manufacturer ensure that there
is a closed loop —i.e., that only one company is re-manufacturing the same device. If the re-
manufacturer collects a device with another re-manufacturer’s bar code, it would be rejected.
In terms of labeling, devices are designated as being for “single-use” and the re-manufacturer’s
name is listed as well as the information about the original device. The label doesn’t have to
include the number of times the device has been re-used but the re-manufacturer does have to
track this in their system.
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© 09:00 am. - 09:45 am.

Remanufacturing has been happening well before 2000 when it had started to be regulated. The
industry is now in its third generation. The first generation is prior to the year 2000 when
medical device reprocessing was an unregulated practice. The industry was very fragmented
with many small companies reprocessing for hospitals all over the United States. The second
generation of this industry is following the year 2000 when the practice of remanufacturing had
become regulated by the FDA, this also the shift from medical device reprocessing to
remanufacturing. During this time many of the smaller medical device repressors had begun to
merge through acquisitions and partnerships and legitimized fully regulated remanufacturing
companies had begun to operate in the United States. The current generation (third) of medical
device reprocessing/remanufacturing is when OEM companies had begun moving into the
remanufacturing industry through acquisitions and investment into the industry. The OEMs
moving into this space has helped further legitimize the industry and has helped in giving the
remanufacturing industry more credibility and has helped the hospitals understand that
remanufactured products are of the same quality as OEMs because the OEMs are now
remanufacturing them. A few examples of OEMs acquiring remanufacturing companies are
Stryker acquiring Ascent, Medline acquiring Medesiss, J&] acquiring Sterilmed.

The US has a total of about 20 remanufacturing companies today of which there are 5 large
remanufacturing companies, these five are most of the market share, and is dominated by OEMs.
So today OEM companies dominate the remanufacturing industry. Additionally the FDA has just
over 100 remanufacturing companies registered in their database.

The topic of product quality and equivalence of the products is very critical for our industry. SSS
does not batch test the products, what we do is full performance testing for all of the products.
Additionally the GAO has produced a report and gone on to state that
reprocessed/remanufactured devices perform in the same exact way as OEM, and have
significant cost benefits.

At SSS we categorize the areas where we deliver value as
1. Environmentally friendly, for many hospitals we divert about 100,000 1bs of waste
annually. ’
2. Cost containment, for a 400 bed hospital we typically save about 500,000 USD annually
just in saving from remanufacturing.
3. Improved patient care because remanufacturing is safer then in hospital reprocessing.
In 2015 we have saved our customers a total of 262 million USD, this saving does not include the
savings from OEM prices going down as a result of the competition that we bring to the market
and the cost savings we provide from our collections programs. Additionally we have diverted
12.3 million Ibs of waste from the landfills. Our goal for 2016 is to grow each of these numbers by
19%.

We currently have three major product categories. The first is our surgical products, which are
mainly directed energy devices (laproscopic), ultrasonic scalpels. Ultrasonic scalpels are very big
cost savers for the hospitals. The second group is our vascular products group, which is mainly
EP catheters, ultrasound catheters, and cables for the catheters. The last major product group
that we have is our noninvasive products; this group is mostly made up of compression sleeves,
DVT sleeves, and pulse oximeters.

SSS currently is not does not reprocess Stryker product. In our customer feedback we have heard
that hospitals think that it may be important that the OEM product and the remanufactured
product be different. Many hospitals feel that there is a conflict of interest if the remanufacture is
remanufacturing the same product their parent company sells because it creates a conflict of
interest. Recently many hospitals feels as if some companies are collecting all of their devices but
are being sold only brand new products.
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The market has evolved and changed over the years. The market has also grown significantly.
2011 the US was a 196 million USD market; last year in 2015 it was 315 million USD. As ] have
mentioned previously in 2011 it was just reprocessors, today the market is dominated by OEMs. |
have heard that J&] sales representatives are now selling remanufactured products as a result of
the acquisition. But in most situations the sales representative will sell the brand new device
because they are incentivized to do so. This has affected the sales of Sterilmed, prior to the
acquisition the company had been experiencing revenue growth, and following the acquisition
the company has had declining sales. They have also since the acquisition left the
remanufacturing industry association (AMDR). OEMs will often put in their sales contract with
hospitals that a hospital is only permitted to purchase a certain percentage or amount of
remanufactured products annually.

Medtronic has also entered the space; their Ligasure products are their main products. Hospitals
have told us that they collect these products from the hospitals and offer rebates for new
products. I imagine this is a tactic to dry up the supply of the used devices.

To me it seems as if all remanufacturing companies need an OEM partner in order to operate in
the US today because it gives the companies credibility.

We often hear from SterilMed that they are better at reprocessing a J&]J device because they have
access to the information that we would have to use reverse engineering to get. But we will
launch a J&] product before SterilMed. We are able to do this because we have significant
experience in this space, and we are able to validate all of our processes that go into
remanufacturing:

1. Remanufacturing has been happening well before 2000 when it had started to be
regulated. The industry is now in its third generation. The first generation is prior to the
year 2000 when medical device reprocessing was an unregulated practice. The industry
was very fragmented with many small companies reprocessing for hospitals all over the
United States. The second generation of this industry is following the year 2000 when
the practice of remanufacturing had become regulated by the FDA, this also the shift
from medical device reprocessing to remanufacturing. During this time many of the
smaller medical device repressors had begun to merge through acquisitions and
partnerships and legitimized fully regulated remanufacturing companies had begun to
operate in the United States. The current generation (third) of medical device
reprocessing/remanufacturing is when OEM companies had begun moving into the
remanufacturing industry through acquisitions and investment into the industry. The
OEMs moving into this space has helped further legitimize the industry and has helped
in giving the remanufacturing industry more credibility and has helped the hospitals
understand that remanufactured products are of the same quality as OEMs because the
OEMs are now remanufacturing them.

2. In 2015 we have saved our customers a total of 262 million USD, this saving does not
include the savings from OEM prices going down as a result of the competition that we
bring to the market and the cost savings we provide from our collections programs.
Additionally we have diverted 12.3 million Ibs of waste from the landfills. Our goal for
2016 is to grow each of these numbers by 19%.

3. Many hospitals feel that there is a conflict of interest if the remanufacture is
remanufacturing the same product their parent company sells because it creates a
conflict of interest.

4. 2011 the US was a 196 million USD market; last year in 2015 it was 315 million USD. As
I have mentioned previously in 2011 it was just reprocessors, today the market is
dominated by OEMs. ‘

5. Tome it seems as if all remanufacturing companies need an OEM partner in order to
operate in the US today because it gives the companies credibility.
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Donanda Reimer, M.S.N., R.N.
Manager Clinical Support Services
Surgical Services

Supply Chain Management

Mayo Clinic Phoenix, Arizona
March 3, 2016

09:00 a.m. - 10:00a.m.

I have been here since the very beginning of the hospital, and reprocessing has had a very long
history at this hospital. This hospital currently has 268 beds and we are expanding the hospital
again in the near future. We generally run at capacity or very close to capacity during the winter
months, and in the summer when it is very hot we are running at about 5% less.

Reprocessing/remanufacturing has had a very long history in this hospital and it has become a
larger part of our savings as time has gone on. In the beginning we only did surgical devices and
other very simple devices like pulse oximeters, and dvt sleeves.

In the beginning we had some issues with some doctors/nurses not using the remanufactured
products. It took a about a year to train the staff to prioritize these products over OEM. Currently
we are mainly using the surgical devices from Stryker, and the devices that we use in the cath lab
such as EP catheters. EP catheters are a larger savings for our hospital because the devices cost
so much brand new.

We have very low fail rates for the remanufactured devices I would guess under 1%, and the
doctors that use the EP catheters do not notice a difference in its performance or in its feel. In fact
we have had larger fail rates with OEM devices. Currently we are not remanufacturing ablation
catheters but I do tell our Stryker representative to please add more products to the portfolio. I
would say that our hospital has savings of about 400,000USD from using these devices. This does
not include the cost savings from the OEM pricing going down.

We have considered passing the savings to our patients in the past and this has come up. But we
are not doing so. We believe that the savings from the remanufactured devices could be used to
hire another nurse, or to purchase another piece of equipment for the hospital instead. The
savings that we have here is reinvested into the hospital, which benefits the patients.

We do not do informed consent here for the use of remanufactured devices. We feel that
informed consent is used for situations such as clinical trials. We are not conducting studies on
the patient; we are delivering the same care to the patient with pretty much the same device. To
guarantee to ourselves and to the patients that we are delivering the same level of quality health
care with these devices, when we adopt a new remanufactured device for use in our hospital we
conduct our own clinical trial for the new remanufactured device. This trial period for the device
typically lasts between two and four weeks. The equivalence of the device to the OEM is
guaranteed by Stryker but our doctors will test to see if they feel the same and perform the same
way. Also this the time when we can see how comfortable the doctor is with the device. For this
we will purchase testing samples of the new product from Stryker. In the pas we have never
really had a problem with any of the remanufactured devices.

Our relationship with the OEMs has always been very strong. But there have been situations
where the OEM tries to discourage remanufacturing. One case that I remember very specifically
is that an OEM tried to void warranties on our consoles because we had been purchasing and
using remanufactured devices on them. This led to a legal battle, which we won. The courts
decided that the OEM was not allowed to void warranties on our capital equipment as a result of
purchasing remanufactured products.

Collections have been a very big cost savings. Currently we are paying 50 cents a pound to
dispose of our medical waste, and the collections program helps to bring that cost down. In the
early days we would have to sort out all of the medical waste and put into separate bins and then
have the waste management people come in and take it away. Now we have the collections bins
from Stryker all over the hospital, primarily in the OR, and in the cath labs where most of the
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collections are happening, every week or so a bunch of collections bins from Stryker comes into
our facility, and they are brought up into the hospital. We also have another type of bin where
things like EP catheters are placed in, inside and outside of the cath labs. Additionally the Stryker
rep is here all of the time to consistently monitor the collections and to check up on everything.
Currently we are emptying the bins about once a week. Because we no longer have to deal with
sorting the waste anymore the environment has become simpler and safer for my staff. But this
requires continuous education and reeducation.

1. Reprocessing/remanufacturing has had a very long history in this hospital and it has
become a larger part of our savings as time has gone on. In the beginning we only did
surgical devices and other very simple devices like pulse oximeters, and dvt sleeves.

2. Inthebeginning we had some issues with some doctors/nurses not using the
remanufactured products. It took a about a year to train the staff to prioritize these
products over OEM.

3. The devices that we use in the cath lab such as EP catheters. EP catheters are a larger
savings for our hospital because the devices cost so much brand new.

4. We have very low fail rates for the remanufactured devices I would guess under 1%, and
the doctors that use the EP catheters do not notice a difference in its performance or in
its feel. In fact we have had larger fail rates with OEM devices. Currently we are not
remanufacturing ablation catheters but I do tell our Stryker representative to please add
more products to the portfolio. I would say that our hospital has savings of about
400,000USD from using these devices. This does not include the cost savings from the
OEM pricing going down.

5. We do not do informed consent here for the use of remanufactured devices. We feel that
informed consent is used for situations such as clinical trials. We are not conducting
studies on the patient; we are delivering the same care to the patient with pretty much
the same device. To guarantee to ourselves and to the patients that we are delivering the
same level of quality health care with these devices, when we adopt a new
remanufactured device for use in our hospital we conduct our own clinical trial for the
new remanufactured device. This trial period for the device typically lasts between two
and four weeks.

6. Our relationship with the OEMs has always been very strong. But there have been
situations where the OEM tries to discourage remanufacturing. One case that I
remember very specifically is that an OEM tried to void warranties on our consoles
because we had been purchasing and using remanufactured devices on them. This led to
a legal battle, which we won. The courts decided that the OEM was not allowed to void
warranties on our capital equipment as a result of purchasing remanufactured products.

7. Collections have been a very big cost savings. Currently we are paying 50 cents a pound
to dispose of our medical waste, and the collections program helps to bring that cost
down. -
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NOTE: Appendix 2 of this guidance has been superseded by Attachment 1. List of
SUDS Known to be Reprocessed or Considered for Reprocessing at Medical Devices;

Reprocessed Single-Use Devices; Termination of Exemptions From Premarket

Notification; Requirement for Submission of Validation Data.
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Guidance for Industry and FDA Reviewers

Reprocessing and Reuse
of Single-Use Devices:
Review Prioritization Scheme

Draft Guidance — Not for Implementation

This guidance document is being distributed for comment purposes only.

Draft released for comment on February 8, 2000
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Preface

Public Comment:

Comments and suggestions regarding this document should be submitted by
April 11, 2000 to Docket No. 00D-0053, Dockets Management Branch,
Division of Management Systems and Policy, Office of Human Resources
and Management Services, Food and Drug Administration, 5630 Fishers
Lane, (HFA-305), Room 1061, Rockville, MD 20852.

Additional Copies:

World Wide Web/CDRH home page at http://www.fda.gov/cdrh/reuse/1156.pdf
or CDRH Facts on Demand at 1-800-899-0381 or 301-827-0111, specify
number 1156 when prompted for the document shelf number.

For Further Information Contact:

Barbara C. Zimmerman

Center for Devices and Radiological Health (HFZ-340)
Food and Drug Administration

9200 Corporate Blvd.

Rockville, MD 20850

301-443-8517
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Draft — Not for Implementation

Reprocessing and Reuse
of Single-Use Devices:
Review Prioritization Scheme'

Introduction

The practice of reprocessing devices that are intended for single-use
(SUD’s) began in hospitals in the late 1970’s. Since that time, the practice
of reprocessing and reusing SUDs has become widespread. FDA has not
regulated original equipment manufacturers (OEM’s), third parties, and
hospitals that engage in reprocessing SUD’s in the same manner. In
particular, to date, FDA has enforced existing premarket submission
requirements only against OEM’s. FDA’s premarket review of an OEM’s
device labeled for single-use does not ordinarily address whether
reprocessing and reuse of such a device would present a risk to the public
health.

The public health risk presented by a reprocessed SUD varies. Some
devices, which are low risk when used only one time, may present an
increased risk to the patient upon reprocessing. Other SUDs are low risk
when used for the first time and remain low risk after reprocessing, provided
that the reprocessor conducts cleaning and sterilization/disinfection of the
SUD in an appropriate manner. Other SUDs, however, cannot be
reprocessed safely and should not be reprocessed and reused under any
circumstances. FDA is proposing to prioritize its enforcement of premarket
requirements for reprocessed SUDs on the basis of the risk that is likely to
be posed by the reuse of the device. This guidance document describes the
factors the agency will consider to determine the level of risk associated
with these devices and the way those factors will be applied to determine
whether the risk is high, moderate, or low.

! This document is intended to provide guidance. It represents the Agency’s current thinking on
this topic. It does not create or confer any rights for or on any person and does not operate to
bind FDA or the public. An alternative approach may be used if such approach satisfies the
requirements of the applicable statute, regulations or both.
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Purpose

This document describes the process FDA would use to categorize the risk
of SUDs that are reprocessed. The process, called the Review Prioritization
Scheme (RPS), assigns risk categories to frequently reprocessed SUDs. The
process itself is illustrated through flow charts in Appendix 1 and the risk
categories assigned through the process to frequently reprocessed SUDs are
listed in Appendix 2.

FDA anticipates using the RPS in the future in response to requests from the
public on the category of a reprocessed SUD not listed in Appendix 2. Such
requests should be directed, in writing, to the contact noted in the Preface.
FDA will periodically publish a revised list of categorized devices based
upon these requests.

The RPS assigns an overall risk to each SUD by addressing the risk of
infection and the risk of inadequate performance following reprocessing.
The FDA intends to utilize the overall risk level to prioritize the enforcement
of premarket submissions for these devices. Enforcement priorities for
reprocessed SUDs are further described in the companion draft guidance
entitled: “Enforcement Priorities for Single-Use Devices Reprocessed by
Third-Parties and Hospitals.” FDA wants to clarify that neither of these
guidance documents change the classification of devices under section 513
of the Federal Food, Drug, and Cosmetic Act or establish some system of
classification outside that statutory process. The risk prioritization scheme is
intended to help FDA and stakeholders determine the level of risk associated
with the reuse of single use devices and the enforcement strategy guidance
presents FDA’s current thinking on the time table it will use to phase in the
enforcement of regulatory requirements for third parties and hospitals that
may intend to reprocess these products.

FDA is seeking input from users, original equipment manufacturers (OEMs),
reprocessors, and the general public about this proposed approach for
categorizing risk. The attached list in Appendix 2 of this draft RPS guidance
identifies frequently reprocessed SUD’s and their risk categorization. We
acknowledge that this list may be incomplete or that the grouping of devices
based on current classification regulations may be too broad. FDA will
consider any SUD not on the current list or subsequently revised lists to be
one that poses a high risk if it is reprocessed. FDA is soliciting public
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comment on the list and may revise the factors to categorize risk and the
category of risk assigned to specific devices based upon the comments.
After receiving comments on this draft guidance, FDA will issue a final
guidance. On December 10, 1999 FDA published an earlier version of this
draft document on its Website and recently issued a Federal Register notice
announcing the availability of the that earlier version. This draft guidance
replaces the earlier version in its entirety.

Scope

This draft RPS guidance IS applicable to third party and hospital
reprocessors of SUDs.

This draft guidance DOES NOT apply to:

1. Permanently implantable pacemakers. Questions regarding the reuse
of permanent pacemakers are addressed in Compliance Policy Guide
7124.12 (issued on October 1, 1980 and revised in March 1995).

2. “Opened-but-unused” SUDs (as defined in Appendix A of the
companion guidance: “Enforcement Priorities for Single-Use Devices
Reprocessed by Third Parties and Hospitals™).

3. Health care facilities that are not hospitalsz.

FDA is aware that hospitals may not be the only health care facilities that
reprocess devices labeled for single use. At this time, the agency is limiting

_its focus to SUD reprocessing by third party and hospital reprocessors. In
the near future, FDA intends to examine whether it should include other
establishments that may reprocess SUDs.

2 For the purpose of this draft guidance, a hospital is defined as an acute health care facility.
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General Approach

The RPS identifies two types of risks that arise as a result of using a
reprocessed SUD: (1) the risk of infection; and (2) the risk of inadequate or
unacceptable device performance following reprocessing. Based on the risk
of infection and inadequate device performance, the scheme places SUDs in
overall risk categories of low, moderate, or high. As noted above, these risk
categories will be used in establishing FDA’s enforcement priorities and
periods of enforcement discretion for premarket requirements.

The worksheet and flowcharts attached (Appendix 1) to this guidance are the
tools that FDA has used when applying the RPS. It is important to note that
many of the questions asked in the flowcharts may require subjective
responses. Despite the possibility of different interpretations, FDA has tried
to make consistent categorizations across all SUD types.

Flowchart 1: Evaluating the Risk of Infection (Appendix 1)

One of the FDA’s primary concerns is the risk of disease transmission
during reuse of a reprocessed SUD. For a reusable device, the OEM
provides the user with validated step-by-step reprocessing instructions or the
methods to reprocess for reuse are commonly known and accepted.
However, the OEM of a single-use device does not consider safety and
effectiveness issues related to reprocessing the device for reuse. Flowchart
1 evaluates the risk of infection posed by reuse of a SUD following
reprocessing. :

FDA considers all implantable SUDs to be high risk. Implantable devices
are defined in 21 CFR Part 860.3(d). Flowchart 1 pertains only to non-
implantable devices.

Question 1: Is the SUD a non-critical device?

The chart asks how the device will contact the patient, or in some
cases, the user or health care worker, by applying the definitions of
the Spaulding criteria’ for critical, semi-critical, and non-critical
devices.

3 Spaulding, E.H. 1972. Chemical disinfection and antisepsis in the hospital. J. Hosp. Res., 9, 5-
31.
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