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Dear Dr. Lione:

The purpose of this letter is to respond to your above-referenced Citizen Petition on menstrual
cups. Specifically, your petition asks the Food and Drug Administration (FDA) to *. . .revoke the
approval for the marketing of the devices ... because there is a high [like]lihood that the use of
these devices as directed will endanger a woman’s reproductive health by inducing
endometriosis.”

In support of your petition, you state that manufacturers of menstrual cups were not required to
submit clinical data demonstrating safety and efficacy of their devices. It is true that products
FDA clears through the pre-market notification process do not ordinarily contain cleared data.
Menstrual cups are pre-amendments medical devices, which means they were on the market
before the Medical Device Amendments were enacted in 1976. Upon the recommendation of the
Obstetrics and Gynecology Device Classification Panel, an FDA advisory committee, the agency
classified menstrual cups in 1980 into Class IT because we believed that intermediate level of
regulatory controls would provide sufficient assurance of safety and effectiveness of this type of
device. (I have enclosed the proposed and final rules on the classification of menstrual cups,
including a summary of the classification panel recommendation). Because it is a Class 11
preamendments device, manufacturers may introduce menstrual cups to the market in the U.S.
following FDA’s clearance of a 510(k) premarket notification. Premarket notifications typically
do not contain results from clinical studies. These submissions do contain information to
demonstrate that the device is as safe and effective as a similar product that is already legally on
the market. Datain 510 (k) submissions for menstrual cups ordinarily include descriptive and
design information, performance characteristics, biomaterial safety information, and labeling,

While we agree that endometriosis is an important women'’s health issue, FDA does not believe
that there are sufficient grounds to “withdraw the approval “of these devices, as you request.

We agree with the assertion in your petition that it is physiologically plausible that use (and
misuse) of the menstrual cup might increase the risk of endometriosis by creating an obstruction




to the flow of menstrual effluent (blood and cells) out of the uterus, re-directing menstrual
effluent into the peritoneal cavity via the fallopian tubes (retrograde menstruation). However,

you have not submitted and we have not identified sufficient evidence to show this is more than
theoretical.

To determine whether there might be other data available to support the Citizen Petition (besides
what you included), we searched our MAUDE database for reports of adverse events associated
with the use of a menstrual cup. Our search identified a total of sixteen reports. Only one report
suggests a possible assaciation between a menstrual cup and endometriosis (and adenomyosis).
This is the same report you cite in your Citizen Petition.

We also performed a literature search on this topic and identified one case report of
endometriosis and adenomyosis where use of a menstrual cup is listed as a potential cause
(Gynecol Obstet Invest 706, Spechler et al, in press). Again, this case report appears to be the
same case that appears in FDA’s MAUDE database. Regarding the menstrual cup and other
menstrual collecting devices, the abstract for this case report states that such devices may
theoretically increase the likelihood of developing endometriosis or adenomyosis. This single
case report does not constitute an adequate basis for FDA to issue an order to stop distribution of
this product or withdraw approval, Additional information might warrant a review of menstrual
cup labeling to determine whether an additional precaution or warning is needed, as well as
whether menstrual cup wear time should be re-examined. However, in the absence of results
from a well-designed clinical study, it would be inappropriate to make any statements about
whether menstrual cups (or other menstrual fluid collecting devices) increase the risk of either
endometriosis or adenomyosis.

If you have any questions regarding this letter, you may contact Mr. Colin Pollard, Chief of the
Obstetrics and Gynecology Devices Branch, at (301) 594-1180.

Sincerely yours,

Linda S. Kahan,
Deputy Director

Center for Devices and Radiological Health
Attachments




cc: HFZ-215 (B. Noland, J. Sheehan)
HFZ-404 (POS, H. Rosecrans)
HFZ-470 (M. Byrne, J. Corrado, C. Pollard)
HFA-305

Draft: M. Byrne, C. Pollard — 9/16/03
Revised: L. Kahan 10-24-03




PO30166 -- Attachment

Classification and Premarket Notification

The Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) (the act), as amended by the
1976 amendments (Public Law 94-295), the Safe Medical Devices Act of 1990 (SMDA) (Public
Law 101-629), the Food and Drug Administration Modernization Act of 1997 (FDAMA) (Public
Law 105-115), and The User Fee and Modernization Act of 2002 (MDUFMA) (Public Law 107-
250), 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 afier 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 classified menstrual cups in class II under these
procedures.

A premarket notification (510(k)) is a premarket submission made to FDA to demonstrate that
the device to be marketed is as safe and effective, that is, substantially equivalent (SE), to a
legally marketed device that is not subject to premarket approval (PMA). Applicants must
compare their 510(k) device to one or more similar devices currently on the U.S. market and
make and support their substantial equivalency claims. A legally marketed device is a device
that was legally marketed prior to May 28, 1976 (preamendments device), or a device which has
been reclassified from Class I1l to Class 1l or 1, a device which has been found to be substantially
equivalent to such a device through the 510(k) process, or one established through Evaluation of
Automatic Class 111 Definition. The legally marketed device(s) to which equivalence is drawn is
known as the "predicate" device(s).

Applicants must submit descriptive data and, when necessary, performance data to establish that
their device is SE to a predicate device. Again, the data in a 510(k) is to show comparability,
that is, substantial equivalency (SE) of a new device to a predicate device. Therefore, an
applicant must submit clinical data in a 510(k) only when it is necessary to determine whether a
device is substantially equivalent to a predicate device.

Withdrawal of Approval of Menstrual Cups

You request in your petition that FDA “withdraw the approval” of menstrual cups because
manufacturers of the presently marketed menstrual cups have not submitted clinical data to
demonstrate their safety and effectiveness. As discussed above, menstrual cups are marketed
through the premarket notification process which only requires the applicant to demonstrate



substantial equivalence to other legally marketed devices. Therefore, FDA cannot withdraw the
approval of these devices as such. FDA could remove these devices from the market through a
cease distribution and notification order under section 518(e) of the act or by banning them under
section 516 of the act.

Cease Distribution and Notification Order. Section 518(e) of the act (21 U.S.C. 360(h)())
provides that, if FDA finds that there is a reasonable probability that a device intended for human
use would cause serious, adverse health consequences or death, the agency may issue a cease
distribution and notification order requiring the person named in the order to immediately:

(1) Cease distribution of the device,

(2) Notify health professionals and device user facilities of the order: and

(3) Instruct these professionals and device user facilities to cease use of the device.

Banning. The criteria for banning a device are set out in section 516 of the Federal Food, Drug,
and Cosmetic Act (the act) (21 U.S.C. 360f) as follows:

SEC. 516. [360f] (a) Whenever the Secretary finds, on the basis of all available data and
information, that -

(a) (1) a device intended for human use presents substantial deception or an
unreasonable and substantial risk of illness or injury; and
(2) in the case of substantial deception or an unreasonable and substantial risk
of illness or injury which the Secretary determined could be corrected or
eliminated by labeling or change in labeling and with respect to which the
Secretary provided written notice to the manufacturer specifying the deception
or risk of illness or injury, the labeling or change in labeling to correct the
deception or eliminate or reduce such risk, and the period within which such
labeling or change in labeling was to be done, such labeling or change in
labeling was not done within such period; he may initiate a proceeding to
promulgate a regulation to make such device a banned device.

In the regulations implementing section 516, FDA states that, in determining whether the risk of
illness or injury is substantial, FDA will consider whether the risk is important, material, or
significant in relation to the benefit to the public health from the continued marketing of the
device (21 CFR 895.21(a)(1)).
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Malfunction of the davice could result In -
electrical shazk to the Padlent, (c} Adveras
Hseie reactlon: Materal in (he device could
Caunn o aystemic or local teaue reaction
when the device comups in contact with the
palnnt,

Proposed Classificaion . =

The Commissioner agroes with the
Panel recommendstion and iy proposing
that perineal heaters be clagaified lnto
class I [performance stzndards). The
Camumissioner believes that a )
pecformance standard [g necessary for
this device because general contrals b
themszelves are insufficient to control the
riske to health. A performasice stondard
would provide regsonahle assurance of
the safety and effactiveness of the
device. The Commissioner alag belleves
that there ia sufficient information lo
eslablish & standard to provide
reasonable assurance of the safety and
effectiveness of the device,

Therefore, undar the Feders] Food,
Drug, and Cosmetic Act {pecs, 513,
70(2], 52 Stat. 1055, 50 Stat. 540-545 (21
U.5.C. 380e, 371{a))) and undar authority
delegated 10 him (21 CFR 5.1), tha
Commisaloner propases to amend Part
844 in Subpart F by adding new -7
§ BB4.5300 s Followws: © = - - - M

§ B84.5300. ;’urinna.ihuat.ur. Eyea

(8] Identification. A perinsal haalar ia
@ device designed 1o apply beat directly
by contact, or Indirectly from = radiant
source, 1o the surface of the perineum
(the ares batween the vulva and the
inug) and ls used to goothe,or 1o help
heal the parlnewm after an epislotamy
{inclsion of the vulvar arifics fop
ubstetrical purposes), | )

(Y Classification, Class 11
(periormanc e.8landards), .

Interested persons may, on or before
June 4, 1974, submit to ha Hearing Clerk
(HFA-305]. Food end Drug
Administration, Rm, 4-583, 5600 Fighara
Lane, Rackville, MD 20857, writtey
comments regarding this proposal, Four
coples of &l comments shall he
submitted; excap! that individuals may
submlt single coplas of comments, and
shall be identified wilh the Huaring
Clerk docket pumber found in brackets
in the heading of this dacument,
Recelved comments may be sean in the
abave office between the hours of B &.m,
and 4 p.m., Monday through Frlday.
Dated: March 15, 1979, - - &
L ¥ Edolpl ™ 72w e b
Acting Associate Commlsslonar for Aegulatary Affeirs
|Doegt Mo, ran-qyer| ]
|ru|:ra-,-.n-nmru.:-—¢.-¢nwnj-_ :

® . )
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i

ilu_luq CODE 411003 P DL bl e

[21 CFR Part 884)

Classification of Mensirual Cﬁpa

AGENCY: Food and Drug Administration.
ACTION: Propased rule.

EUMMARY: The Food and Dirug
Administration [FDA) s jasuing far
public comment a proposed regulation
E]uss:if].-Lng menstrual cups Into clags [
(performance standards). The FDA is
also publishing the recommendstion of
the Obsietrical and Gynecalogical
Device Classification Pana that the
device be classified into clags Il The
elfect of clussifying & devige Into clage I
1 to provide for the futwrs development
of one or more performance atundards
10 asaure the safety and effectiveness of
the davice. After considering public |
comments, FDA will [saue g fing]
regulalion clasalfying the device, These
acticns are being taken under ha
Medical Dovice Amendmenty of 1974,
DATES: Comments by Juna 4, 1070, The
Commissioner of Food and Drugs
Broposes that the finsl regulation based
on this proposal become effective 30
days’afler the date of |15 publication in
the Federal Regisler.

ADDRESS: Written commenls to the -
Office of the Hearing Clark (HF A-305),
Food and Drug Adminlstration, Fm, 4=
B3, 5600 Fishers Lane, Rackville, MD-
20857,

FOR FURTHER INFORMATION CONTACT:
Lillian L. Yin, Bureay of Medical Deviges
[HFK~470), Food und Drug
Administration, Departmen of Health,
Education, and Welfere, @757 Ceorgla
Avenue, Silver Spring. MD 20910, 301—
&27-FhH55.

SUPPLEMENTARY INFORMATION:

Panel Recommendetion

A propasal elsewhere in this sue of
the Fuderal Ragiuter pravides
backgraund Information concerning the
development of the proposed regulation,
The Obstetrical and Gynecological
Device Classification Panel, an FDA
advisory commities, made the following
recommendaltion with respect tg the
classification of menstrua) CUpE:

1, Identification: A menstroal cupis e
receplacle placod in the vaglna to collasy
menstrual fow, -

L Recommonded cleselfication: Clasa I
[performence stendards), The Pune}
recommends Lhat establishing a performance
stendard for Lhis duvica be & low priority.

3. Summary for ceasons for
recammendalion: Tha Penal recemmends ihat
menstrual cups be clusalfied into clags I
[peciormance standirda) becauss tha Panal
bellevas that the dovice materials contacting
the body should meot a biccompatibility
slendard 1o provent an adverss tlases

——

redction, The Penel belimvis thay sizndards
4re necousdry o assurn Lhat the dovice ia
readily cleanable to prevent the Introduction
of microorganlame which could cspse
{nféction. The Panel alsa ballevas that
materisl standards are nroessary o peaure
an sdequate surface lnish [0 prevent trowma.
Tha Panel bellgves that Eansral controls
aione will not Provide sufficlont oo leg) over
these charactoristics, Tha Panal believes tha
& performance standard wil] provida
rensonuble assurance of the safety'and
eifectiveness of this deyica end thal there is
suflicient information 1o eitablish 5 standard
' provide sech nssurince, :

§ Summary of dats un which tha
recommendation fa based: The Pane| based
!ls recommendation on personal kaowledge
of and clinied] experienca with, menstrua]
Cupe

5. Risks to health: {a) Infection’ IF the
device |s not properly cleanad, |¢ may
Introduce nlcroorganisms that could cayuse
infection. [b) Trawma, bemorrbage,
perforation: Failure of the suppert structure of
the device could reaylt in Injury 1o (he
patient. (] Adversa tUasue reaction: Muterial
In‘the device could cause s local lssue or
systemic reactilon when the davies comas 'in
conluct with the patient,

Proposed Classification

The Commissioner agrees with the
Panel recommendation and [s Propoging
that menstrua) cups be classified [nio
class 11 (performancs standards), The
Commissianer believes that o
performance standard s necessary for
thiz device because general controls by
themselvas are Insufficlant (o cantrgl the
rigks to health. A performance standsrd
would provide reasonable sssuranes of
the safety and efectivencss af the
device. The Commissioner alsy believes
that there s sufficient information to
establish a standard 1g provide
reasonable assurance of the safety and
effectiveness of the device,

Therefore, under the Federal Food,
Drug, and Cosmetic Act (seca. 513,
700{a}, 52 Stat, 1056, PO Stay, B40-530 [21
LL5.C. 3a0e, 371(n)]) and under authority
delegated 10 him (21 CFR, ad) the: ..
Cnmminajnner.]:tmpmas o amend Parl
B4 jn Subpur! F by adding naw ;
§ 884.5400 as follows: =1

§ B84.5400 Menstrual cup,
la} Identification, A menstrual gup is

a receptacle placed in the wvaglns to
collect menstrual Mow. !
(b) Classification. Class 11

(perlormance ata ndards),

Interested persons may, on or befarg
[une 4, 1978, submil {o the Hearing Clerk
(HFA-305}, Food and Drug
Administralion, Rm. 485, 5800 Fishers
Lene, Rockville, MD 20857, written ..
comments regarding this proposal, Faur
coples of all comments ghall be :
submitted, except Lhat individuals mey

LT
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submit single coples of comments, and
shall be identified with the Hearing -
Clerk docket number found in brackets
in the heading of this document.
Received comments may be sgen in the
ubove office between the hours of 8 a.m.
and 4 p.m., Monday through Friday.
Dated: March 15, 1879,

Willes F. Randalph,

Actizg Aseociats Comstissianer for Regu'etoy dffeim
[Cockel No. TRi-1108]

|FR Do TRl Tt Fllad 4-3-7%, s am)

BLLikG CODE 4110004

(21 CFR Part 884]

Classification of Scented Deodorlzad
Menstrual Pads

AGENCY: Food and Drug Administration,
ACTION: Proposed Rule,

SUMMAAY: The Food and Drug
Administration (FDA] s Issuing for
public comment a proposed regulaton
clagsilying scented deodorized
menstrue] pads nto class 0
[performance standards). The FDA {a
also publishing the recommendation of
tha Obstetrical and Gynecological |
Device Classification Panel that the
device be classifeed inlo class IL The.
efiect of clasaifying a device into class T
id to provide for the future development
of one or more performance standards
10 assure the safety and effectivensss of
the device. After considering publie
comments, FOA will issue & Boal
reguiation classifylng the device. These
actions are belngtaken under the
Medical Device Amandmeants of 1070,
DATES: Commenta by Juns 4, 1874, The
Commissioner of Food and Drugs
proposes that !#e'ﬂu.&] regulation based
on this proposel bécome elinctive 50

‘days after the date of its publication in

the Federal Register, -
ADORESS: Wrillen commeants to the

-Huearing Clerk [HFA-305),,Food and

Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFOAMATION CONTACT:
Lillian L. Yin, Bursau ef Medical Devices
[HFE—70}, Food and Drug
Administratlon, Dapartment of Health,
Educstion, and Welfare, B757 Georgia

-Ave,, Bilver Bpring, MD 20910, 301427

7555,
SUPPLEMENTARY [HFORMATION:

Punel Recommandation

A proposal alsewhere in this fssue of -
the Feders]l Register provides -
background information concerning the
development of the proposed regulation.
The Obsletrical and Cynecologieal
Devica Classification Penel, an FDA
advisory commitiee, made-the following

recommendation with respect (o the
claysification of scented decderized
mentreal pEdas:

1. Identiflcation: A scented deodorized
menstrual pud Is an obsorbant cotian or
synlhelio material ped with frugreat
chemicals added for the purpose of
deodorzing or for esthetls purposes. The
device ls used fo eheoch meastrual or other
vaginal discharge. This generic type of dovioe
does not Inelude devices with sdded drugs or
antimicroblal sgents,

Z. Recommended clossification: Clags 1l
[performance standards). The Panel
recommends that establishing & performance
stendard for (his device be a low priority,

3. Bummery of reapons lor
recommendation: The Penel recommuends that
ecentéd deodorized menstrual pads be
clasglfled into class [ [performance
stapdords) bocause the Penel belleves that
the device maierinls contacting the boady
should meet o Blocompatibility standasd to
prevent an adverse tasue reection. The Panel
belleves that general coptrols alone will not
provide aufficient contral over this'
charncteriplic. The Panel elso recensnends
thut the caulion, "Discontnue use of
secaltivity or ritation occun” be statad [n
the deviee lubellng und ba prominantly
displayed on the front of the package, Tha
Panel believes that a performancs stundard
will provide reasonable assurance of the
selety and effectivensss of this davice and
that thera is sufficient information to
establish & standard o provide such
asgurnnce,

4. Sumemary of dola on which the
recommendation s based: The Panel based
its recommendation on clnicel experience
with these pads. The Penel reviewed the
complalnt e of the only manufacturer of tiis
devige at the time of ils macting [November
23, 1876). The complaints dealt with irritation
associated with the cosmetic used for
deodorizing.

5. Risks 1o health: Adverss lissue resction:
Materials n the device could cause a
systemic of local tinsue reaction when the
device comes in contact with the patlent,

Proposed Classification

The Commissloner agrees wilh the
Panel recommendetion end is proposing
lhat scented deodorized menstrual pads
be classifled Into class Il [performancs
standerds), The Commissioner believes
that & performance standard s
necessary for this device because
general controls by themaselves are
insufficient to control the risks 1o health.
A performance slandord would provide
reasanable sssurance of the safely and
effectiveness of the device. The
Commissioner alsa believes that thare is
sufficlent information to establish &
standard o provide ressonable
assurance of the safey and effectiveness
of tha dovice.

Therelore, under the Federal Food,
Drug, and Coameatic Act (secs, 513,
#01{e), 52 Stat. 1055, B0 Siat, 540-548 (21

" U.5.C. 380c, 371{2)}) and under authority

delegated to him (21 CFR 51}, the
Commissioner proposes to'emend Purt
884 in Subpart F by adding new
§884.5425 aa follows:

§ 0645425 Scented deodorized menstrual
pad.

(&) {dentificotion. A scented
deodorized menstrusl pad 1s an
absorbent cotton or synthetic material
pad with fregrant chemicals added for
the purpose of deordorizing. The devies
i3 used to sbsorb menstrual or other
vaginal discharge, This generic lype of
device does not include devices with
added drugs or antiricrobial agents,

(b} Claasification. Class I
(performance standards).

Interested persons may, on or befors
June 4, 1879, submit 1o the Hearting Clerk
(HFA-306), Food snd Dreg
Adminlstration, Rm. 455, 5600 Fishers
Lane, Rockville, MD. 20857, written
comments regarding this propoesal. Four
copies of all comments shall be
submitied, except that individuals may
submit single coples of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this document.

- Recelved commants may be seen in the

above office botween the hours of B a.m.
and 4 p.m., Monday through Friday.
Dated: March 15, 1670,

Willkemn F. Rasloboh,

Acting Aesociate ﬁm&rﬁnﬂ'nmﬁw.ﬂqlm‘n?k.? Affalre
[Docswl No. TRN=11060)

[FR Do Tl Flled d-2-Tik k45 am]

BILLINO COOE 4110-03-4

(21 CFR Part 834]

Classification of Unireated Menstrual
Pads

AGENCY: Food andl[!ru,g Administration.
ACTION: Proposed Rule.

SUMMARY: The Food and Drug
Administration [FDA] is issuing for
public comment & proposed regulaton
classifying untreated menstrual pads
into claas | [genera! controla). The FDA
is alsa publishing the recommendalion
of the Obstetrical and Gynecological
Device Classification Pane] that the
device be classified into class 1. The
effect of clageifying a device into class 1
is 1o require that the device maet only.
the general controls epplicable to all
devices. After considering public
comments, FDA will {esue & [inal
regulation classilying the device, Theae
actions are belog taken under the
Medical Device Amendments of 1876
DATES: Comments by June 4, 1578, The
Commissioner of Food and Drugs

o e T . Vel

'l_l'

e gt L il S

R

s

e el

Bt




Fedaral Register | Vol. 45,-No, 39 [ Tuesday, Februery 28, 1980,/ Rules and Regulations

12713

R0 TR TR

i v Endaitd

21 CFR Part B84

[Docket No. TeN-1168)"  *41 £56L il

Obstetrical and Gynecologleal
Devices; Classificallon of Menstrual
Cups ¢

aceney: Food and Drug Administration,
ACTION: Flnal rube. *

SUMMARY: The Food and Drug
Adminisraton [FDA] s issuing a final
rule classifying menstrual cups [nto
clasa Il {performance etandards). The
effect of classifying a device oo class I
is 1o provide for the fulure development
of one or more performance standards
to asswre the safety and effectiveness of
the device. This action s being takan
under the Medical Device Amandments
of 1978,

EFFECTIVE DATE: March 27, 1680,

FOR FURTHER INFORMATION CONTACGT:

Lillian LoYin, Bureau of Medical Davims-

{HFEA70), Food and Drug
Administration, Department of Health,
Ecucatlon, and Wellare, 8757 Goorgla
Ave, Silver Spring, MD 20914, 301—427~
THES;

SUPPLEMENTARY INFORMATION: FDA
published in the Federnl Reglster of
April 3, 1978 (44 FR 18854), a proposed
regulalion explaining the development
of the propaeed regulations classifying
obstetrical and gynecological devices, -
the medical device clasalfication”
procedures, end the actvities of tha
Obstetrical and Gynecologicel Devics
Classiflcution Panel. FOA also published
in thet issue of the Fedaral Regiater (44
FR 18963) a propoeed regulation io
classify menstrual cups inlo cless 11
|[peciormence standurds). A period of 60

days was provided for Interested’ - ¢

peraana to submit written comments to -
FOA * dr
No written comments have been
recelved regarding the proponed
regulation to classify this device,
Accordingly, the proposed regulation ia
being adopled without change. '
Therelore, undar the Federal Food, .
Drug, and Casmetic Act (secs. 513,
701(&), 52 Stat. 1055, 60 Stal, 540-546 (21
U.5.0. 360c, 371(a]}} and under authority
delegated to him (21 CFR 5.1), the 3
Commissionér of Food and Drugs is
amending Part 884 in Subpart Fhy
adding new § 854.5400. to read as
follows: TR

§ BE4.5400 Menstrual cup,
(&) fdentification. A menstreal cup s
a raceplacle placed in the vagina to
collect menstrual flow,
(b) Clasaification. Claga - -
[performance stendards), - i

L
FRTEE

Effective date: This regulation shall be

effective March 27, 1880,

(Sece. 513, 701(a), 52 Stat. 1055, B0 Stat Bi0-

546 {21 U5, 380c, 571 a]))

Dated: Junuary 29,1980, - = T2l
Willlam F, Randolph, = - 0 - e
Acting Assacials Commissioner for =~ %
Reguwlatory Affalrs,
|FR Do, B0-5608 Flind 2-25-50k R4S ass)

BILLING CODE 4110-03-4

21 CFRA Parl 884 i
|Decket Mo, TEN-1189] « ! 1

Cbstetrical and Gynecologlcal
Devices; Classitication of Scented
Menstrual Pads

AGEeNCY: Food and Drug Administ-ation.
ACTIEN: Final rule,

BUMMARY: The Food and Drug
Administration (FDA] is issuing a final
rule classifying scented menstrual pada
Into clags Il {performance standards).
The elfect of classifying a devica into
class il is lo provide for the future
development of cne or mora
pecformance standsards (o assure the
safety and effactiveness of the device.,
This action s being taken under the
Medical Device Amendments of 1076,

EFFECTIVE DATE: March 27, 1080,

FOR FURTHER INFOAMATION CONTACT:
Lillian L. ¥in, Bureau of Maedical Devices
(HFE—470), Food and Dug
Administration, Department of Health,
Educatlon, end Welfare, 8757 Georgia
Ava., Silver Spring, MD 20810, 301427

SUPPLEMENTARY INFORMATION: FDA
published ln the Fedaral Begister of
April 3, 1070 (44 FR 18894), & proposed
regulation explaining the development
of the propased regulations classifying
obetetrical and gynecological devicos,
the medicel device classification
pracedures, and the activities of the
Obstetrical and Gynecological Devics
Clessification Penel. FDA slso published

" In thal issue of the Faderal Rogislar 44

FR 18984] & proposed regulation g
clasaify scented or deodorized
menstryal pads {nto clasa I

. [performancde stendards). A peried of 80

days wes provided for Latereslad
persons lo submit wrltlen comments lo
A

1, One comment objected ta.
classifying scented manstrual pads as
‘devices on the grounds that these pads
ara nat within the definition of "device"
in gection 201(h} of the Federal Food,
Drug, and Cosmetic Act [21 U.S.C,
321{h}}. The comment argued that thers
isino therapeutic Intent er claim mads
for mensatruael pads, that they are

. pads ls not cotton, but wood pulp.

" thal, lo the ideoUfication, the word

' materials. To rellect accuralely the

intended only to absorb menstrual flow,
and that they are not {ntended 1o have
any effect upon the structure or any
function of the bady, The camment
conceded, however, that sterile
mensirual pads sold to hospitals for use
in medically indicated conditions ara
davices,

FDA disagrees with the camment’s
beliel that scented menstrual pads are
not devices. It s the agency's judgment
that menstrual pads, by virtue of thair - _ [
Intended purpose of collecting menstrual |
o other vaginal Anids, affect & funcion |
of the body, aod therefors are within the
uct's definition of "device.” This
positlon is consistent with that taken by
the sgency in & letter dated February 11,
1877, from its Chief Counsel to &
manufacturer of menstrual pads [Rel. 1),

2. A second comment arguad thal
even Il scented mensirusl pads aro
devices, the long history of safe use of
the pads |ustifies their exemption from
the general controls applicsble to
devices. The comment specifically urged
thal manufacturera of these products be
exempt from: (1) registration, liating, and
premarke! notification requirements, (2]
recordkesping and reporting
requirements, and [3) good
manufaciuring proctice requirements, |

FDA disagrees with the comment. The |
agency belieyves that granting the
exemplons suggested by the comment
would oot ba in the public interest, that
compliance with the reguirements from
which exemptions are suggested is
necessary for protection of the public
heslth, and that compliznce {a not
unduly burdensome for manufacturers.

3. Another comment polnted out that
the absarbent material most commonly
used in scenled deodaorized menstrual

Tharelore, the comment recommended |

“cotton” ba replaced by the word
“cellulasic e

FDA agsees that the most commonly
used material In scenled menstrual pads
ls waood pulp. Both wood pulp and
cotton are essentially cellulosic

malerials used in these products, the
agenci {s-replacing the word “cotton™ *
with the word “cellulosic" in the
dentification.

4. FOA hes changed the name of the
device lo delete the word "deodorized,”
a0 that the device s now called the
"gcented menstrual pad.” FDA has made
this change and similar changes in the
identification of the device because
prasenl commercial products ectually !
are caly scented, and are not
deodorized. Menstrual puds treated with
&n antimicrobial agent or other drug
would be regulated es drugs, not




