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[Docket No. 01N–0339]

Medical Devices; Classification for 
Medical Washer and Medical Washer-
Disinfector

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Final rule.

SUMMARY: The Food and Drug 
Administration (FDA) is classifying the 
medical washer and medical washer-
disinfector intended for general medical 
purposes to clean and dry surgical 
instruments, decontaminate or disinfect 
anesthesia equipment, hollowware, and 
other medical devices into class II 
(special controls). FDA is also 
identifying the guidance document 
entitled ‘‘Class II Special Controls 
Guidance Document: Medical Washers 
and Medical Washer-Disinfectors’’ (the 
guidance) as the special control that, in 
addition to general controls, the agency 
believes will reasonably ensure the 
safety and effectiveness of the device. 
This action is being taken under the 
Federal Food, Drug, and Cosmetic Act 
(the act), as amended by the Medical 
Device Amendments of 1976 (the 1976 
amendments), the Safe Medical Devices 
Act of 1990 (the SMDA), and the Food 
and Drug Administration Modernization 
Act of 1997 (the FDAMA).
DATES: This rule is effective December 
16, 2002.
FOR FURTHER INFORMATION CONTACT: 
Chiu S. Lin, Center for Devices and 
Radiological Health (HFZ–480), Food 
and Drug Administration, 9200 
Corporate Blvd., Rockville, MD 20850, 
301–443–8913.
SUPPLEMENTARY INFORMATION:

I. Background
The act (21 U.S.C. 301 et seq.), as 

amended by the 1976 amendments 
(Public Law 94–295), the SMDA (Public 
Law 101–629), and the FDAMA (Public 
Law 105–115), established a 
comprehensive system for the regulation 
of medical devices intended for human 
use. Section 513 of the act (21 U.S.C. 
360c) established three categories 
(classes) of devices, depending on the 
regulatory controls needed to provide 
reasonable assurance of their safety and 
effectiveness. The three categories of 
devices are class I (general controls), 
class II (special controls), and class III 
(premarket approval).

Under section 513 of the act, devices 
that were in commercial distribution 
before May 28, 1976 (the date of 
enactment of the 1976 amendments), 
generally referred to as preamendments 
devices, are classified after FDA has: (1) 
Received a recommendation from a 
device classification panel (an FDA 
advisory committee); (2) published the 
panel’s recommendation for comment, 
along with a proposed regulation 
classifying the device; and (3) published 
a final regulation classifying the device. 
FDA has classified most 
preamendments devices under these 
procedures.

Devices that were not in commercial 
distribution prior to May 28, 1976, 
generally referred to as postamendments 
devices, are classified automatically by 
statute (section 513(f) of the act) into 
class III without any FDA rulemaking 
process. Those devices remain in class 
III and require premarket approval, 
unless and until: (1) The device is 
reclassified into class I or II; (2) FDA 
issues an order classifying the device 
into class I or II in accordance with new 
section 513(f)(2) of the act, as amended 
by the FDAMA; or (3) FDA issues an 
order finding the device to be 
substantially equivalent, in accordance 
with section 513(i) of the act, to a 
predicate device that does not require 
premarket approval. The agency 
determines whether new devices are 
substantially equivalent to previously 
offered devices by means of premarket 
notification procedures in section 510(k) 
of the act (21 U.S.C. 360(k)) and 21 CFR 
part 807 of the regulations.

A preamendments device that has 
been classified into class III may be 
marketed, by means of premarket 
notification procedures, without 

submission of a premarket approval 
application (PMA) until FDA issues a 
final regulation under section 515(b) of 
the act (21 U.S.C. 360e(b)) requiring 
premarket approval. Consistent with the 
act and the regulations, FDA consulted 
with the General Hospital and Personal 
Use Devices Panel (the Panel), an FDA 
advisory committee, regarding the 
classification of this device.

II. Regulatory History of the Device
In the Federal Register of February 7, 

2002 (67 FR 5750), FDA proposed to 
classify the medical washer and medical 
washer-disinfector into class II (special 
controls). This device is intended for 
general medical purposes to clean and 
dry surgical instruments, decontaminate 
or disinfect anesthesia equipment, 
hollowware, and other medical devices.

Interested persons were given until 
May 8, 2002 to comment on the 
proposed regulation.

FDA received a total of three 
comments from one health professional, 
a consumer group, and one consumer. 
All three comments agreed with the 
proposed rule. In addition, one 
comment suggested that FDA require 
manufacturers to include testing to 
monitor cleaning efficacy.

III. Summary of Final Rule
FDA believes that in order to reduce 

the potential for confusion, the 
identification terms ‘‘general use’’ 
washer and ‘‘general use washer-
disinfector’’ as recommended by the 
Panel should be changed to ‘‘medical 
washer’’ and ‘‘medical washer-
disinfector.’’ The new terms will 
distinguish these devices from ‘‘general 
purpose article’’ washers and washer-
disinfectors that are exempt from 
section 510(k) of the act requirements. 
FDA also believes that decontamination 
and disinfection are distinct intended 
uses that require FDA to distinguish 
washers from washer-disinfectors in 
classification descriptions.

FDA concurred with the Panel that 
the medical washers and washer-
disinfectors should be classified into 
class II because special controls, in 
addition to general controls, would 
provide reasonable assurance of the 
safety and effectiveness of the device, 
and there is sufficient information to 
establish special controls to provide 
such assurance. FDA identified the 
guidance entitled ‘‘Class II Special 
Controls Guidance Document: Medical
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Washers and Medical Washer-
Disinfectors’’ as the special control for 
these devices. Following the effective 
date of this final classification rule, any 
firm submitting a section 510(k) of the 
act premarket notification for a medical 
washer or medical washer disinfector 
will need to address the issues covered 
in the special control guidance. 
However, the firm need only show that 
its device meets the recommendations 
of the guidance or in some other way 
provides equivalent assurance of safety 
and effectiveness.

As the Panel initially recommended, 
FDA believes that the medical washer is 
exempt from section 510(k) of the act 
requirements and that some medical 
washer-disinfectors can also be exempt 
from section 510(k) of the act 
requirements, depending on intended 
use. The medical washer-disinfector 
intended to clean and provide high level 
disinfection to medical devices should 
be subject to section 510(k) of the act 
requirements because the reusable 
devices subject to a high level 
disinfection process may pose a high 
risk of infection and other serious 
sequelae if the washer-disinfector is 
unsafe or ineffective. The medical 
washer-disinfector intended to clean 
and provide low or intermediate level 
disinfection can be exempt from 510(k) 
requirements because the reusable 
devices subject to low or intermediate 
disinfection pose a relatively lower risk 
of infection and other serious sequelae 
if the washer-disinfector is unsafe or 
ineffective.

In order to receive the guidance 
entitled ‘‘Class II Special Controls 
Guidance Document: Medical Washers 
and Medical Washer-Disinfectors’’ via 
your fax machine, call the CDRH Facts-
on-Demand system at 800–899–0381 or 
301–827–0111 from a touch-tone 
telephone. At the first voice prompt 
press 1 to enter the system. At the 
second voice prompt press 1 to order a 
document. Enter the document number 
(1252) followed by the pound sign (#). 
Follow the remaining voice prompts to 
complete your request.

Persons interested in obtaining a copy 
of the guidance may also do so using the 
Internet. CDRH maintains an entry on 
the Internet for easy access to 
information including text, graphics, 
and files that may be downloaded to a 
personal computer with Internet access. 
Updated on a regular basis, the CDRH 
home page includes the civil money 
penalty guidance documents package, 
device safety alerts, Federal Register 
reprints, information on premarket 
submissions (including lists of approved 
applications and manufacturers’ 
addresses), small manufacturers’ 

assistance, information on video 
conferencing and electronic 
submissions, Mammography Matters, 
and other device-oriented information. 
The CDRH home page may be accessed 
at http://www.fda.gov/cdrh. The 
document entitled ‘‘Class II Special 
Controls Guidance Document: Medical 
Washer and Medical Washer-
Disinfector’’ is available on the Internet 
at http://www.fda.gov/cdrh/ode/
guidance/1252.pdf.

IV. Analysis of Comments and FDA’s 
Response

FDA received three comments. All 
three comments agreed with the 
classification. One comment also 
suggested that FDA require 
manufacturers to include testing to 
monitor cleaning efficacy.

Currently, there is no standard for 
validating cleaning efficacy. 
Manufacturers can include in their 
manuals recommendations for routine 
monitoring of cleaning efficacy and 
frequency of testing. The guidance 
document does not prevent them from 
doing this. Once standardized test 
methods are available, FDA will review 
and recognize those standardized test 
methods as appropriate.

Therefore, under section 513 of the 
act, FDA is adopting the summary of 
reasons for the Panel’s recommendation 
and the summary of data upon which 
the Panel’s recommendation is based, in 
its entirety. FDA is also adopting the 
assessment of the risks to public health 
stated in the proposed rule published on 
February 7, 2002. Furthermore, FDA is 
issuing this final rule that classifies the 
generic type of device, medical washer 
and medical washer-disinfector into 
class II.

V. Environmental Impact
The agency has determined under 21 

CFR 25.34(b) that this action is of a type 
that does not individually or 
cumulatively have a significant effect on 
the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required.

VI. Analysis of Impacts
FDA has examined the impacts of the 

final rule under Executive Order 12866 
and the Regulatory Flexibility Act (5 
U.S.C. 601–612), and the Unfunded 
Mandates Reform Act of 1995 (Public 
Law 104–4)). Executive Order 12866 
directs agencies to assess all costs and 
benefits of available regulatory 
alternatives and, when regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 

environmental, public health and safety 
and other advantages, distributive 
impacts, and equity). The agency 
believes that this final rule is consistent 
with the regulatory philosophy and 
principles identified in the Executive 
order. In addition, the final rule is not 
a significant regulatory action as defined 
by the Executive order and so is not 
subject to review under the Executive 
order.

The Regulatory Flexibility Act 
requires agencies to analyze regulatory 
options that would minimize any 
significant impact of a rule on small 
entities. The special controls guidance 
document does not impose any new 
burdens on these or future 
manufacturers. It merely assures that, in 
the future, devices of this generic type 
will be at least as safe and effective as 
the presently marketed devices. These 
devices are already subject to premarket 
notification and labeling requirements. 
The guidance document merely advises 
manufacturers on appropriate means of 
complying with these requirements. The 
agency therefore certifies that this final 
rule will not have a significant 
economic impact on a substantial 
number of small entities. In addition, 
this final rule will not impose costs of 
$100 million or more on either the 
private sector or state, local, and tribal 
governments in the aggregate, and 
therefore a summary statement or 
analysis under section 202(a) of the 
Unfunded Mandates Reform Act of 1995 
is not required.

VII. Federalism
FDA has analyzed this final rule in 

accordance with the principles set forth 
in Executive Order 13132. FDA has 
determined that the rule does not 
contain policies that have substantial 
direct effects on the States, on the 
relationship between the National 
Government and the States, or on the 
distribution of power and 
responsibilities among the various 
levels of government. Accordingly, the 
agency has concluded that the rule does 
not contain policies that have 
federalism implications as defined in 
the order and, consequently, a 
federalism summary impact statement is 
not required.

VIII. Paperwork Reduction Act of 1995
This final rule contains no collections 

of information. Therefore, clearance by 
the Office of Management and Budget 
(OMB) under the Paperwork Reduction 
Act of 1995 (PRA) (44 U.S.C. 3501–
3520) is not required.

The information collections addressed 
in the special control guidance 
document identified by this rule have
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been approved by OMB in accordance 
with the PRA under the regulations 
governing premarket notification 
submissions, 21 CFR part 807, subpart 
E, OMB control number 0910–0120.

IX. Reference

The following reference has been 
placed on display in the Dockets 
Management Branch (HFA–305), Food 
and Drug Administration, 5630 Fishers 
Lane, rm. 1061, Rockville, MD 20852. 
This reference may be seen by interested 
persons between 9 a.m. and 4 p.m., 
Monday through Friday.

1. Transcript of General Hospital and 
Personal Use Devices Panel of the 
Medical Devices Advisory Committee 
Meeting, September 14, 1998.

List of Subjects in 21 CFR Part 880

Medical devices.
Therefore, under the Federal Food, 

Drug, and Cosmetic Act, and under 
authority delegated to the Commissioner 
of Food and Drugs, 21 CFR part 880 is 
amended as follows:

PART 880—GENERAL HOSPITAL AND 
PERSONAL USE DEVICES

1. The authority citation for 21 CFR 
part 880 continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360e, 
360j, 371.

2. Section 880.6991 is added to 
subpart G to read as follows:

§ 880.6991 Medical washer.
(a) Identification. A medical washer is 

a device that is intended for general 
medical purposes to clean and dry 
surgical instruments, anesthesia 
equipment, hollowware, and other 
medical devices.

(b) Classification. Class II (special 
controls). The special control for this 
device is the FDA guidance document 
entitled ‘‘Class II Special Controls 
Guidance Document: Medical Washers 
and Medical Washer-Disinfectors.’’ The 
device is exempt from the premarket 
notification procedures in subpart E of 
part 807 of this chapter subject to 
§ 880.9.

3. Section 880.6992 is added to 
subpart G to read as follows:

§ 880.6992 Medical washer-disinfector.
(a) Identification. A medical washer-

disinfector is a device that is intended 
for general medical purposes to clean, 
decontaminate, disinfect, and dry 
surgical instruments, anesthesia 
equipment, hollowware, and other 
medical devices.

(b) Classification. Class II (special 
controls). The special control for this 
device is the FDA guidance document 

entitled ‘‘Class II Special Controls 
Guidance Document: Medical Washers 
and Medical Washer-Disinfectors.’’

(1) Medical washer-disinfectors that 
are intended to clean, high level 
disinfect, and dry surgical instruments, 
anesthesia equipment, hollowware, and 
other medical devices.

(2) Medical washer-disinfectors that 
are intended to clean, low or 
intermediate level disinfect, and dry 
surgical instruments, anesthesia 
equipment, hollowware, and other 
medical devices are exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 880.9.

Dated: October 28, 2002.
Linda S. Kahan,
Deputy Director, Center for Devices and 
Radiological Health.
[FR Doc. 02–28942 Filed 11–14–02; 8:45 am]
BILLING CODE 4160–01–S

PENSION BENEFIT GUARANTY 
CORPORATION 

29 CFR Parts 4022 and 4044 

Benefits Payable in Terminated Single-
Employer Plans; Allocation of Assets 
in Single-Employer Plans; Interest 
Assumptions for Valuing and Paying 
Benefits

AGENCY: Pension Benefit Guaranty 
Corporation.
ACTION: Final rule.

SUMMARY: The Pension Benefit Guaranty 
Corporation’s regulations on Benefits 
Payable in Terminated Single-Employer 
Plans and Allocation of Assets in 
Single-Employer Plans prescribe interest 
assumptions for valuing and paying 
benefits under terminating single-
employer plans. This final rule amends 
the regulations to adopt interest 
assumptions for plans with valuation 
dates in December 2002. Interest 
assumptions are also published on the 
PBGC’s Web site (http://www.pbgc.gov).
EFFECTIVE DATE: December 1, 2002.
FOR FURTHER INFORMATION CONTACT: 
Harold J. Ashner, Assistant General 
Counsel, Office of the General Counsel, 
Pension Benefit Guaranty Corporation, 
1200 K Street, NW., Washington, DC 
20005, 202–326–4024. (TTY/TDD users 
may call the Federal relay service toll-
free at 1–800–877–8339 and ask to be 
connected to 202–326–4024.)
SUPPLEMENTARY INFORMATION: The 
PBGC’s regulations prescribe actuarial 
assumptions—including interest 
assumptions—for valuing and paying 
plan benefits of terminating single-

employer plans covered by title IV of 
the Employee Retirement Income 
Security Act of 1974. The interest 
assumptions are intended to reflect 
current conditions in the financial and 
annuity markets. 

Three sets of interest assumptions are 
prescribed: (1) A set for the valuation of 
benefits for allocation purposes under 
section 4044 (found in Appendix B to 
part 4044), (2) a set for the PBGC to use 
to determine whether a benefit is 
payable as a lump sum and to determine 
lump-sum amounts to be paid by the 
PBGC (found in Appendix B to part 
4022), and (3) a set for private-sector 
pension practitioners to refer to if they 
wish to use lump-sum interest rates 
determined using the PBGC’s historical 
methodology (found in Appendix C to 
part 4022). 

Accordingly, this amendment (1) adds 
to Appendix B to Part 4044 the interest 
assumptions for valuing benefits for 
allocation purposes in plans with 
valuation dates during December 2002, 
(2) adds to Appendix B to part 4022 the 
interest assumptions for the PBGC to 
use for its own lump-sum payments in 
plans with valuation dates during 
December 2002, and (3) adds to 
Appendix C to part 4022 the interest 
assumptions for private-sector pension 
practitioners to refer to if they wish to 
use lump-sum interest rates determined 
using the PBGC’s historical 
methodology for valuation dates during 
December 2002. 

For valuation of benefits for allocation 
purposes, the interest assumptions that 
the PBGC will use (set forth in 
Appendix B to part 4044) will be 5.30 
percent for the first 25 years following 
the valuation date and 4.25 percent 
thereafter. These interest assumptions 
represent an increase (from those in 
effect for November 2002) of 0.30 
percent for the first 25 years following 
the valuation date and are otherwise 
unchanged. 

The interest assumptions that the 
PBGC will use for its own lump-sum 
payments (set forth in Appendix B to 
part 4022) will be 4.00 percent for the 
period during which a benefit is in pay 
status and 4.00 percent during any years 
preceding the benefit’s placement in pay 
status. These interest assumptions 
represent an increase (from those in 
effect for November 2002) of 0.25 
percent for the period during which a 
benefit is in pay status and are 
otherwise unchanged. 

For private-sector payments, the 
interest assumptions (set forth in 
Appendix C to part 4022) will be the 
same as those used by the PBGC for 
determining and paying lump sums (set 
forth in Appendix B to part 4022).
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