DEPARTMENT OF HEALTH AND HUMAN SERVICES fJDM

- _//f PN SN A
Food and Drug Administration o by fjaféu J 0 U7
: ) ’ = ;/v;q¢&q¥mm[j gfiﬂﬁ/j717,£9¢%zf

21 CFR Part 876 L erifer
[Docket No. 1998N-1111] Y |
Gastroenterology-Urology Devices; Classmcatlonfortxternal Pemle S
Rigidity Devices

AGENCY: Food and Drug Admini‘stration/’, HHSA.

ACTION: Proposed rule.

SUMMARY: The Food and Drug Administration [FDA) is ’ISrop'oski'ng to classify |

external penile rigidity devices 1ntended to create or malntam sufflclent penile
rigidity for sexual intercourse into class II (special controls) Also F DAis
giving notice of its intent to exempt thlS type of devme from the premarket B
notification (510(k)) requirements of the Federal Food Drug, and Cosinetic Actl o
After considering public comments on the ‘proposed§clagelfloat;ouf FDA will -
publish a final regulation classifying these devices. This action is being taken

to establish sufficient regulatory controls that will prov1§e reasonable o
assurance of the safety and effectiveness of this device. If;?l*se\‘)}}here(iu) thie issue

of the Federal Register, FDA is publishing a notice ahnc;unoipg the availability

of a draft guidance document that would serve as the special )coutrol for the

devices if this proposal becomes final.

DATES: Submit written or electronic comments by [iziser'f date 90 days after
date of publication in the Federal Reglster] See sectlon IX of thls document \

for the proposed effective date of a final rule based on thls document
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ADDRESSES: Submit written comments to the Division of Dockets Management

Rockville, MD 20852. Submit electronic comments ft/o‘ h:ttp.;/YWWw.fda.gov/
dockets/ecomments. o N

FOR FURTHER INFORMATION CONTACT: Janine Morris, Center for Devices and
Radiological Health (HFZ-470), Food and Drug Adﬁlihfstratien, 9200 Corporate
Blvd., Rockville, MD 20850, 301-594-2104. SR

SUPPLEMENTARY INFORMATION: N

L Baekground

A. Regulatory Authorities -

The Federal Food, Dfug, and Cosmetic Act (the act) (21 U.S.C. 301 et seq.),
as amended by the Meaical Device Amendments of :197;?6 (the 1976
amendments) (Public Law 94-295), the Safe VMed‘i"eayl‘Deiviéée Act of 1990
(SMDA) (Public Law 101-629), the Food and Dru“g"\A’drrliinfé'f}ation

Modernization Act (FDAMA) (Public Law 105—115),‘ anéi the’\ Medical Devices )

User Fee and Modernization Act MDUFMA) (Pubhc Law 107—-250) estabhshed
a comprehensive system for regulating medlcal dev1ces 1ntended for human
use. Section 513 of the act (21 U.S.C. 360c) estabhshed t§hree categorles
(classes) of devices, depending on the regulatory controls needed to provide
reasonable assurance of their safety and effecuveness The three categories of
devices are class I (general controls), class II (spemal 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 theangenaments), generally
referred to as preamendments devices, are classified;afteflt FDA has taken the

following steps: (1) ‘Received a reeommendetiqq from a geyice classification
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panel (an FDA advisory committee); (2) published the f)an)el“’éﬁ recommendation
for comment, along with a proposed regmauon massn‘ylng the device; and (” ]M‘
published a final regulation classrfymg the device. FDA has classified most
preamendments devices under these procedures. f

Devices that were not in commercial d1str1but10nbeforeMay '2:‘8', 1976,
generally referred to as postamendments devices, are clgsmﬁedautomahcally -
by statate (section 513(f) of the act) into class III Withqﬂ;’[ any FDA rulemaking
process. Those devices remain in class III and require Vp:‘remafket aeproval’ until
FDA performs the followmg tasks (1) Reclassﬂles the dev1ce lnto class I or |

II; (2) 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) 1ssues

an order finding the device to be substantlally equlvalent 1n accordance w1th T

section 513(i) of the act, to a legally marketed dev1ce that does not reqmre o
premarket approval. The agency determines whether new dev1ces are
substantially equivalent to prev1ously marketed dev1cﬂers@bdy means of preraarket
notification procedures in section 510(k) eﬁ the act 4(21} USC 3§p(k)) and 21 A
CFR part 807 of the regulations. N |

A preamendments device that has been classified ; 1nto class III may be

marketed, by means of premarket notification’ procedures w1thout submlssmn

of a premarket approval apphcathn (PMA),,untll FD A ;@?EQ%&Q&?IQ}rﬂegulatlon o

under section 515(b) of the act (21 U.S.C. 360e(b)) re‘qliirj'ing*premarket '
approval. N ‘ ) | '
FDAMA added a new section 510(m) to the act ('21 U S.C. 3'6()“(1}1)') New
section 510(m) of the act provides that FDA may exempt a class 1l device from
the premarket notification requlrements under SBCthIl 510(k) of the act, if the

agency determines that premarket notlﬁcatmn 18 not necessary to assure the .
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safety and effectiveness of the device. FDA has determined that premarket
notification is not necessary to assure the safety and efféétiifeness of external

penile rigidity devices.

B. Regulatory History
External penile rigidity devrces are preamendments devrces Thes‘e devmes |
were not classified with the gastroenterology and urology dev1ces that were o
classified in 1983. FDA has rev1ewed rnarketlng submlssrons for these dev1ces
through the 510(k) process. Based on the premarket not1f1cat10ns (510(k)) |
reviews, the agency believes that the labehng of these dev1ces adequately

informs users and practltloners about the safe and effectlve use of the dev1ces B )

Consistent with the act and the regulatlons FDA consulted w1th the
Gastroenterology-Urology Advisory Panel (the Panel) an FDA adv1sory |
comumittee, regardmg the classification of these devrces Durmg a pubhc o -
meeting on August 7, 1997, the Panel discussed the hrstory, composmon /and
usage of external penile rigidity dev1ces The Panel recommended cla331fy1ng o
external penile rigidity devices into class Ir wrth labehng recommendatlons H
as special controls (Ref. 1). S . | ‘” 7

In the Federal Register of Ianuary 4, 1999 (64 FR 62) FDA 1ssued a B
proposed rule to classify external penile r1g1d1ty devrces 1nto class lI The
January 4, 1999, proposal prov1ded the regulatory hlstory of external pemle
rigidity devices as well as the recommendatlon of the Panel that these dev1ce}s ’

be cla331f1ed into class II (special controls). Spec1f1cally, the Panel

recommended that FDA classify the dev1ces 1nto class II because it concluded

:
{i

that special controls, in addltlon to general controls would prov1de reasonable

assurance of the safety and effectlveness of the devrces and that there Was T



sufficient information to establish special controls tp prov1dethat assurance :
FDA agreed with the Panel’s recommended cla331f1cat1dn T |

The ]anuary 4, 1999, propOSed rule provided anl/ opportunity for interested V
persons to submit comments The 90 day comment permd ended on Aprll 15

o

1999 FDA recelved no comments.

FDA has decided to repropose the classﬂicahon of thlS dev1ce to modlfy
the description of external penlle I‘lgldlty devices to clarlfy its 1ntended use.
In addition, FDA, on its own lnltlatwe 1s proposmg to exempt these dev1ces
from premarket notification requirements. The agency beheves that premarket .
notification is not necessary to assure the safety and effectlveness of the dev1ce
for the following reasons: (1) FDA received no adverse event reports regardmg

the use of external penile rigidity devices from 1997 to the present and (2)

SELTI e e e Sl st Srn S

FDA conducted a scientific hterature review from 1996 ’to Iune 2003 Wthl’l o

continued to show that the dev1ces are. safe and effectrve'when ,used properly.

FDA also believes that a special controls guidance document W1th labehng

R

recommendations addressmg proper usage along W1th the general controls,

would provide reasonable assurance of the safety and effect1veness of the |

P

devices.

IL. Criteria for Exemption

There are a number of factors FDA may con51der to determme Whether A A

a 510(k) is necessary to prov1de reasonable assurance of the safety and
effectiveness of a class II device. These factors are dlscusse“d;na guldancﬂe /
document the agency issued on February 19, 1998, entltled “Procedures for
Class II Device Exemptions From Premarket Notification, Guldance for Industry
and CDRH Staff.”” You 1 may obtain that gu1dance through the lnternet on FDA s }
Center for Devices and Radiological Health (CDRH) home page at http //
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www.fda.gov/cdrh or by fax through CORH Facts-c on Demand at 1-800-899-
0381 or 301—827—0111 Specify “159” when prompted for the document shelf |

number.

I11. Recommendajt‘ienvef the Panel

A. Device Identification

The Panel made the followmg device ldentlflcatlon recommendatlon
Penile rlgldlty devices are generlc external devmes that 1nclude COnStI‘ICtIOIl
rings, vacuum pumps, and penile epl1nts for the rn;apangemer‘l/t ef eljectlle ”
dysfunction. These devices fit on, over, or around ﬂie‘péalvﬁs to silppor’g,

promote, or maintain sufficient penile rigidity for sekuad intercourse.

B. Recommended Classification of the Panel
The Panel unanimously recomrﬁen:ded t:heyt F DA cldssﬂ"y extemalpenlle i
rigidity devices into class II (special controls). The Pane] beilie\\fed thgt spec\ialﬁ \
controls regarding labeling recommendations Would;\prd\\ride reasonable
assurance of the safety and effectiveness of the devme type The Panel advised
to health of this device type; (2) relevant contramdlcatlons warmngs and
precautions; (3) possible methods of resolutlon of the problems/rlsks assomated 3
with the use of the devices; and (4) devme spemflc mforgnatl&f)nwDevme spemflc .

information (64 FR 62) contains warnings and precautlons 1nclud1ng, but not

limited to, the following:

1. Information Relevant to Vacuum Pumps

‘The user should apply the minimum amount of vacuum pressure

necessary to achieve an erection. Misuse of a vacuum pump may aggravate =~



7
already existing medical conditions such as Peyronie’s idi\seais'e, priaprism, and
urethral strictures.
2. Information Relevant to Constriction Rings

The user should restrict use of the derfice to 30 'rnin?utesfand shonld nt)t

fall asleep wearing the constriction ring. Prolonged nse of the constnotron rmg '

without removal may cause permanent 1n]ury to the pems

Frequent use of constnctrons rlngs may result 1n brurslng at the base of

the penis. The user should not use Constrlotlons rings 1f there 1s decreased

L T

ability to sense pam in the penls because pa1n may oé“c‘*ur as a Warmng 31gn '

that the device may be causmg injury.

3. Information Relevant to Penile Splints
The user should consult a physician if any injnries'ic')con:rfto’either the m

user or the user’s partner.

C. Summary of Reasons for Recommendation =~~~

e B e AE N Ry e Bt e P e g e e E T $a e e e WA

- The Panel recommended thét”ebrctérnél\penile‘rigidi\f”y“dév:lcesm be classified

into class II. The Panel beheved that spec1al controls regardmg labelmg

/ L ..! %,

recommendations, in addltron to general oontrols would prov1de reasonable

assurance of the safety and effectlveness of the devmes and that there is

sufficient information to eestablish spec1al controls to provrde such assurance. f“ o

t\/

D. Summary of Data Upon Which the Re‘coniniénddfion@ie Bdéewd :

The Panel based its recommenda’uon on the Panel members knowledge -

and clinical expenence as well as publlshed l1terature on external pemle

rigidity deVICes (Refs. 2 throuvghv 4)



E. Risks to Health

The Panel identified pain and/or discomfort, br‘uisl‘ng hemorrhage and/ “
or hematoma formation, penile injury and penile gangrene (if blood ﬂow is
restricted too long) as risks and possible 31de effects assocrated w1th the use 'i .
of these external penile rigidity devices. After consrderirlg the Panel s B
deliberations, as well as the published literature and medieal deVice’ réﬁbfts’ o
FDA evaluated the risks to health assoc1ated w1th the use of external pemle |
rigidity devices. FDA categorized the followmg as rlsks to health (1) Tlssue -
1n]ury or trauma; (2) aggravatlon of ex1st1ng medlcal condltlons, such as

Peyronle s disease, priaprism, and urethral strlctures and (3) mfectlon/adversei\ |

tissue reactions.

1. Tissue Injury or Traunra ‘

Tissue i 1n]ury and trauma are I‘lSl(S to health assomated w1th the use of
external penile rigidity dev1ces Prolonged use of constnctlon bands over 30
minutes without removal may cause permanent 1n]ury to the penls because
of restricted blood flow. Frequent use of constriction rlngs also may result in

bruising at the base of the penis. Mrsuse of a vacuum pu:mp may brulse or

rupture the blood vessels either 1mmed1ately below the surface oftheskinor = =

within the deep structures of the penis or scrotum, resultmg in hemorrhage .
and/or hematoma formation. Misuse ofa penile splint 1 may Cause 'vaginal

trauma to the user’s partner.

2. Aggravation of Certain Existing Medical Conditioﬁs |

Misuse of a vacuum pump or constrlctron ring may aggravate already
existing medical conditions, such as Peyrome s dlsease pnaprlsm and
urethral strictures. Peyrome s disease involves the formatron of hardened t1ssue

in the penis that causes pain, curvature, and d1stort10n usually durlng



erection. Priaprism is the perswtent usually palnful erectlon of the pems as
a consequence of disease. A urethral stricture is'an area ‘of hardened tlssue
which narrows the urethra and may cause pain and d1ff1culty in urmatlon

Increased pressure from a vacuum pump or constnctron rmg may exacerbate

the symptoms of these medical conditions.

3. Infection/Adverse Tissue Reactions e

The materlals used in external pemle r1g1d1ty devmes may present a rlsk

to health when in contact wrth skln by causmg adverse tlssue reactrons W1th
respect to cytotoxicity, sensmzatlon or irritation. Infectlon 1s also a potentral

risk as a result of injury or inadequate cleaning of the d:evices.”

F. Special Control -
FDA believes that FDA’s gurdance document ent1t1ed fiClass II Spemal
Controls Guidance Document: External Penile R1g1d1ty Devrces Gu1dance fork
Industry and FDA Staff”’ can provide reasonable assurance of the safety and
effectiveness of external penile ngldlty devmes FDA a agrees w1th the Panel that) -
specific labeling recommendations and adequate mstructlens for users are
appropriate special contrels FDA beheves that guldance on devme de31gn in

combination with labeling 1nstruct10ns w1ll also help assure a reasonable

assurance of safety and effectlveness

The guidance document addresses Pan zlfand agenéy concerns about tissue":

Peyronie’s disease, priaprism, and urethral strlctures and 1nfect10n/ adverse

tissue reactions. - , L

. 2 3
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1. Tissue Injury and Trauma

a. Labeling. The section addressing general 1abej‘ing’i‘ p’r"d\ifisions for external

penile rigidity devices will help minimize tissue inj'iury%and trauma due to user a

misuse by providing comprehenswe 1nstructlons for use 1n Ianguage wrltten

and formatted for the lay person. The mstructlons shouid prov1de the fo]lowmg”‘: B

information: (1) How to size, place, operate, and remove the dev1ce (Z)
potential risks and hazards associated w1th usmg tfle dev1ce and (3) warmng

statements and consequences that emphasme thelr 1mportance

iﬂ,w B s;:mﬁo,wc\ PRI E T I S

b. Design features. The section on de31gn features has spec1flc safety—

related recommendations for constrlctlon rings, Vacuum pumps and penile
splints to reduce user and partner m]ury The gurdance document addresses
manual safety release mechamsms and shape and surface destgns that do not

1

promote extended continuous use.

2. Aggravation of Certain Existing Medical Conditions -

; EI

The use of vacuum pumps or constriction rlngs may aggravate certam
existing medical conditions such as Peyronle s dlsease prlaprlsm or urethra]
strictures. The guidance document recommends addltlonal labehng
precautions specific to vacuum pumps and constnctlon nngs to minimize the

risk to users with the previously mentloned medlcal condrtrons

S e R L N

3. Infection/ Adverse TisSue ReaCtions;

a. Labeling. The labeling recommen‘dations for redufcing tissue injury ;or

trauma also will help reduce the risk of infection as a result of trssue m]ury

The section on general Iabehng of external pemle rrgldlty dev1ces prov1des for o
manufacturers to include instructions for cleanlng the dev1ces to minimize the

risk of infection from contammated sources
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b. Design features. The section onwdesi’gkn featuresn contams 7
recommendations for conformance to international standards for materrals
used in constriction rings, vacuum pumps, and pemle sphnts to avord adverse |
tissue reactions regarding cytotox1o1ty, sensrtrzatron and 1rr1tatlon Demgn

features include recommendatlons for dev1ce shape and surface de31gn as Well '

as safety to minimize the risk of injury and the potentral risk of rn(,fectlon‘to

injured tissue.

IV. Proposed Classification

FDA agrees with the Panel’s recommendatlon to classncy hese devrces 1nto o

class II (special controls). FDA believes that classﬁymg external pemle r1g1d1ty
devices into class II is approprlate because spec1al controls 1n addltlon to

general controls, would prov1de reasonable assurance of the safety and

O n'to‘* estabhsh ,

effectiveness of these devices, and there is sufflclent 1nforma;

special controls to provide this assurance

Addmonally, the agency beheves that premarket notlfloatlon is not
necessary to assure the safety and effectlveness of the devrce for the fo]lowmg
reasons: (1) FDA recelved no adverse event reports rega;dlné the use of N |
external penile rigidity devices from 1997 to the present and (2) FDA
conducted a scientific literature rev1ew frorn 1996 to ]une 2003 whrch
continued to show that the devices are safe and. effectlve when used properly
Serious complications are rare. FDA also beheves that a spemal controls
guidance document with labeling recommendatlons addressmg proper usage
along with the general controls, would provrde reasonable assurance of the

safety and effectiveness of the devices. In this proposal the agency is glvmg o

notice of its intent to exempt the devrces from prema“rket notlflcanon

Gt R B g ey o Aoty st s s vt et o D w

requirements.
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FDA believes that the deyice description reC‘omtnyerzided \by the Panel in
1997 should reflect more accurately the intended use of thedev1ces FDA A
proposes that the dev1ce identification read as. follows External penlle r1g1d1ty
devices are devices intended to create or maintain sufflclent penile rrgldlty
for sexual intercourse. External pemle rlgrdrty dev1ces mclude vacuum pumps

constriction rings, and penile splints, which are mechamca Wpowered or -

r

pneumatic devices.
V. Environmental Impact ‘ o o ,
The agency has determlned under 21 CFR 25 34(b) that thrs proposed
classification action is of a type that does not 1nd1v1dually or cumulatlvely
have a significant effect on the human environment. Therefore nelther an
environmental assessment nor an envrronmental 1mpaot statement 1s requlred L/
VI. Analysis of Impacts | / | ERE
FDA has examined the impacts of the proposed rule under EXecutive
Unfunded Mandates Reform Act of 1995 (Publlc Law 104——4) Executlve Order o
12866 directs agencies to assess all costs and benefits of avallable regulatory o
alternatives and, when regulation is necessary, to select regulatory approaches l'
that maximize net benefits (mcludmg potentlal eoonomtc envrronmental l
public health and safety, and other advantages dlstrlhunve 1mpacts and
~ equity). The agency believes that thls proposed rule is consrstent w1th the o “ : | .
regulatory philosophy and prmmples 1dent1f1ed in the Executrve order In : l
addition, the proposed rule isnota srgmflcant regulatory act1on as deflned
by the Executive order and 50 18 notwsyh)ect to revrew unde‘r the Executive

é >}{ w ,‘:Ezi ‘ ';V:i ‘: ' ) :‘u‘,lf‘ o b :: ":l": ey
order.

The Regulatory Flex1b1hty Aot requ1res agenmes to analyze regulatory

'@t e BT R A T e [

options that would minimize any 51gn1flcant 1mpact of a rule on small entltles ‘
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This proposed rule will relieve a burden and srmphfy the marketlng of these '
devices by exempting the dev1ces from premarhet notlhcatron reqmrements -
The guidance document is based on ex1st1ng review practrces and wﬂl not

impose new burdens on manufacturers of these devrces The agency, therefore
certifies that the proposed rule will: not have a srgmhcant economlc 1mpact

on a substantial number of small entities. Therefore under the Regulatory

Flexibility Act, no further analysis is requrred. o

VII. Submission of Comments

You may submit written or electronrc comments regardrng this proposal
to the Division of Dockets Management (see ADDRESSES) Submrt a srngle copy o
of electronic comments or two paper copies of ¢ any malled comments except e
that individuals may submit one paper copy You should 1dent1fy comments
with the docket number found in brackets in the headmg of thrs document

Any comments FDA receives will be available in the D1V1sr @nx"‘ f Dockets ' -

Management between 9 a.m. and 4 p.m., Monday through Fndayx

F B

VIIIL. Paperwork Reduction Act of 1995 o

LR A T

FDA concludes that this proposed rule contams no collectron of

e

information that is subject to review by the Office of Management and Budget

-4

under the Paperwork Reduction Act of 1995.
IX. Proposed Effective Date ‘ |

FDA is proposing that any final rule based on tw’}ﬁsﬂﬁibpégél‘i)’eéénié -
effective 30 days after the date of its pubhcatron in the Federal Reglster

O

X. References

The following references have been placed on dlsplay in the D1v131on of

Dockets Management (see ADDRESSES) and may be seen hy mterested persons T

between 9 am. and 4 pm Monday through Frrday
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Therefore, under the Federal Food, Drug, and Cosmetlc Act and uhdér
authority delegated to the Commlssmner of Food and Drugs FDA proposes

that 21 CFR part 876 be amended to read as fol]ows B
PART 876—GASTROENTEROLOGY-UROLOGY DEVICES =
1. The authority citation for 21 CFR part 876 contmuestoreadasfollows |

Autherity: 21 U.S.C. 351, 360, 360c, 360e, 360], 3601 371

2. Section 876.1 is amended by adding paragraph (e) to read as follows
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§876.1 Scope.

* * * * *

(e) Guidance documents referenced in this part are available on the

s g S A A

Internet at http://WWW.fda.gov/cdrh/guiddncé.htm].: ¢ ‘

3. Section 876.5020 is added to subpai“t F to read as follows:
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§876.5020  External penile rigidity devices. -

(a) Idenﬁficatvion./Ejiterr}ﬂé]ipeﬁil"é I‘lgldlty \deﬁiﬁe’é;éii‘e déﬁ@é ihtenaedwto R

create or maintain sufficient penile rigidity for sexual intercourse. External

penile rigidity devices i‘ﬁolude vacuum pumps, 'C”oiiévfr‘i“ot\ioni*i’n’gs,/ and penile

splints which are mechanical, powered or pneumatlc dev1ces

(b) Classification. Class II (speCIal controls) The devmes are exempt from

the premarket notification prooedures 1n subpart E of part 807 of thls chapter N o

subject to the limitations in § 876.9. The specml control for these dev1ces is f e
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the FDA guidance document entltled “Class II Spemal Controls Guldance
Document: External Penile Rigidity Devices; Draft Gu1dance for Industry and

FDA.” See § 876.1(e) for the avaﬂablhty of thls gu1dance document

Dated: oty : : ;
March &, 2004. o | o

:‘ﬁ‘, &4[‘ (//\1 L b /é@ﬂ‘ﬁ/—_

BeverlyUChernaik Rothstelin,

Acting Deputy Director for Policy and Regulatlons, e
Center for Devices and Radlological ‘Health. :
[FR Doc. 04-7?7777 Filed ?'?—"’?—-04 8:45 am]
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