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AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

SUMMARY: The Food and Drug Administration (FDA) is announcing the o
availability of the draft guidance entitled “Class II Sﬁéé%&]ﬁ%ﬁtfék Guidance
Document: External Penile Rigidity Devices.” This draﬂguldance document
describes a means by which external penile rigidity idéiffiées tliay C“oinply with
the requirement of special controls for class II devices. E;lgewhere in this issue
of the Federal Register, FDA is issuing a proposed rule to classify external
penile rigidity devices into class II with special covntro"“lsi. The proposed rule
also announces FDA’s intent to exempt external penile figidfty devices from
premarket notification requirements. This draft guiaan'ciej; is nelther :ﬁIli‘aI\ nor
is it ini effect at this time. o o

DATES: Submit written or electronic comments on this draft guldance by [msert

date 90 days after date of publication in the Federal Reglster]

ADDRESSES: Submit written requests for single copies on a 3.5” dlskette of the
draft guidance document entitled “Class II Spemal Controls Guldance /
Document: External Penile Rigidity Devices” to the D1v1smn Qf Small

Manufacturers, International, and Consumer Assistance (HFZ-220), Center for
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Devices and Radiological Health, Food and Drug Adﬁiifhi‘streﬁon, 1350 Piccard
Dr., Rockville, MD 20850. Send one self-aaﬁfeééeé“éi‘(’iﬁ?aei‘:vel label to assist that
office in processing your request, or fax your request tel 301-443-8818. See
the SUPPLEMENTARY INFORMATION Section for infermajtiﬁo;r%i on electronic access

to the draft guidance.

Submit written comments concerning this draft g’ui’;dance\’t‘o the Division
of Dockets Management (HFA-305), Food and Drug Ad;miniwstration, 5630
Fishers Lane, rm. 1061, Rockville, MD 20852. 'Su“b‘mni‘tq é’jébtrbhic comments to
http://www.fda.gov/dockets/ecomments. Identify Cdnirrienfs with the docket
number found in brackets in the heading of this \dtfcﬁﬁrjﬁieqt\.‘ o
FOR FURTHER INFORMATION CONTACT: Janine Morris, Center for Devicesand
Radiological Health (HFZ—470), Food and Drug Adm1mstrat1on, 9200 Corporate |
Blvd., Rockville, MD 20850, 301-594-2194. o | |
SUPPLEMENTARY INFORMATION:
I. Background

At a public meeting held on August 7, 1997, the Gegtroenterology-UroIogy
Advisory Panel (the Panel) recommended that external pemle rigidity devices
be classified into class II. The Panel identified special controls as labehng
recommendations with specific information for each of the dev1ces ‘This draft
guidance document supports the classification of external pemle r1g1d1ty
devices into class II. The guidance document will serve as the spemal control
for these devices, if the proposed rule becomes final. pr}ﬁlq\wlpg the effective
date of a final rule classifying the devices, a mahﬁﬁc’,’ttifér intending to mei'ket
external penile rigidity devices, who addresses the is}sue;}s covered in the
special control guidance before introducing its device in;to coinmercial

distribution in the United States, will be able to market its device Wlthout
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being subject to the premarket notification requiremenrs of section 510(k) of
the Federal Food, Drug and Cosmetic Act. However, fhe flrmneed only show
that its device meets the recommendations of the guidence or in some other
way provides equivalent assurances of safety and effectiveness. FDA may not
implement the guidance until the agency completes norice and comment

rulemaking to classify the devices.

The draft guidance identifies the risks to health éﬁa‘”’séf{ré”é as a specral o

contro] that, when followed and combined with the géﬁéral”jécﬁtrols, addresses |
the risks associated with this type of generic device. |
II. Significance of Guidance

This draft guidance is being issued consistent W1thFDA’sgood guidance
practices regulation (21 CFR 10.115). The draffguidance represents the
agency’s current thinking on external penile rigidity devices. It does not create
or confer any rights for or on any person and does not o‘perat‘e to bind F DA
or the public. An alternative approach may be used if 'srjiChepproach satrsfres
the requirements of the applicable statute and regulatiorils.
I11. Electronic Access B

To receive “Class Il Special Controls Guidance Ddcﬁr’heﬁt‘fﬁ){terhél’i"Perﬁle N
Rigidity Devices” by fax machine, call the CDRH Fact&On—Demand system at
800-899-0381 or 301-827-0111 from a touch-tone telephone Press 1 to enter
the system. At the second voice prompt, press 1to order a document Enter
the document number (1231) followed by the pound 31gn (#). Follow the
remaining voice prompts to complete your request. |

Persons interested in obtaining a copy of the draft griiidéﬁce may also do
so by using the Internet. CDRH maintains an entry oﬁ t'h’e ’Interhet for easy
access to information including text, graphics, and flles that may be

downloaded to a personal computer with Internet access Updated ona regular
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basis, the CDRH home page includes devrce safety alerts, Federal Regxster |

reprints, information on premarket submissions (in&luainé l‘fi\\s‘ta of ‘aﬁi)reuvedﬂ -

applications and manufacturers’ addresses), small manufacturer S a531stance o

information on video Conferencmg and electronic submlssmns Mammography”” - .

Matters, and other device-oriented mformatron The C]jRH Web s1te may be
accessed at http://www.fda.gov/cdrh. A search capablhty for aH CDRH ’\
guidance documents is available at http://www.fda. gov/cdrh/guzdance htm]
Guidance documents are also available on the Division of Dgckets Managen*rent
Internet site at http://www.fda. gov/ohrms/dockets ‘ |

IV. Paperwork Reduction Act of 1995 , -

This draft guidance contains information collectiou provisi‘ens that are
subject to review by the Office of Management and Budget (DMB) under the
Paperwork Reduction Act of 1995 (44 USC 3501-—3520) (the PRA) The ]abehng a
provisions addressed in the draft ghidance have been apprOVed by OMB under o
the PRA under OMB control number 0910-0485. ~ S
V. Comments el

Interested persons may submit to the Division of Doiekets Management (see
ADDRESSES), written or electronic comments \regardingitliris document. Submit
a single copy of electronic comments to"http Jfwww. fda ;édv/aee}ets/ N

ecomments. Submit two paper coples of any malled comments except that

individuals may submit one paper copy Comments are fo 1dent1fled w1th the




5

received may be seen in the Division of Dockets Management between 9 a. m

and 4 p.m., Monday through Friday.

Dated: .74 [c# , o
March 4, 2004. ~
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Beverly Chernaik Rothstein, ( «
Acting Deputy Director for Policy and Regulatlons’\ i ?ﬁwwwv};bkw
Center for Devices and Radiological Health. =~ H ‘
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