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Guidance' on Enforcement Priorities
for Single-Use Devices Reprocessed by
Third Parties and Hospitals

Abstract

The “Enforcement Priorities for Single-Use Devices Reprocessed by Third Parties and
Hospitals”” document provides guidance to third party and hospital reprocessors about
their responsibility as manufacturers engaged in reprocessing devices labeled for single
use under the Federal Food, Drug, and Cosmetic Act (the Act), as amended by the Safe
Medical ngices Act of 1990, the Medical Device Amendments of 1992, and the Food
and Drug Modernization Act of 1997. Third party and hospital reprocessors of single-
use devices are subject to all the regulatory requirements currently applicable to original
equipment manufacturers, including premarket submission requirements (Sections 513

and 515 of the Act; 21 Code of Federal Regulations Parts 807 and §14).

"This document is intended to provide guidance. It represents the Agency’s current thinking on
the above. 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.



Background

On November 3, 1999, FDA released a proposed strategy on the reuse of single-use
devices (SUDs)”. This proposal identified the steps under consideration in the
development of the agency’s SUD reprocessing policy. These steps were:
1. develop a list of commonly reprocessed SUDs;
2. develop a list of factors to determine the degree of risk associated with
reprocessing devices;
3. apply those factors to the list of commonly reprocessed SUDs and categorize
them into three categories — high, moderate, and low; and
4. develop priorities for the enforcement of premarket submission requirements
for third party and hospital reprocessors based on the category of risk.
In addition to publishing the proposed strategy document for public comment, FDA also
sponsored a teleconference on November 10, 1999, and convened an open public
meeting on December 14, 1999°, to obtain comments on the proposed strategy. As a
result of the comments we received, FDA published on February 11, 2000, two
companion draft guidances entitled “Reprocessing and Reuse of Single-Use Devices:

Review Prioritization Scheme” (“RPS guidance™)* and “Enforcement Priorities for

? 64 FR 59782-59783, Nov. 3, 1999.
’ 64 FR 63818-63819, Nov. 22, 1999.
65 FR 7027-7029, Feb. 11, 2000.



Single-Use Devices Reprocessed by Third Parties and Hospitals” (“SUD Enforcement

guidance™)’.

Summary of the proposed RPS guidance:

The draft guidance “Reprocessing and Reuse of Single-Use Devices: Review
Prioritization Scheme” set forth factors that the agency would consider in categorizing
the risk associated with SUDs that are reprocessed. This process, called the Risk
Prioritization Scheme, would determine the risk categories for frequently reprocessed
SUDs by assigning an overall risk to each SUD based on the risk of infection and the
risk of inadequate performance following reprocessing. The three categories of risk
were high, moderate, and low. The risk category would then be used to set FDA’s
enforcement priorities for premarket submission requirements. Appendix 2 of the RPS
guidance included a list of frequently reprocessed SUDs and their risk category
according to the Risk Prioritization Scheme. Under this proposed guidance document,
FDA would consider any reprocessed SUD that was not included on the list to be high

risk.

Summary of the proposed SUD Enforcement guidance:

The draft guidance “Enforcement Priorities for Single-Use Devices Reprocessed by
Third Parties and Hospitals” set forth FDA’s priorities for enforcing premarket

submission requirements for premarket notifications (510(k)) or for premarket approval

S1d.



applications (PMA) based on the risk categorization of a device as determined by the
companion RPS guidance. Premarket submission requirements for SUDs deemed high
risk by the Risk Prioritization Scheme would be actively enforced within six (6) months
of the issuance of FDA’s final guidance document on reuse; within twelve (12) months
for moderate risk SUDs; and within eighteen (18) months for low risk SUDs. FDA
would enforce third party and hospital reprocessors non-premarket requirements (e.g.,
registration, listing, medical device reporting, tracking, corrections and removals,
quality system, and labeling) within six (6) months of issuance of FDA’s final reuse

guidance document.

Summary of major comments received by FDA:

FDA received over 150 written comments to the Docket on the November 1999
proposed strategy plan and to the February 2000 draft guidances. A copy of the
comments may be obtained from the Dockets Management Branch, HFA-305, Food and -

Drug Administration, 5600 Fishers Lane, Room 1061, Rockville, MD 20857.

The following is a summary of the major comments received:
e Strong support for the agency’s decision to actively regulate third party and
hospital reprocessors.
e Concern that the Risk Prioritization Scheme lacked clarity and was too

subjective. To demonstrate this point, several stakeholders used the scheme to



evaluate their products. In all cases the stakeholders’ risk category for their
devices ranked higher or lower than FDA s risk category for the same devices.

e Concemn that FDA was imposing burdensome regulations on hospitals.

» Concern that many hospitals are not prepared to comply with the agency’s
premarket requirements due to their lack of experience in this area or to their
limited financial resources.

e Support for FDA’s decision to exclude “opened-but-unused” SUDs from this
enforcement strategy. The agency will further examine its policy with respect to
“opened-but-unused” products. In the meantime, FDA’s current policy for
“opened-but-unused” products remains unchanged.

e Several stakeholders identified additional SUDs that they were currently
reprocessing or were considering reprocessing in the future that were not on

FDA’s current list of frequently reprocessed SUDs.

Major changes to FDA'’s proposed reuse strategy:

As aresult of the comments the agency received, FDA has revised the final SUD

regulatory strategy as follows:

1. The proposed Risk Prioritization Scheme will not be used to determine the
timing of FDA’s enforcement priorities for the premarket requirements. Rather,

FDA will use the device classification listed in the Code of Federal Regulations



(CFR) (1.e., class I, class II, or class IIT) to set its enforcement priorities for the

premarket submission requirements.

FDA intends to enforce premarket submission requirements within six (6)
months of issuance of this final SUD Enforcement guidance document for all
class IIT devices; within twelve (12) months for class II devices; and eighteen
(18) months for class I devices. At a later date, FDA intends to examine on a
case-by-case basis, the need to revoke exemptions from premarket requirements
for cle;ss I and IT exempt products based upon the risks that may exist due to

reprocessing.

For hospital reprocessors, FDA intends to establish a one (1) year phase in for
active enforcement of the Act’s non-premarket requirements (e.g., registration,
listing, medical device reporting, tracking, corrections and removals, quality
system, labeling). The agency will use the one-year period following the
issuance of this final guidance document to educate hospitals about their
regulatory obligations. FDA does not anticipate that the one-year extension of
enforcement discretion following the issuance of this guidance document will
pose any significant public health risks because the agency has no evidence at
this time to demonstrate that reprocessing and reuse of SUDs is posing any

imminent danger to public health.



4. The “List of Frequently Reprocessed SUDs™ has been expanded to include
additional SUDs that are currently being reprocessed. As noted above, FDA
will use the device classification listed in the CFR to set its enforcement
priorities for the premarket submission requirements for all devices. The
regulatory premarket submission requirements for reprocessed SUDs that are
not included on this list will be based on the device’s CFR classification (e.g.,

class I, II, or IIT).

As stated in FDA’s November 3, 1999, proposed strategy plan on the reuse of single-
use devices, our primary goal is to ensure a reprocessing and reuse regulatory program
based on good science that protects public health, while ensuring that our regulatory
requirements are equitable to all parties. FDA does not believe that the changes to its
final SUD regulatory strategy pose any significant public health risks. Rather, we
believe that these changes may facilitate the implementation of the reuse policy. For
example, FDA believes that using the existing CFR device classification system may
reduce the chance for delaying implementation of the final SUD policy by eliminating
confusion or misunderstanding regarding a device’s risk category and the timing of

premarket submissions.

The major change in FDA'’s plan is the use of the traditional device classification
scheme rather than the draft Risk Prioritization Scheme to establish enforcement
priorities for the premarket submission requirements. FDA was concerned about

significant differences between the risk category assigned to a SUD by FDA and by



stakeholders. Subjective differences in interpreting the Risk Prioritization Scheme
could cause some SUD reprocessors to believe that their devices are a lower risk
category than FDA's assessment. The agency concluded that disagreements over the
agency’s risk category for a SUD could cause undue delays in reprocessors complying
with the Act’s premarket submission requirements. The existing CFR device
classification system, on the other hand, is an established categorization system that is
familiar to all device manufacturers and many device users. Using the CFR device
classification syétem would eliminate problems with the proposed Risk Prioritization

Scheme identified by stakeholders.

We greatly appreciate the many comments, suggestions for improvement, and
encouragement we received from our stakeholders and interested parties in response to
the proposed strategy plan and to the two draft guidance documents. We carefully
considered all comments and have imcorporated many comments into the final guidance

document.

We encourage continued feedback as we proceed with this initiative.



Enforcement Priorities for Single-Use Devices
Reprocessed by Third Parties and Hospitals®

A. Introduction

This guidance document entitled “Enforcement Priorities for Single-Use Devices
Reprocessed by Third Parties and Hospitals” (“SUD Enforcement guidance”) finalizes
FDA’s policy on how it intends to regulate third party and hospital reprocessors
engaged in reprocessing single-use devices (SUDs) for reuse. This guidance document
incorporates many comments and suggestions received from stakeholders and interested
parties in response to “FDA’s Proposed Strategy on the Reuse of Single-Use Devices”
(published on November 4, 1999); comments from FDA’s satellite teleconference
entitled “FDA’s Proposed Strategy on Reuse of Single-Use Medical Devices™ (held on
November 8, 1999); comments from the FDA Open Public Meeting (held on December
14, 1999); the two companion draft guidances entitled “Reprocessing and Reuse of
Single-Use Devices: Review Prioritization Scheme” and “Enforcement Priorities for
Single-Use Devices Reprocessed by Third Parties and Hospitals” (published on
February 11, 2000); and the numerous meetings the agency has held with stakeholders

and interested parties.

This SUD enforcement guidance document sets forth FDA’s priorities for enforcing

premarket submission requirements, based on the device’s Code of Federal Regulations

® This document is intended to provide guidance. It represents the agency’s current thinking on the
above. 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. 4



(CFR) classification (i.e., class I, class II, and class III). Upon issuance of this guidance
document, the agency intends to enforce premarket submission requirements within six
(6) months for all class III devices; within twelve (12) months for all class II non-
exempt devices; and within 18 months for all class I non-exempt devices. At a later
date, the agency will evaluate, on a case-by-case basis, the need to revoke exemptions
from premarket submission requirements for class I and class IT exempt products.
Revocation of exemptions will be based on the agency’s determination that premarket
submissions for reprocessed devices in those classifications are necessary to ensure that
these devices are safe and effective for reuse after reprocessing. The issuance of this
guidance document does not preclude FDA from taking immediate action against any

particular product that is causing significant harm.

B. Purpose

The purpose of this SUD Enforcement guidance document is to describe FDA’s
enforcement priorities to third parties and hospitals that reprocess SUDs. The
enforcement priorities for premarket submission requirements are based on the device’s
CFR classification. Appendix A contains a list of SUDs known by FDA to be currently
reprocessed for reuse in humans. This list is not comprehensive; it represents the
agency’s current knowledge of the types of SUDs that are being reprocessed. This list
also contains information such as device classification, CFR regulation number and

product codes (i.e., procodes) that the reader may find useful.

10



C. Scope

This guidance document is applicable to third party and hospital SUD reprocessors.

The enforcement priorities set forth in this guidance do not apply to:

1. Permanently implantable pacemakers. The reuse of permanent pacemakers
is addressed in Compliance Policy Guide 7124.12 (issued on October 1,
1980 and revised in March 1995);

2. “Opened-but-unused” SUDs (see Definitions in Appendix B);

3. Health care facilities that are not hospitals; or

4. Hemodialyzers. The reuse of hemodialyzers is addressed in “Guidance for
Hemodialyzer Reuse Labeling (final draft issued on Oct. 6, 1995). A copy
of this guidance is available on FDA’s web site at

www.fda.gov/cdrh/ode/dilreuse.pdf.

FDA is aware that hospitals are not the only health care facilities that reprocess devices
labeled for single use. At this time, the agency is limiting its focus to SUDs reprocessed
by third party and hospital reprocessors. In the future and following experience with
implementation of this guidance document, FDA intends to examine whether other

establishments that reprocess SUDs should be included.

D. Why is FDA phasing in the enforcement of regulatory

requirements for SUD reprocessors?

11



FDA believes that a phased-in approach for enforcement of regulatory requirements for

third party and hospital reprocessors is appropriate for several reasons, including:

1. The agency believes that the health risk associated with reprocessing SUDs
varies with each device and the agency’s regulatory activities should be
implemented in accordance with the device’s CFR classification.

2. A phased-in implementation period may avoid any unintended and
unpredictable consequences, such as potential shortages in certain hospitals, of
an agency decision to immediately enforce all the requirements.

3. Establishments, such as hospitals, may be unfamiliar with FDA regulations, and
a phased-in implementation approach will allow those facilities time to learn
about the requirements and to develop programs to comply with them.

4. The agency’s limited resources do not permit immediate enforcement of all

regulatory requirements on third party and hospital reprocessors.

However, FDA emphasizes that nothing in this guidance document, including the
phased-in enforcement approach that the agency intends to implement, precludes the
agency from taking immediate action against any particular product that is causing

harm.

E. What are the Act's requirements that apply to third party and

hospital reprocessors?

12



The requirements that apply to third party and hospital reprocessors are:

1. Registration and Listing (Section 510 of the Act; 21 CFR Part 807),

2. Medical Device Reporting (Sections 519(a)(b) and (¢) of the Act; 21 CFR Part
803);

3. Medical Device Tracking (Section 519(e) of the Act; 21 CFR Part 821);

4. Medical Device Corrections and Removals (Section 519(f) of the Act; 21 CFR
Part 806);

5. Quality System Regulation (Section 520(f) of the Act; 21 CFR Part 820);

6. Labeling (Section 502 of the Act; 21 CFR Part 801); and

7. Premarket Requirements (Sections 513 and 515 of the Act; 21 CFR Parts 807

and 814).

Each of these regulatory requirements is described briefly below, with a citation to the
corresponding section of the Act, FDA regulation in the CFR, and to other FDA
guidances that may help in understanding a particular requirement (see Appendix C for
additional guidances that may be helpful). FDA may issue additional guidances as

needed.

1. Registration and Listing (Section 510 of the Act; 21 CFR Part 807):

13



Owners and operators of establishments who process devices must register their
establishment with FDA, and provide a list of their devices. Establishments that are
registering for the first time must use Form FDA-2891 (“Initial Registration of Device

Establishment”).

All SUDs that an establishment reprocesses must be reported on Form FDA-2892
(“Medical Device Listing”). A separate Form FDA-2892 must be submitted for each

category or type of device that a reprocessor reprocesses.

Forms FDA-2891 and FDA-2892 can be obtained by mail from the Office of
Compliance, Center for Devices and Radiological Health (HFZ-307), Food and Drug

Administration, 2094 Gaither Road, Rockville, MD 20850.

Additional details regarding registration and listing are available in “CDRH Guidance
for Industry: Instructions for Completion of Medical Device Registration and Listing
Forms FDA-2891, 2891a, and 2892”. This guidance may be obtained by contacting the
Division of Small Manufacturers Assistance (DSMA) by calling Facts on Demand at 1-
800-899-0381 or 301-827-0111 (please specify number 012 when prompted for the

document number) or from FDA’s web page at www.fda.gov/cdrh/dsma/riman.html.

2. Medical Device Reporting (Sections 519 (a)(b) and (c) of the Act; 21 CFR Part

803):

14



\

Manufacturer’s reporting requirements and other requirements under this regulation are
more extensive than device user facility requirements. Hospitals who engage in
manufacturing activities, such as reprocessing, are subject to manufacturer reporting
requirements for the SUDs that they reprocess as well as user facility reporting
requirements (21 CFR 803 Subpart E). In addition, they also must adhere to user
facility reporting requirements for all other medical devices that they use (21 CFR 803
Subparts A and C). FDA realizes that hospitals that reprocess SUDs may need
additional guidance from the agency on how to submit manufacturer adverse event
reports. Accordingly, FDA plans to provide additional guidance to hospital

reprocessors about applicable manufacturing adverse event requirements.

Further assistance in understanding medical device reporting (MDR) is available in a
series of FDA publications. The most recent changes to the MDR requirements were
published as a Final Rule in January 2000 entitled “Medical Device Reporting:
Manufacturer Reporting, Importer Reporting, User Facility Reporting, Distributor
Reporting” in the Federal Register’. A copy of the December 1995 and J anuary 2000
MDR Final Rules and other related MDR documents and guidances are available on

FDA’s web page at www.fda.gov/cdrh/mdr.html.

7 65 411204121m Jan. 6, 2000.
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3. Medical Device Tracking (Section 519(e) of the Act; 21 CFR Part 821):

The purpose of medical device tracking is to ensure that manufacturers of certain
devices establish tracking systems that will enable them to promptly locate devices in
commercial distribution in the event corrective actions or notifications about the device
are necessary. Manufacturers are not subject to the Medical Device Tracking regulation
unless and until FDA issues a direct order to the manufacturer. Accordingly,
reprocessors will not be subject to the Tracking regulation unless FDA issues an order
for the specific device(s) being reprocessed. Additional information on device tracking,
including the types of devices subject to tracking orders, is available in FDA’s
“Guidance on Medical Device Tracking.” Guidance can be obtained from CDRH Facts
on Demand at 1-800-899-0381 or 301-827-0111 (please specify number 169 when
prompted for the document number) or on FDA’s web page at

www.fda.gov/cdrh/modact/tracking.pdf.

4. Medical Device Corrections and Removals (Section 519(f) of the Act; 21 CFR

Part 806):

All device manufacturers must report to FDA, within a specified time, certain types of
device corrections and removals. In addition, each manufacturer must maintain records
of all corrections and removals. Each device manufacturer also must submit a written
report to FDA of any correction or removal of a device initiated by the manufacturer if

the correction or removal was undertaken to reduce a risk to health posed by the device,

16



or to remedy certain violations of the Act. The term “correction” is defined in 21 CFR
806.2(e) as “the repair, modification, adjustment, relabeling, destruction, or inspection
(including patient monitoring) of a device without its physical removal from its point of
use to some other location.” The term "removal" is defined in 21 CFR 806.2(i) as the
"removal of a device from its point of use to some other location for repair,

modification, adjustment, relabeling, destruction, or inspection.”

The following is an example of when the corrections and removal regulation is
applicable:
A hospital had reprocessed some SUDs that resulted in a patient
experiencing an adverse health event. If the hospital pulls the remaining
devices from the suspect batch or lot off their shelves to reduce the risk
to health, this action would be considered to be a removal that must be

reported to FDA.

5. Quality System Regulation (Section 520(f) of the Act; 21 CFR Part 820):

Current good manufacturing practice (cGMP) requirements are set forth in the Quality
System regulation that governs the methods used in, and the facilities and controls used
for the design, manufacturer, packaging, labeling, storage, installation, and servicing of
all finished devices. These requirements include design controls (see 21 CFR 820.30),
corrective and preventive action requirements (see 21 CFR 820.100), and process

validation requirements (see 21 CFR 820.75). Guidance and information on the various

17



aspects of the Quality System regulation are available in the following documents:
“Guideline on General Principles of Process Validation” (available at

www.fda.gov/cdrh/ode/425.pfd or contact DSMA at the telephone numbers previously

listed); “Design Control Guidance” (available at

www.fda.gov/cdrh/comp/designgd.html); “Quality System Inspection Technique

(QSIT) (available at www.fda.gov/ora/inspect_ref/igs/qsit/QSITGUIDE.PDF); and

“Medical Device Quality Systems Manual: A Small Entity Compliance Guidance

(available at www.fda.gov/cdrh/dsma/gmp man.html).

Design control requirements are not applicable to all devices. Design control
requirements apply to all class II, class 1II, and some class I devices (see 21 CFR

820.30).

6. Labeling (Section 502 of the Act; 21 CFR Part 801):

FDA has general labeling requirements regarding the name and place of manufacture
and the inclusion of adequate directions for use. FDA’s guidance “Labeling Regulatory
Requirements for Medical Devices” contains relevant information. Guidance is

available at the FDA web site www.fda.gov/cdrh/dsma/470.pdf or contact DSMA at the

telephone numbers previously listed.

18



7. Premarket Requirements (Sections 510, 513 and 515 of the Act; 21 CFR Parts

807, and 814):

a. What type of premarket submission should I submit?

There are two types of premarket submissions - a premarket notification (or 510(k)) and

a premarket approval application (PMA).

In general, the type of submission you submit depends on the CFR classification of the
device. The classification regulation for a medical device, as provided under 21 CFR
Parts 862-892, establishes the class for each type of device and the premarket

requirements that are applicable.

Unless the classification regulation specifically exempts a device, a premarket
notification (510(k)) submission is required for class I and class II devices. Class I
devices may require either a premarket notification (510(k)) submission or a premarket
approval (PMA) application, depending on the particular type of class III device. The
classification regulation for each type of class III device indicates whether a premarket

approval application is required.

For your convenience, FDA has indicated on the list of known reprocessed SUDs (see

Appendix A), the type of marketing application that is required for each type of device.

19



b. What information do I need to include in my 510(k) submission in order to obtain

FDA’s marketing clearance for my device?

Your 510(k) submission must contain enough information for FDA to determine
whether your device is as safe and effective as a legally marketed predicate device (i.e.,
"substantially equivalent" within the meaning of section 513(i) of the Act). As the
510(k) applicant, 1t is your responsibility to identify a legally marketed predicate device
for the SUD you wish to reprocess. Keep in mind that the predicate device you select
must have the same intended use as the device in your 510(k) submission. For a
reprocessed SUD, the legally marketed predicate device for comparison may be the
SUD of the OEM. The information in your 510(k) submission must compare the
unique characteristics of your device to the predicate device so that it establishes that

they are equivalent with respect to safety and effectiveness factors.

The criteria that FDA uses in deciding to grant marketing clearance for 510(k)
submissions are more fully described in section 513(i) of the Act and 21 CFR 807.100.
Your 510(k) application must include all the information described in the 510(k)
regulation, 21 CFR 807.87. General guidance on the information that needs to be
submitted in 510(k) submissions is available in FDA guidance ‘“Premarket Notification
510(k): Regulatory Requirements for Medical Devices.” A copy of this guidance can

be found at www.fda.gov/cdrh/manuals/510kprt.1.html or contact DSMA at the

telephone numbers previously listed. In preparing your submission, you should search

CDRH’s web site, assemble all relevant guidances for your specific device or specific

20



processes, complete the tests and compile the information as recommended. The web
site address to search for applicable FDA guidances is

www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfGGP/Search. CFM. For additional

assistance, contact DSMA at the telephone numbers previously listed.

c. What information do I need to include in my PMA in order to obtain FDA'’s

marketing approval for my device?

FDA’s basis for approval of a PMA is a finding that the device has a reasonable
assurance of safety and effectiveness for its intended use based on valid scientific
evidence. Your PMA application must include valid scientific evidence that
demonstrates the safety and effectiveness of your reprocessed SUD. Submission of
clinical data may be necessary in order to establish a device’s safety and effectiveness.
Your PMA application also should evaluate the unique characteristics of your device.
The factors that FDA uses to grant marketing approval of PMAs are more fully

described in section 515(d) of the Act and 21 CFR 814.44.

A description of what the agency considers a complete PMA application is available in
the PMA regulation, 21 CFR 814.20. FDA has general guidances on the information
that needs to be submitted in PMA applications (see FDA’s “Guidance for Preparation
of PMA Manufacturing Information.” A copy can be obtained from

www.fda.gov/cdrh/ode/448.pdf).

21



To assist you in submitting your PMA application for specific products, FDA has
posted device-specific and process-specific guidances on its worldwide web site to
supplement the general requirements noted above. You can search for applicable FDA

guidances at www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfGGP/Serach. CFM or

contact DSMA at the telephone numbers previously listed.

In addition to reviewing the data in a PMA application, FDA also requires a satisfactory
inspection of your manufacturing facilities before a PMA application can be approved.
Therefore, your PMA application must include a comprehensive manufacturing section,
which clearly identifies all appropriate manufacturing controls. Guidance about
manufacturing information to include in premarket submissions is available in
“Guidance in Quality System Regulation: Information for Various Premarket
Reprocessors Submissions.” A copy of this guidance can be obtained at

www.fda.gov/cdrh/dsma/cgmphome.html or CDRH Facts on Demand at 1-800-899-

0381 or 301-827-0111 (please specify number 1140 when prompted for the document
number). Reprocessors and hospitals that intend to reprocess devices that will require a

PMA should be prepared for a pre-approval inspection.

d. What happens if a third party or hospital reprocessor fails to submit a 510(k)

submission or a PMA application or makes a submission that is administratively

incomplete?

22



A third party or hospital that decides to stop reprocessing SUDs will not be required to
make any submission to the agency. Third parties and hospitals that continue

reprocessing SUDs must make the appropriate and timely submission described below.

FDA initially will review your 510(k) submission or PMA application to make a
threshold determination as to whether it contains sufficient information to begin a
substantive review. If the submission or application does not, on its face, contain all
the information required under 21 CFR 807.87(for 510(k)s ) or 21 CFR 814.20 (for
PMAs), FDA will not review that application or submission any further and the file will
be placed on hold (see 21 CFR 807. 87 and 814.42(e)). You may submit the additional
information to complete the file. However, the agency does not consider such
submissions to satisfy the premarket submission requirements or the intent of the phase
in enforcement period. FDA intends to take immediate enforcement action against third
party and hospital reprocessors that fail to make any submissions or submit
administratively incomplete 510(k)s or PMA applications following the end of the

phase in periods identified in this document.

In addition, the agency wants submitters to realize that a 510(k) submission or PMA
application that is administratively complete may nevertheless be difficult to review if it
is poorly organized or does not address device specific issues. In these situations, there

are likely to be delays in premarket review.
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e. What happens if a third party or hospital reprocessor submits a 510(k) submission

or a PMA application that is scientifically inadequate?

FDA may take enforcement action against third party and hospital reprocessors who
submit scientifically inadequate 510(k) submissions or PMA applications or whose
510(k) application or PMA submission is still under review after the end of the phase in
periods identified in this document (see “F. Enforcement priorities and periods of

enforcement discretion for FDA requirements” below).

[ Can I combine several different models and brands of the same type of device into

one 510(k) submission or PMA application?

Premarket (510(k)) submissions and PMA applications are device specific; FDA
requires a 510(k) or a PMA for each device. Only closely related variations of the same
type of device should be grouped in one submission or application. FDA advises
reprocessors to examine device groupings that OEMs have developed in previous
submissions as models that may be useful in considering the groupings of reprocessed
SUDs. Data and iformation in the submission or application must support the
substantial equivalence (510(k)) or safety and effectiveness (PMA) of the entire group

of devices in a marketing submission.

g What if I need to conduct clinical studies as part of my 510(k) submission or PMA

application?
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FDA regulations (21 CFR Parts 50, 56, and 812) describe the procedures for the
conduct of clinical studies used to support marketing submissions. Class III and class 11
may be considered significant risk devices, as defined in 21 CFR 812.3(m). Clinical
studies of significant risk devices need prior FDA approval of an investigational device
exemption (IDE) application before the study may begin. Clinical studies need prior
approval of the local institutional review board and informed consent from the patient.
Additional information on IDE requirements is available in two FDA guidance
documents: “Significant and Non-significant Risk Medical Device Studies™ (accessible

at www.fda.gov/cdrh/manual/idemanul.html) and “IDE Policies and Procedures”

(accessible at www.fda.gov/cdrg/ode/idepolcy.html). Copies of these guidances can

also be obtained by contacting DSMA at the telephone numbers previously listed.

F. Enforcement Priorities and Periods of Enforcement Discretion for

FDA Requirements

Upon issuance of this guidance document, FDA intends to enforce the regulatory
requirements listed under section E of this guidance using a combination of a phased-in
approach and continued enforcement discretion. A brief description of these

requirements and their time lines are provided below.

FDA intends to actively enforce the Act’s premarket submission requirements for third

party and hospital reprocessors six (6) months following issuance of this guidance
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document for devices classified as class I1I; within twelve (12) months for devices
classified as class IT; and within eighteen (18) months for devices classified as class 1.
FDA intends to take enforcement action against any third party or hospital reprocessor
that fails to meet these deadlines (i.e., referring to the 6, 12, and 18 month deadlines for

premarket submissions), or the deadlines described below.

FDA intends to actively enforce the Act’s non-premarket requirements for hospital
reprocessors one (1) year following issuance of this guidance document. FDA intends
to use the first year following issuance of this guidance document to educate hospitals

about their regulatory obligations under the Act.

FDA intends to continue to enforce all non-premarket requirements against third-party

reprocessors.

The agency’s use of a phased-in approach and enforcement discretion to enforce the
Act’s premarket submission and other requirements does not preclude FDA from taking
enforcement action sooner than the time periods described if the agency determines that
any reprocessed medical device presents a significant risk to public health. Conversely,
the agency may continue to exercise its discretion to not actively enforce FDA
requirements for longer periods of time than described below when there may be
shortages of medically necessary devices, constraints on agency resources, or for other

compelling reasons.
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1. Enforcement Discretion Period for Premarket Requirements (Sections 513,

and 515 of the Act; 21 CFR Parts 807 and 814):

The following describes the agency’s enforcement discretion period for premarket
submission requirements. However, we encourage all reprocessors to submit premarket
submissions to FDA even before the premarket submission requirement implementation
dates listed in this guidance document. We believe that this will be helpful to all parties
because the agency will learn what types of submissions to expect while reprocessors
can obtain feedback on their 510(k) submissions or PMA applications before the agency

actively enforces its premarket submission requirements.

a. SUDs categorized as class 11l devices:

FDA intends to continue to exercise its enforcement discretion with respect to
premarket submission requirements for third party and hospital reprocessors of class 111
devices for one (1) year from the date of issuance of this enforcement guidance

provided that:

1. FDA receives a 510(k) submission or a PMA application no later than six (6)

months following the issuance of this enforcement guidance;

2. The 510(k) submission or PMA application is complete and is of sufficient
quality to be acceptable for substantive review (see discussion under 7. d and e);

and
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3. The applicant receives an FDA order finding the device substantially equivalent
to a legally marketed predicate and cleared for marketing, or an order approving
a premarket approval application, within twelve (12) months of issuance of this

guidance document.

Upon issuance of this guidance document, FDA intends to take enforcement action

against any third party or hospital reprocessor who fails to satisfy all of the conditions

described above.

b. SUDs categorized as class 1l non-exempt devices:

FDA intends to continue to exercise its enforcement discretion with respect to
premarket submission requirements for third party and hospital reprocessors of class IT
non-exempt devices for eighteen (18) months from the date of issuance of this
enforcement guidance provided that:

1. FDA receives a 510(k) submission no later than twelve (12) months following

issuance of this enforcement guidance;

2. The 510(k) submission is complete and is of sufficient quality to be acceptable
for substantive review (see discussion under 7. d and e); and

3. The applicant receives an FDA order finding the device substantially equivalent
to a legally marketed predicate and cleared for marketing Within eighteen (18)

months of issuance of this guidance document.
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Upon issuance of this guidance document, FDA intends to take enforcement action
against any third party or hospital reprocessor who fails to satisfy all of the conditions

described above.

c. SUDs categorized as class I non-exempt devices:

For third party and hospital reprocessors of class I non-exempt devices, FDA intends to
continue to exercise its enforcement discretion with respect to premarket submission
requirements for these devices for two (2) years from the date of issuance of this
enforcement guidance provided that:

1. FDA receives a 510(k) submission no later than eighteen (18) months following

issuance of this enforcement guidance;

2. The 510(k) submission is complete and is of sufficient quality to be acceptable
for substantive review (see discussion under 7.d and e); and

3. The applicant receives an FDA order finding the device substantially equivalent
to a legally marketed predicate and cleared for marketing within twenty-four

(24) months of issuance of this guidance document.
Upon issuance of this guidance document, FDA intends to take enforcement action
against any third party or hospital reprocessor who fails to satisfy all of the conditions

described above.

d. SUDs categorized as class I exempt or class Il exempt devices:
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FDA intends to evaluate all class I exempt and class II exempt devices to determine if it
is appropriate for the agency to promulgate regulations to revoke the exemptions of
these devices for the purpose of requiring premarket submissions to ensure that these
devices are safe and effective for reuse after reprocessing. These devices will be
evaluated on a case-by-case basis. The agency is seeking input on the factors to
consider to revoke exemptions from the premarket requirement for class I and class II
exempt devices, including comments about the applicability of the criteria previously

described in the draft RPS guidance issued February 2000.

2. Enforcement Discretion Periods for Registration, Listing, Submission of
Adverse Events (MDR), Quality Systems, Labeling, Tracking, and Correction
and Removal Requirements (Sections 502, 510, 513, 515, 519, and 520 of the

Act; 21 CFR Parts 801, 803, 806, 807, 820, and 821).

a. Hospitals:

As previously stated, FDA intends to continue to exercise its enforcement discretion
with respect to non—premérket requirements for hospital reprocessors for one year from
the issuance of this SUD enforcement guidance. These non-premarket requirements
include registration, listing, adverse evént reporting (MDR), quality system, tracking
(which are triggered only by a specific FDA Tracking order), and corrections and

removals. The discretionary period for the MDR requirements for reporting adverse
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events related to SUDs that a hospital reprocesses only applies to manufacturer MDR

reporting requirements (21 CFR 803 subpart E); it does not include user facility MDR

reporting requirements (21 CFR 803 subpart C). FDA will continue to actively enforce

MDR requirements for all device user facilities, including hospital reprocessors. FDA

intends to utilize the first year following issuance of this gunidance document to educate

hospitals of their regulatory obligations under the Act.

b.  Third Party Reprocessors:

FDA intends to continue its present practice of actively enforcing all non-premarket
requirements for third party reprocessors. The SUD enforcement guidance document
does not change the obligation of third party reprocessors to continue to comply with
registration, listing, MDR, quality system, labeling, tracking (if appropriate), and

medical device corrections and removals requirements.
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23
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Appendix A: List of SUDs known to be reprocessed

Cardiovascular
Cardiovascular

Cardiovascular

Cardiovascular

Cardiovascular
Cardiovascular

Cardiovascular
Cardiovascular
Cardiovascular
Cardiovascular

Cardiovascular
Cardiovascular

Cardiovascular
Cardiovascular
Cardiovascutar
Cardiovascular
Cardiovascular
Cardiovascular

Cardiovascular

Cardiovascular

Cardiovascular

Dental
Dental
Dental
Dental

Dental
Dental

Dental

32

"Device Regulation# [Exempt ~  [Type of Class (I, |Procode
(YIN)? Premarket iy e
e : Submission . o
Cuff, Blood-Pressure 870.1120 N 510(k) Il DXQ
Catheter, angiography  870.1200 N 510(k) I DQO
Catheter, Electrode 870.1220 N 510(k) 1l DRF
Recording, Or Probe,
Electrode Recording
Catheter,Intracardiac 870.1220 N 510(k) I MTD
Mapping,High-Density
Array
Catheter, Oximeter, 870.1230 N 510(k) I DQE
Fiberoptic
Catheter, Steerable 870.1280 N 510(k) H DRA
System, Catheter 870.1290 N 510(k) I DXX
Control, Steerable
Wire, Guide, Catheter  870.1330 N 510(k) Il DQX
Needle, Angiographic ~ 870.1390 N 510(k) I DRC
Trocar 870.1390 N 510(k) Il DRC
Actuator, Syringe, 870.1670 N 510(k) 1 DQF
Injector Type
Oximeter 870.2700 N 510(k) Il DQA
Oximeter, Tissue 870.2700 N 510(k) ] MUD
- Saturation
System, Balloon, Intra- 870.3535 N 510(k) i DSP
Aortic And Control
Clamp, Vascular 870.4450 N 510(k) I DXC
Device,Stabilizer,Heart 870.4500 Y N/A | MWS
Stripper, Vein, External 870.4885 N 510(k) il DwQ
Sleeve, Limb, 870.5800 N 510(k) ll JOW
Compressible
Syringes 870.1670 N 510(k) ! DXT
Catheter, Percutaneous Unclassified N 510(k) [l LIT
Transluminal
Angioplasty (PTA)
Catheters, Transluminal Unclassified N PMA m LOX
Coronary Angioplasty,
Percutaneous &
Operative (PTCA)
Electrode, Unclassified N PMA I LPB
Percutaneous,
Conduction Tissue
Ablation
Bur, Dental 872.3240 Y N/A I EJL
Saw, Bone, Ac-Powered 872.4120 N 510(k) il DZH
Drill, Bone, Powered 872.4120 N 510(k) 1 DZI
Driver, Wire, And Bone 872.4120 N 510(k) Il DzJ
Drill, Manual
Drill, Dental, Intraoral 872.4130 Y N/A | DZA
Bracket, Metal, 872.5410 Y N/A I EJF
Orthodontic
Bracket, Plastic, 872.5470 N 510(k) i DYW
Orthodontic



30
31

32

33

34

35

36

37

38

39

40

41

42.

43

44

45

46

47

48

49

50

51

52

ENT
ENT

ENT

ENT

ENT

ENT

Gastroenterology/
Urology

Gastroenterology/
Urology
Gastroenterology/
Urology
Gastroenterology/
Urology
Gastroenterology/
Urology
Gastroenterology/
Urology
Gastroenterology/
Urology
Gastroenteroiogy/
Urology

Gastroenterology/
Urology

Gastroenterology/
Urology
Gastroenterology/
Urology
Gastroenterology/
Urology

Gastroenterology/
Urology
Gastroenterology/
Urology
Gastroenterology/
Urology
Gastroenterology/
Urology

Gastroenterology/
Urology

Bur

Laser, Microsurgical
Argon, For Uses Other
Than Otology, Including
Laryngology & General
Use In Otolarngology
Laser, Microsurgical

Argon, For Use In
Otology

Laser, Ent Microsurgical

Carbon-Dioxide
Forceps, Biopsy,

Bronchoscope (Non-

Rigid)
Forceps, Biopsy,

Bronchoscope (Rigid)

Instrument, Biopsy,
Mechanical,
Gastrointestinal

Set, Biopsy Needle And
Needle, Gastro-Urology

Punch, Biopsy

Forceps, Biopsy, Non-

Electric

Cover, Biopsy Forceps

Instrument, Biopsy

Brush, Cytology, For

Endoscope
Needle,

Pneumoperitoneum,

Spring Loaded
Needle,

Pneumoperitoneum,

Simple
Endoscope and/or
accessories
Balloons/Baskets,
Extraction
Electrode,

Electrosurgical, Active,

Urological
Snare, Flexible

Electrode, Flexible
Suction Coagulator
Forceps, Biopsy,
Electric

Unit, Electrosurgical,
Endoscopic (With Or
Without Accessories)
Biliary Sphincterotomes

874.4140

874.44390

874.4490

874.4500

874.4680

874.4680

876.1075

876.1075
876.1075
876.1075
876.1075
876.1075
876.1500

876.1500

876.1500

876.1500
876.1500

876.4300

876.4300
876.4300
876.4300

876.4300

876.4300
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prd

Zz 2 2 Z

N/A
510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)
510(k)
N/A
N/A
510(k)
510(k)

510(k)

510(k)

510(k)
510(k)

510(k)

510(k)
510(k)
510(k)

510(k)

510(k)

EQJ
LMS

LXR

EWG

BWH

JEK

FCF

FCG
FCI
FCL
FFF
KNW
FDX*

FHO

FHP

KOG™-
KOG*

FAS

FDI*
FEH
KGE*

KNS

FGE, FTK



53

54

55

56

57

58

59

60

61

62

63

64

65
66

67

68

69

70

71
72
73
74
75

76

77

78

79

80
81

Gastroenterology/
Urology
Gastroenterology/
Urology
Gastroenterology/
Urology
Gastroenterology/
Urology
Gastroenterology/
Urology
Gastroenterology/
Urology
Gastroenterology/
Urology

General Hospital

General Hospital
General Hospital
General Hospital
General Hospital

General Hospital
General Hospital

General Hospital
General Hospital
General Hospital

General Hospital

General Hospital
Infection Control
Laboratory
Neurology

Neurology

Neurology

Neurology

OB/GYN
OB/GYN

OB/GYN
OB/GYN

Dislodger, Stone,

Basket, Ureteral, Metal

Dislodger, Stone,
Flexible

Snare, Non-Electrical

Holder, Needle

Trocar, Gastro-Urology

Catheter, Urological

Accessories, Blood

Circuit, Hemodialysis

Mattress, Flotation

Therapy, Non-Powered
Lift, Patient, Non-Ac-

Powered

Mattress, Air Flotation,
Alternating Pressure

Mattress, Water,

Temperature Regulated
Needle, Hypodermic,

Single Lumen
Syringe, Piston
Cover, Mattress
(Medical Purposes)
Scissors, Medical,
Disposable
Syringe, lrrigating
Pump, Infusion,
Implanted,
Programmable
Pump, Infusion,
Implanted, Non-
Programmable
Device, Needle
Destruction
Gowns, Surgical
Lancets, Blood
Instrument, Clip
Forming/Cutting

Drills, Burrs, Trephines
& Accessories (Manual)
Drills, Burrs, Trephines

& Accessories

{Compound, Powered)
Drills, Burrs, Trephines
& Accessories (Simple,

Powered)
Laparoscope,
Gynecologic

876.4680

876.4680

876.4730

876.4730

876.5090

876.5130

876.5820

880.5150

880.5510

880.5550

880.5560

880.5570

880.5860
880.6190

880.6820

880.6960

Unclassified

Unclassified

Unclassified
878.4040
878.4800
882.4190
882.4300

882.4305

882.4310

884.1720

Laparoscopic Dissectors 884.1720

Laparoscopic Graspers 884.1720

Trocar

884.1720
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N/A
N/A
N/A
N/A
510(k)
510(k)
510(k)
N/A
N/A
N/A
N/A
510(k)

510(k)
N/A

N/A
N/A
PMA

PMA

PMA
510(k)
N/A
N/A
510(k)

510(k)

510(k)

510(k)
N/A

N/A
510(k)

1l

FFL*
FGO*
FGX*
FHQ
FBQ
KOD
KOC
IKY
FSA
FNM
FOH
FMI

FMF
FMW

JOK
KYZ
LKK

MDY

MTV
FYA
FMK
HBS
HBG

HBF

HBE

HET
HET

HET
HET



82

83

84

85

86

87

88

89

90
91
92

93
94
95
96

97

98

99

100

101

102

103
104

105
106
107
108
109
110

OB/GYN

OB/GYN

OB/GYN

OB/GYN

OB/GYN

OB/GYN

OB/GYN

OB/GYN

OB/GYN
OB/GYN
OB/GYN

OB/GYN

Ophthalmic
Ophthalmic
Ophthalmic

Ophthalmic
Ophthalmic

Ophthalmic

Ophthalmic

Orthopedics

Orthopedics

Orthopedics
Orthopedics

Orthopedics
Orthopedics
Orthopedics
Orthopedics
Orthopedics
Orthopedics

Insufflator, Laparoscopic 884.1730

Electrocautery,
Endoscopic And
Accessories
Electrocautery,
Gynecologic (And
Accessories)
Coagulator-Cutter,
Endoscopic, Bipolar
(And Accessories)
Coagulator,

Laparoscopic, Unipolar

(And Accessories)
Coagulator,
Hysteroscopic (And
Accessories)

Coagulator, Culdoscopic

(And Accessories)

Coagulator-Cutter,
Endoscopic, Unipolar
(And Accessories)
Scissors, Umbilical
Scissors, Episiotomy
Forceps, Biopsy,
Gynecological
Laparoscopic Scissors
Endoilluminator
Drapes, Surgical
Keratome Blade

Knife, Ophthalmic
Unit,
Phacofragmentation
Fluidic,
Phacoemulsification/
Phacofragmentation
Phacoemulsification
Needle

Saw Blades

Surgical Drills

Arthroscope
Component, Traction,
Invasive

Scissors

Reamer

Knife, Orthopedic
Burr

Bit, Drill

Rongeur

884.4100

884.4120

884.4150

884.4160

884.4160

884.4160

884.4160

884.4520
884.4520
884.4530

884.1720
876.1500
878.4370
866.4370

886.4350
886.4670

886.4670

886.4670

878.4820

878.4820

888.1100
888.3040

888.4540
888.4540
888.4540
888.4540
888.4540
888.4540
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510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

N/A
N/A
N/A

N/A
510(k)
510(k)
510(k)

N/A
510(k)

510(k)

510(k)

N/A

N/A

510(k)
510(k)

N/A
N/A
N/A
N/A
N/A
N/A

Il

1™
i

HIF

HIM

HGI

HIN

HFG

HFH

HFI

KNF

HDJ
HDK
HFB

HET
MPA
KKX
HMY, HNO,
MYD

HNN
HQC

MUS

MUS

GFA, DWH,
GEY,GET

GEY,GET

HRX*
JEC

HRR
HTO
HTS
HTT
HTW
HTX



111 Orthopedics Trephine 888.4540 Y N/A I HWK
112 Orthopedics Countersink 888.4540 Y N/A I HWW
113 Orthopedics Tap, Bone 888.4540 Y N/A | HWX
114 Orthopedics Staple Driver 888.4540 Y N/A I HXJ
115 Orthopedics Holder, Needle 888.4540 Y N/A I HXK
116 Orthopedics Manual Surgical 888.4540 Y N/A I LXH
Instrument
117 Orthopedics Carpal Tunnel Blade 888.4540 Y N/A ! LXH
118 Plastic Surgery Stapler 878.4800 Y N/A | GAG, GEF,
FHM, HBT
119 Physical Medicine Cable, Electrode 890.1175 Y N/A I IKD
120 Physical Medicine Joint, Shoulder, External 890.3420 Y N/A | IQQ
Limb Component
121 Physical Medicine Joint, Hip, External Limb 890.3420 Y N/A I ISL
Component
122 Physical Medicine Joint, Knee, External 890.3420 Y N/A | ISY
Limb Component
123 Physical Medicine Unit, Wrist, External 890.3420 Y N/A | ISZ
Limb Component,
Mechanical
124 Respiratory Circuits, Respiratory 868.5240 Y N/A | CAl
Therapy And
Anesthesia Breathing
125 Respiratory Catheters, Oral And 868.5350 Y N/A I BZB
Nasal
126 Respiratory Masks, Gas 868.5550 Y N/A I BSJ
127 Respiratory Breathing Mouthpiece  868.5620 Y N/A I BYP
128 Respiratory Catheter, 868.6810 Y N/A ] BSY
Tracheobronchial
Suction
129 Respiratory Tube, Tracheal 868.5730 N 510(k) I BTR
130 Respiratory Changer, Endotracheal Unclassified N PMA i LNZ
Tube
131 Surgery Laparoscope, General & 876.1500 N 510(k) I GCJ
Plastic Surgery
132 Surgery Endoscopic Blades 876.1500 N 510(k) 1l GCP,GCR
133 Surgery Endoscopic Guidewires 876.1500 N 510(k) I GCP,GCR
134 Surgery Splint, Extremity, 878.3900 Y N/A | FZF
Inflatable, External
135 Surgery Splint, Extremity, 878.3910 Y N/A 1 FYH
Noninflatable, External
136 Surgery Unit, Electrosurgical And 878.4400 N 510(k) ] BWA
Coagulation, With
Accessories
137 Surgery Electrosurgical Device 878.4400 N 510(k) I DWG
138 Surgery Device, Electrosurgical, 878.4400 N 510(k) I GElI
Cutting & Coagulation &
Accessories
139 Surgery Apparatus, 878.4400 N 510(k) I HAM
Electrosurgical
140 Surgery Electrode, 878.4400 N 510(k) I JOS

Electrosurgical
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141

142
143

144
145
146

147
148

149

150
151

162
153
154

155

156

157

158

159
160
161

162

163

164
165
166

167
168
169
170
171
172

173
174
175

Surgery

Surgery
Surgery

Surgery
Surgery
Surgery
Surgery
Si irgery

WL

Surgery

Surgery
Surgery

Surgery
Surgery
Surgery

Surgery

Surgery

Surgery

Surgery

Surgery
Surgery
Surgery

Surgery
Surgery

Surgery
Surgery
Surgery

Surgery
Surgery
Surgery
Surgery
Surgery
Surgery

Surgery
Surgery
Surgery

Needle, Biopsy,
Cardiovascular

Knife, Surgical
Apparatus, Suturing,
Stomach And Intestinal
Lancet, Blood

Chisel, Surgical, Manual
Curette, Surgical
Cutter, Surgical

Rasp, Surgical, General
& Plastic Surgery
Retractor, Surgical,
General & Plastic
Surgery

Snare, Surgical
Spatula, Surgical,
General & Plastic
Surgery

Stapler, Surgical
Stripper, Vein,
Disposable

Hook, Surgical, General
& Plastic Surgery
Gouge, Surgical,
General & Plastic
Surgery

Dissector, Surgical,
General & Plastic
Surgery

Clamp, Surgical,
General & Piastic
Surgery

Saw, Manual And
Accessories

Scalpel, One-Piece
Handle, Scalpel

Brush, Biopsy, General
& Plastic Surgery
Applier, Staple,
Surgical,

Forceps, General &
Plastic Surgery

Blade, Scalpel
Retractor, Manual
Saw, Manual, And
Accessories

Applier, Hemostatic Clip
Saw

Forceps

Curette

Rasp

Instrument, Cutting,
Orthopedic

Osteotome

Clamp

Retractor

878.4800

878.4800
878.4800

878.4800
878.4800
878.4800
878.4800
878.4800

878.4800

878.4800
878.4800

878.4800
878.4800
878.4800

878.4800

878.4800

878.4800

878.4800

878.4800
878.4800
878.4800

878.4800
878.4800

878.4800
878.4800
878.4800

878.4800
878.4800
878.4800
878.4800
878.4800
878.4800

878.4800

878.4800
878.4800
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N/A

N/A
N/A

N/A
N/A
N/A
N/A
N/A

N/A

N/A
N/A

N/A
N/A
N/A

N/A

N/A

N/A

N/A

N/A
N/A
N/A

N/A
N/A

N/A
N/A
N/A

N/A
N/A
N/A
N/A
N/A
N/A

N/A
N/A
N/A

DWO

EMF
FHM

FMK
FzO
FZS
FZT
GAC

GAD

GAE
GAF

GAG
GAJ
GDG

GDH

GDI

GDJ

GDR

GDX
GDZ
GEE

GEF

GEN

GES
GZW
HAC

HBT
HSO
HTD
HTF
HTR
HTZ

HWM
HXD
HXM



176
177
178

179
180

181
182
183
184
185

186

187
188

189
190

191
192

193
194

195
196

197
198
199

200

201

202

Surgery
Surgery
Surgery

Surgery
Surgery

Surgery
Surgery
Surgery
Surgery
Surgery

Surgery

Surgery
Surgery

Surgery
Surgery

Surgery
Surgery

Surgery
Surgery

Surgery
Surgery

Surgery
Surgery
Surgery

Surgery

Surgery

Surgery

Spatula, Orthopedic
Chisel, Mastoid
Instrument, Surgical,
Disposable

Hook, Bone

Scissors, General Use,
Surgical

Instrument, Manual,
General Surgical
Instrument, Manual,
Surgical, General Use
Laser Instrument,
Surgical, Powered
Blade, Saw, Surgical,
Cardiovascular

Saw, Electrically
Powered

Motor, Surgical
Instrument, Pneumatic
Powered

Motor, Surgical

Instrument, Ac-Powered

Blade, Saw, General &

Plastic Surgery, Surgical

Dermatome

Bur, Surgical, General &

Plastic Surgery

Bit, Surgical

Saw, Powered, And
Accessories

Chisel (Ostectome)
Saw, Pneumatically
Powered

Burr

Tourniquet,
Nonpneumatic
Tourniquet, Pneumatic
Enodoscopic Staplers
Trocar

Trocar

Electrosurgical
Electrodes/Handles/
Pencils

Surgical Cutting
Accessories

878.4800
878.4800
878.4800

878.4800
878.4800

878.4800
878.4800
878.4810
878.4820
878.4820

878.4820

878.4820
878.4820

878.4820
878.4820

878.4820
878.4820

878.4820
878.4820

878.4820
878.5900

878.5910
888.4540
874.4420

876.5090,
876.1500,
870.1390
876.4300,
878.4400

878.4800,
874.4420
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N/A
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N/A
510(k)
N/A
N/A

N/A

N/A
N/A

N/A
N/A

N/A
N/A

N/A
N/A

N/A
N/A

N/A
N/A
N/A

510(k)

510(k)

N/A

! HXR
I JYD
| KDC

| KIK
| . LRW

I MDM
I MDW
Il GEX
I DWH
I DWI

[ GET

[ GEY
[ GFA

I GFD
I GFF

I GFG
! HAB

I KDG
I KFK

I GFF
! GAX

! KCY

I HXJ

I KAB, KBG,
KCI

I FBM, GCJ,
DRC

Il HAM, GEI,
FAS

I GDZ, GDX,
GES, KBQ,
KAS



203

204

205

206

207

*Device is marketed as single-use and reusable

Surgery

Surgery

Surgery
Surgery

Surgery

Scissor Tips,
Removable Inserts

Laser Fiber Delivery
Systems

Biopsy Forceps

Laproscope

Sizer, Mammary, Breast Unclassified

Implant Volume

** Agsociated Instruments

878.4800,
884.4520,
874.4420

878.4810,
874.4500,
886.4390,
884.4550,
886.4690

876.4300,
874.4680
884.1720,
876.1500
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Appendix B: Definition of terms
For the purpose of this guidance, FDA has defined the following terms:

Hospital: A hospital is an acute health care facility.

Single-use device: A single-use device, also referred to as a disposable device, is
intended to be used on one patient during a single procedure. It is not intended to be
reprocessed (cleaned, disinfected/sterilized) and used on another patient. The labeling
may or may not identify the device as single use or disposable and does not include
instructions for reprocessing.

Opened-but-unused: Opened-but-unused devices are single-use, disposable devices
whose sterility has been breached or compromised, or whose sterile package was
opened but not been used on a patient, that is, they have not been in contact with blood
or bodily fluids.

Reuse: The repeated use or multiple use of any medical device including devices
intended for reuse or single-use, with reprocessing (cleaning, disinfection or
sterilization) between uses.

Reprocessing: Reprocessing includes all the steps performed to make a contaminated
reusable or single-use device patient ready. The steps may include cleaning, functional
testing, repackaging, relabeling, disinfection or sterilization.

Resterilization: Resterilization is the application of a terminal process designed to
remove or destroy all viable forms of microbial life, including bacterial spores, to an
acceptable sterility assurance level, to a device that has previously undergone a
sterilization process.
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Appendix C: Additional guidances that may be helpful
on the reuse issue

In addition to the guidances and resources referenced in the body of this document, the
following is a partial list of other FDA guidances and material that may be helpful to
third parties and hospitals that reprocess SUDs. Copies of the guidances can be
obtained from the FDA web site at
www.fda.gov/opacom/morechoices/industry/guidede.htm. FDA also encourages you to
explore our web site for information on reused, single-use devices. This web site
includes a list of some possibly useful sterility and cleaning standards and related
documents for medical devices. The web site address is www.fda.gov\cdrh\reuse.

To contact the Division of Small Manufacturers Assistance (DSMA) call 301-443-6597
or 1-800-638-2041 or send an e-mailed to DSMA@CDRH.fda.gov. All requests for
publications should be submitted by e-mail or by fax to 301-443-8818. You also are
encouraged to search the Device Advice web site at www.fda.gov/cdrh/devadvice for
specific guidance to new manufacturers.

e Overview of FDA Modernization Act of 1997, Medical Device Provisions, February
19, 1998

¢ Guidance on the Center for Devices and Radiological Health’s Premarket
Notification Review Program, June 30, 1986

e Premarket Approval (PMA) Manual, October 1, 1998
e Guidance on IDE Policies and Procedures, January 20, 1998

e Questions and Answers for the FDA Reviewer Guidance: Labeling Reusable
Medical Devices for Reprocessing in Health Care Facilities: FDA Reviewer
Guidance, August 1996

¢ Guidance on Premarket Notification (510(k)) Submissions for Sterilizers Intended
for Use 1n Health Care Facilities, March 1993

o “Medical Device Labeling: Suggested Format and Content” (draft) at
www.fda/gov/cdrh/ode/labeling.pdf.

® FDA Labeling Requirements at www.fda.gov/cdrh/devadvice/33.html#contents
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Appendix D: FDA’s intended time line for enforcing existing non-premarket
and premarket submission requirements

Type of Reprocessor

Current Requirements

6 Months after FDA Issues Final
SUD Reuse Policy

12 Months after FDA Issues
Final SUD Reuse Policy

18 Months after FDA Issues
Final SUD Reuse Policy

Third Party

Non-premarket requirements
includes registration, listing,

Reprocessor medical device reporting, tracking
(if applicable), corrections and
removals, quality system, and
labeling
Premarket submission requirements: | Premarket submission requirements: | Premarket submission Premarket submission
FDA is not actively enforcing these | submission of 510(k) submissions or | requirements: submission of requirements: submission of
requirements PMA applications for class IIT 510(k) submissions for class II | 510(k) submissions for class I
devices non-exempt devices non-exempt devices
Non-premarket requirements: FDA | Non-premarket requirements: FDA is | Non-premarket requirements
Hospital is not actively enforcing these not actively enforcing these includes registration, listing,
Reprocessors requirements requirements medical device reporting,

Premarket submission requirements:

Premarket submission requirements:

tracking (if applicable)
corrections and removals,
quality system, and labeling

Premarket submission

FDA is not actively enforcing these
requirements

submission of 510(k)submissions or
PMA applications for class III
devices

requirements: submission of
510(k) submissions for class II
non-exempt devices

Premarket submission
requirements: submission of
510(k) submissions for class I
non-exempt devices
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Appendix E: FDA’s intended time line for enforcing specific premarket requirements

Device’s CFR 6 Months after FDA Issues Final | 12 Months after FDA Issues Final | 18 Months after FDA Issues 24 Months after FDA Issues
Classification SUD Reuse Strategy SUD Reuse Strategy Final SUD Reuse Strategy Final SUD Reuse Strategy
Class I11 Reprocessor must submit 510(k) Reprocessor must receive FDA
submissions or PMA applications | orders finding SUDs substantially
for SUDs equivalent or orders approving
premarket approval applications
OR OR
FDA may initiate enforcement FDA may initiate enforcement
action action
Class 11 Reprocessor must submit 510(k) Reprocessor must receive FDA
submissions for SUDs orders finding SUDs substantially
equivalent
OR OR
FDA may initiate enforcement FDA may initiate enforcement
action action
Reprocessor must submit 510(k) | Reprocessor must receive
Class I submissions for SUDs FDA orders finding SUDs
substantially equivalent
OR OR

FDA may initiate enforcement
action

FDA may initiate enforcement
action
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