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of completion of a product development
protocol (PDP) for the implanted
mechanical/hydraulic urinary
continence device, a medical device.
The agency is also summarizing its
proposed findings regarding the degree
of risk of illness or injury designed to
be eliminated or reduced by requiring
the device to meet the statute’s approval
requirements, and the benefits to the
public from the use of the device. In
addition, FDA is announcing an
opportunity for interested persons to
request that the agency change the
classification of the device based on
new information.
DATES: Written comments by June 15,
1995; requests for a change in
classification by March 2, 1995. FDA
intends that, if a final rule based on this
proposed rule is issued, PMA’s will be
required to be submitted within 90 days
of the effective date of the final rule.
ADDRESSES: Submit written comments
or requests for a change in classification
to the Dockets Management Branch
(HFA–305), Food and Drug
Administration, rm. 1–23, 12420
Parklawn Dr., Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT: John
H. Baxley, or John F. Guest, Center for
Devices and Radiological Health (HFZ–
470), Food and Drug Administration,
9200 Corporate Blvd., Rockville, MD
20850, 301–594–2194.

SUPPLEMENTARY INFORMATION:

I. Background
Section 513 of the Federal Food, Drug,

and Cosmetic Act (the act) (21 U.S.C.
360c) requires the classification of
medical devices into one of three
regulatory classes: Class I (general
controls), class II (special controls), and
class III (premarket approval).
Generally, devices that were on the
market before May 28, 1976, the date of
enactment of the Medical Device
Amendments of 1976 (the amendments)
(Pub. L. 94–295), and devices marketed
on or after that date that are
substantially equivalent to such devices,
have been classified by FDA. For the
sake of convenience, this preamble
refers to both the devices that were on
the market before May 28, 1976, and the
substantially equivalent devices that
were marketed on or after that date as
‘‘preamendments devices.’’

Section 515(b)(1) of the act (21 U.S.C.
360e(b)(1)) establishes the requirement
that a preamendments device that FDA
has classified into class III is subject to
premarket approval. A preamendments
class III device may be commercially
distributed without an approved PMA
or declared completed PDP until 90
days after FDA’s promulgation of a final

rule requiring premarket approval for
the device, or 30 months after final
classification of the device under
section 513 of the act, whichever is
later. Also, a preamendments device
subject to the rulemaking procedures
under section 515(b) of the act is not
required to have an approved
investigational device exemption (IDE)
(part 812 (21 CFR part 812))
contemporaneous with its interstate
distribution until the date identified by
FDA in the final rule requiring the
submission of a PMA for the device.

Section 515(b)(2)(A) of the act
provides that a proceeding to
promulgate a final rule to require
premarket approval shall be initiated by
publication, in the Federal Register, of
a notice of proposed rulemaking
containing: (1) The proposed rule; (2)
proposed findings with respect to the
degree of risk of illness or injury
designed to be eliminated or reduced by
requiring the device to have an
approved PMA or declared completed
PDP and the benefit to the public from
the use of the device; (3) an opportunity
for the submission of comments on the
proposed rule and the proposed
findings; and (4) an opportunity to
request a change in the classification of
the device based on new information
relevant to the classification of the
device.

Section 515(b)(2)(B) of the act
provides that if FDA receives a request
for a change in the classification of the
device within 15 days of the publication
of the notice, FDA shall, within 60 days
of the publication of the notice, consult
with the appropriate FDA advisory
committee and publish a notice denying
the request for change of classification
or announcing its intent to initiate a
proceeding to reclassify the device
under section 513(e) of the act. If FDA
does not initiate such a proceeding,
section 515(b)(3) of the act provides that
FDA shall, after the close of the
comment period on the proposed rule
and consideration of any comments
received, promulgate a final rule to
require premarket approval, or publish
a notice terminating the proceeding. If
FDA terminates the proceeding, FDA is
required to initiate reclassification of
the device under section 513(e) of the
act, unless the reason for termination is
that the device is a banned device under
section 516 of the act (21 U.S.C. 360f).

If a proposed rule to require
premarket approval for a
preamendments device is made final,
section 501(f)(2)(B) of the act (21 U.S.C.
351(f)(2)(B)) requires that a PMA or
notice of completion of a PDP for any
such device be filed within 90 days of
the date of promulgation of the final

rule or 30 months after final
classification of the device under
section 513 of the act, whichever is
later. If a PMA or notice of completion
of a PDP is not filed by the later of the
two dates, commercial distribution of
the device is required to cease. The
device may, however, be distributed for
investigational use if the manufacturer,
importer, or other sponsor of the device
complies with the IDE regulations. If a
PMA or notice of completion of a PDP
is not filed by the later of the two dates,
and no IDE is in effect, the device is
deemed to be adulterated within the
meaning of section 501(f)(1)(A) of the
act, and subject to seizure and
condemnation under section 304 of the
act (21 U.S.C. 334) if its distribution
continues. Shipment of the device in
interstate commerce will be subject to
injunction under section 302 of the act
(21 U.S.C. 332), and the individuals
responsible for such shipment will be
subject to prosecution under section 303
of the act (21 U.S.C. 333). FDA has in
the past requested that manufacturers
take action to prevent the further use of
devices for which no PMA or notice of
completion of a PDP has been filed and
may determine that such a request is
appropriate for implanted mechanical/
hydraulic urinary continence devices.

The act does not permit an extension
of the 90-day period after promulgation
of a final rule within which an
application or a notice is required to be
filed. The House Report on the
amendments states that ‘‘the thirty
month ‘grace period’ afforded after
classification of a device into class III
* * * is sufficient time for
manufacturers and importers to develop
the data and conduct the investigations
necessary to support an application for
premarket approval.’’ (H. Rept. 94–853,
94th Cong., 2d sess. 42 (1976).)

A. Classification of the Implanted
Mechanical Hydraulic Urinary
Continence Device

In the Federal Register of November
23, 1983 (48 FR 53012 at 53026), FDA
issued a final rule classifying the
implanted mechanical/hydraulic
urinary continence device into class III
§ 876.5280 (21 CFR 876.5280). The
preamble to the proposal to classify the
device (46 FR 7610, January 23, 1981)
included the recommendation of the
Gastroenterology-Urology Devices
Advisory Panel (the Panel), an FDA
advisory committee, which met on
September 26 and 27, 1976, regarding
the classification of the device. The
Panel recommended that the device be
in class III, and identified certain risks
to health presented by the device. FDA
agreed with the Panel’s


