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(SEAL OMITTED]

Department of Health Education and Welfare
Public Health Service
Food and Drug Administration
Rockville, Maryland 20857

November 25, 1980

John F, Banzhaf, 11T

Peter N, Georgiades

Action on Smoking and Health
2000 H St., NW

Washington, DC 20006

Re: Docket Nos. 77Pa6185 g
' T8P-0338/CP

Dear Messrs. Banzhaf and Georgiades:

This replies to the pending requests in the petitions
filed by Action on Smoking and Health (ASH), et al,, on

May 26, 1977 (Petition No. 1) and on October 2, 1978-

(Petition No, 2), and supplements to them. Your peti-
tions request the Food and Drug Administration (FDA)
to recognize its jurisdiction over the following as medi-
cal devices within the meaning of section 201(h) of the
Federal Food, Drug, and Cosmetic Act (the Aet), 21
U.S.C. 321¢h:
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(1) Cigarettes containing nicotine (Petition
- No. 1);

- (2) Cigarette filters, which you deseribe as basi-
~cally “the ‘detached’ filter, which is purchased
separately from the cigarettes and is installed by
~the smoker on the end of the cigarette” and “the
- ‘attached’ filter {which] . . . is an integral part of
_many brands of cigarette” (Petition No.'2, pp. 5-
6. 5 . ,

H also requests that FDA commence rulemaking
to determine an appropriate scheme for regulating
cigarettes and cigarette filters as medical devices. ’

We will respond first to Petition No. 1 concerning
cigarettes containing nicotine and next to Petition No. 2

- concerning cigarette filters. Because we agree with

your statement (Petition No. 2, p. 6) that “it is con-

o cepinally easier to discuss detached and attached filters

separately,” we will respond separately with respect

~to “attached” and “detached” filters. Finally, we will

respond 1o your request that FDA commence rule-
making to determine an appropriate regulatory scheme.
In preparing our response, we have considered the
comments and other documents filed with the respec-
tive petitions in the Dockets Management Branch
(formerly the Hearing Clerk’s office) as well as the

petitions themselves,

1 (Cigarettes Containing Nicotine

For the reasons discussed below, we are denying
the pending requests in Petition No, 1 concerning
cigarettes containing nicotine as “devices.”
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Petition No. 1 (p. 81) sets forth your view that
“cigarettes containing nicotine could be regulated

either as ‘drugs’ or as ‘devices.’” As you know, on
December 5, 1977, we denied your request to recognize
~ jurisdiction over cigarettes containing nicotine under
the definition of “drug” in section 201(g) of the Act,

21 U.S.C. 321(g). That denial has been extensively
briefed, both before the District Court and the United

States Court of Appeals for the District of Columbia,

where the matter is presently pending, (ASH v. Harris, '

D.C. Cir.,, No. 79-1397). The “drug” issue will not be
further discussed here.

Petition No. 1 broadly requests (e.g., p. 31) that FDA

recognize jurisdiction over cigarettes as a “device”
under section 201(h) of the Act, but does not specifically
assert or present evidence that cigaretles are a

“device” under the provisions of clauses (1) or (2) of -

gection 201(h), 21 U.S.C. 821(h)(1) or (2). We find that
cigarettes are not recognized in the official National

Formulary or the United States Pharmacopeiz, or any

supplement to them, and that there is no evidence in
the petition that cigarettes are intended for use in the
diagnosis of disease or other conditions, or in the cure,

mitigation, treatment, or prevention of disease, in man

or other animals. Accordingly, insofar as Petition No. 1
may be deemed to request that FDA regulate ciga-
rettes containing nicotine as a “device” under section
- 201(h)(1) or (2) of the Act, we deny your request.

With respect to the application of section 201(h)(3) of
the Act, 21 U.S.C. 321(h)(3), Petition No. 1 asserts that
when the definition of “device” was enacted in 1938
it was intended to expand the agency’s jurisdiction
beyond that provided over “drugs” (p, 30) and that the

5

“device” category is a far broader category than that of |

“drug” (p. 31).

The legislative history of the develoﬁment; of the
definitions of “drug” and “device” as enacted in 1938 is
discussed at length by the Supreme Cowrt in United

- States v. An Article of Drug .. . Bacto-Unidisk, 394
-« -U.S. 784, 794-800 (1969), where the Court treats the
~ interpretation of the “intended use” portion of both

definitions as presenting the same issues when con-
sidered under either section 201(g) oxr then 201(h). The -

language of current section 201(h)3) was contained in
the “device” definition prior to the “Medical Device

Amendments of 1976,” (the amendments), Pub. L, 94-

235, Petition No. 1 fails to establish that there are any

differences between the scope of “device” jurisdiction
before and after the amendments that are pertinent to -
determining whether cigarettes containing nicotine are

- “intended to affect the structure or any function of the

body of man” within the meaning of section 201(h)(3) of

- the Act. Also, there is no suggestion in the legislative -

history of the amendments that Congress intended that
portion of the definition to be interpreted in a different
manner than it had been previously or than the identi-
cal language found in the “drug” definition in section
201(g)(1)XC) of the Act, 21 U.S.C. 321(g)(1}(C).

The report on the amendments by the House Com-

- mittee on Interstate and Foreign Commerce (H.R. Rep.

No. 94-853, 94th Cong., 2d Sess,, p. 14 (1976)) notes that
the purpose of amending the definition is “to draw a
clear distinction between a ‘device’ and a ‘drug’;” that
the definition generally retains provisions of existing
law concerning intended use; that those characteristics
are also used in the definition of a “drug” in section
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ZOir(g) of the Act} ‘but, adds the chemical action and
metabolism modification to “remov[e) the gray area

that exists under present definitions.”

Specifically, there is no evidence in the legislativef

history that Congress intended to include cigarettes

‘within the definition of “device” nor does the legislative
history contain any discussion of a possibility that ciga-

rettes were “devices” within the prior definition.

- The amendments were thoroughly considered, and.
‘the legislative history discusses the types of products
intended to be regulated and the types of health haz-

ards with respect to which the amendments were
“intended to provide authority. Cigareites are not
‘mentioned even though Congress was aware of the
‘considerable public discussion of the health hazards of

cigarette smoking. It is, therefore, not reasonable to

consider cigarettes as “devices” when there was no

‘discussion in the legislative history of congressional.
_intent to provide jurisdiction over cigarettes or to pro-

- vide authority suitable to the regulation of cigarettes.

FDA has long believed and has repeatedly advised
‘inquirers that cigarettes as customarily marketed are
intended solely for smoking purposes or smoking
‘pleasure and are not within FDA’s jurisdiction under

the Act. Indeed, this interpretation is involved in the

pending appeal in ASH v. Harris. FDA’s long-

standing interpretation that it has no jurisdiction over
cigarettes, sbsent evidence of the requisite intended
nse which brings cigarettes within the Act, is well

known. That “statutory construction has been ‘fully

“brought to the attention of the public and the Con-

gress,’ and the latter has not sought to alter that
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interpretation although it has amended the statute in
other respects, [thus,] presumably the legislative intent

“has been correctly discerned.” United States v.

Rutherford, 99 . Ct. 2470, 2476 n.10 (1979),

As stated, Congress has long been aware of the

_ agency’s interpretation. See, e.g., Hearings Before the
- Committee on Interstate and Foreign Commerce,"

- House of Representatives, 89th Cong., 2d Sess., on Bills

~Regulating the Labeling and Advertising of Cigarettes

and Relating to Health Problems Associated with
Smoking, pp. 13-19 (1964), Hearings Before the Com-

- mittee on [nterstate and Foreign Commerce, House of -
- Representatives, 89th Cong., 1st Sess., on H.R. 2248,

ete., Cigarette Labeling and Advertising-1965 (1965);
Hearings Before the Consumer Subcommittee of the
Committee on Commerce, United States Senate, 92d

Cong., 2d Sess., on 8. 1454, Public Health Cigarette

Amendments of 1971, 239-252 (1972). Although bills
have been introduced to amend the Act to include
cigarettes, these attempts have failed. See, e.g., H.R.
11280, 84th Cong., 2d Sess. (1956) (to establish stan-

dards of purity, quality and fitness for human

consumption); 8. 2654, 85th Cong., 1st Sess. (1957) (label
warning requirement); H.R. 592, 85th Cong., 1st Sess.

(1957); S. 1682, 88th Cong., 1st Sess. (1963); H.R. 5973,
- 88th Cong,, 1st Sess. (1963). H.R. 2248, 89th Cong,, 1st

Sess. (1965); H.R. 279, 96th Cong., 1st Sess. (1979).

~Evidence in the legislative history of those bills indi-

cates that the bills were intended to expand, and not
merely to clarify, FDA’s jurisdiction under the Act.
For example, when Senator Moss introduced S. 1682, he
explained that “this amendment simply places smoking
products under FDA jurisdiction along with foods,
drugs, and cosmetics,” 109 Cong. Rec, 10322 (1963).




b6

FDA has, however, occasionally had evidence that

arsrvnsabtan havwn hann wanwananbnd aa affanbreen Fam tha
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prevention or treatment of respiratory and other dis-
eases or for weight reduction. FDA has regarded
cigarettes which were so represented by manufacturers

av vandare ag “thvnnn” Qoo a o Imifad Qtafno v, 1.5 »
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Cartons . . . Fairfox Cigareties, 113 F. Supp. 336 (D.
N.J. 1953); United States v. 354 Bulk Cartons . . .

e Ty

Trim Reducing-Aid Cigareties, 178 F. Supp. 847

An article may be within FDA's jurisdiction if there -
is objective evidence that the manufacturer or vendor -
intends that the article is to affeet the strueture or a -

‘function of the body. In deteymining the intended use of

a product FDA considers the expressions of the person

............. hln faw 4o lahalima nmd Mha atnairen
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stances surrounding its distribution. Petition No. 1

does not contain examples of any representations by

‘the manufacturers or vendors of cigareties establishing

‘that pioarsties are intended to affect the strmeture or

il LA W hlam VUGN AL W AJIUNIAALWE VY BRAATIMY WRLW M VA AW VAL W

any function of the hody of man.
- Petition No. 1 (p. 5) asserts that cigarettes per se
‘affect the structure and fun tions of the body. How

‘ever, effects alone do not establi hj hsdichon ﬁﬁﬁér
‘section 201(h)(3) of the Act Even assuming the ac-

smrnmue smanwtinma na ba tha affnnte ~nf aloaraddn

,L.Uld!.y UJ. b"c AWNTIVIVIN &) W UIT catuiy Ul ugmcwca,

‘the petition does not establish that these effects are

‘intended.
qu;t‘nnnn nf annonymar intant in noing a neadint non
AFVIMCIILC W \-Uunuu.lUA ARLUGLLY LR MR R MAEVUWLY Loul
be relevant in determining the intended use of the

product, and we have considered the evidence of con-

oy

‘surner intent presented in Petition No. 1. ASH asseris

BT

| ~that‘,consumers use cigarettes with the intent of affect-

Ing Eha stripturn an PHinakinng af thate hadisa bt ¢ho
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petition does not establish this contention. Indeed, -
petitionerg admit (e.g., Petition No. 1, p. 2) that con-
sumers smoke for a variety of reasons. ~

After a review of all the.evidence on Petition No. 1

-we conclude that the evidence presented by petitioners -

fails to establish that cigarettes are intended “to affect
the strcture or any function of the hmlv” within the

4% 2Na el vies o ANRAAWwUASEA e wWAs VY ALALSRL wiAC

meaning of section 201(h)(3) of the Act.

Al o Lo —

u). wumun, we nave co
your request to assert mna

er granting
rpttm a8

“devxqe§ would require action reclud y another
act of Congress, specifically the Federal Ciga.rette '

T ohnhneg and Adoawkiates Aad FTY AAY 12 TI O
JAAUCIIE AU U ver Uiy Alu & VUM}, v U, DcU.,
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1331-1340, as amended (Petition No. 1, pp. 20-30 and -

C'!'

Exhibit IX).
In enacting the FCLAA, C gress was aware tha
FDA dces not consider cigarettes, absent evidence of

the reqmsnte intended use, be within FDA's juris-

Adoat. . YYN nnain

diction under the Act, See y €8, nea’rmgs on LI, 2248, -
etc,, at 193 (1965). In a March 22, 1965, letter to the

Chalrman of the Senate Comrmttee on Commeme con-
cerning cigarette )abe]ing and advertising, the Secre-

fnws thanm Al Yanlal., YNNI .2l
valy of then ucpcu iment of reamnn, muuuuun, and :

~Welfare (HEW) Anthony J. Celebrezze recommended -

be vested in HEW. Secretary Celebrezze argued that

HEW chanld ha anthamoad tn nanniva abnbnmanta an
ALLI VY BIIUUIU MO AUVIIVLILUO WU IGUY UL G DLAalCIUCnm U

the labeling of cigarette packages and to prohibit or
regulate the use of statements that might give con-
sumers the misleading impression that a given
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Committee on Commerce, United States Senate, 89th
Cong., 1st Sess., on S, 559 and S. 547, Bills to Regulate
Labeling of Cigarettes and For Other Purposes, pp. 22-
26 (1965) Qnm-nfnv\r (alahvoezna vannmmeoendan that the

N AUV e WAVAIUMA Vil i WISV IIALIL VILAY WAL

preferable manner for vesting regulatory responsibility
would be by way of amendment. to the federal Hazard-

AV TN A

ous Substances Act (t‘ hDA) Rather man provmmg the ‘
reoculatore authority recommended by HFW Congress

PRl y BRAVIAUIAN) S TRRLALVaATR My arad T ) MVAIRL U

manda’oed a specific warning, and preempted the impo- :

sition of a requirement of any other statement relating

~ At

to smoking and health on cigarette packages. Similarly,
Congress opted for the requirement of reports to

Congress concerning smoking and cigarette labehng, :
including recommendations for legislation. We believe

1hat 4ha TN A A oo nmandad amd ite lamelatios hia
LWIAU VUG X VUL, 6D AUILIIUGU, GlIU IW ICRIDIAUYE TUD" -

fory is strong evidence that Congress did not intend
cigareties as customarily marketed, and absent evi-
dence of the requisite intended use, to be regulated by
FDA nndor the Act ‘

A R/AA MMAMLL WiAW iALU

We are also mindful of the f{acl that Congress has

specifically excluded tobacco or tobacco prouucns from
the coverage of other statutes that otherwise mwM

have apphed to them. Thus, tobacco or tabacco pro-
ducts were excluded from the definition of “hazardouse

crrbhiwbownn srmdaw bl TVITGA YD YT Q /Y 100Y/M/0N.
supsiance” Unuer une r ALMOLN, LU WV, IGUJ\L)\L}' XJ.UHI

the definition of "consumer product” under the Con-
sumer Product Safety Act, 16 U.S.C. 2052(a)(1)(B); .
from the definition of “chemical substance” under the
Mavin Qihetonoae Contral Aatk 1R U Q (‘ 9Rﬂ9’9\f“\lﬁi\'

LVJH‘: NIAMIIVELIEL LA S WLIiUL UL SA%Y) AV AN\t J\ RS )

from the definition of “controlled substance” under the -
Controlled Substances Act, 21 US.C. 802(6), and from

L L 1]

the definition of “consumer commoay™ under the Fair
Packaging and Labeling Act, 16 U.S.C. 1459(a)(1).

Basin Seete 2220 LAY
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e
authority over cigarettes by

Fulato
Federal agencies. Th is particularly true of the
amendment of the FHSA to specifically exclude tobacco

and tobaceo nmdn ) ﬁmm the definition of “harardnua

AMOLLUY ~s awa wessr MG AIIMUIVAL Ui IlaALOl AV D

substance,” 16 U.S.C. 1261(f)(2), encated in response Lo
Amemon Public Health Ass'n v. Consumer Product

O d 4. De o anan vy e

Safety Comm’n, Civil Action No. 94-1222 (D.D.C. April |
23, 1975) (Exhihlt. IX to Petition No. 1). That case had

S24% LD BRIVl AN ALV WASI ALEANL

“held that the Consumer Product Safety Commission

(CPSC) had Junsdlcmon to consider the promulgatmn of

P L1 AWM e P U Y ¥ U TR

a rule baumug xugn tar cigareties from interstate
commerce. S. Rep. No. 94-251, 94th Cong., 2d Sess. 5

S8 OTRS

(1976). See also the letter from Elmer B. Staats Comp-
troller General, to the Hon, Sam J. Ervin, Jr., Chair-

man. Smmin r‘nmvvnffnn an Chavownmmand Nmaeadla
RSy MBRAWU MLILLLLCe Uil UUYCTIIGCIN VpEeTrauons,

120 Cong. Rec. S. 6225, 6227 (daily ed. April 24, 1974)
ad\nsmg that alt,hough the definition of “hazardous

abhoo B

substance” might Giterally include tobacco products, the
FCLAA and its ﬁmpnﬂmanc “prnnmnf tha €21 A

A0 QUAIRAARAARTA uvou‘)v ViU 1ICIU UL

cigarette smoking and its relation to heal

DA- LL L--- [ n
LI Wle acove reasons, r

to assert jurisdiction over cf

e =

as “devices” under the Act.

DA is denying your request
arettes cantaini ing 1 nicotine

TT Attanhnd M cneaabda TV
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Petition No, 2 requests that FDA recognize juris- .-

diction over attached cigarette filters, which ASH des-

eribes as an “integral part of many brands of ciparette”
REIVMpA T MRV VX snaiLy G VL WAL CLLVE

(p. 6), as “devxoes" under sectwn 201(h)(2) of the Act.
For Lhe reasons discussed below, we are denying this
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ASH asserts that the manufacturers of Cigaﬁ‘:web
are m_ln ang implied claims tha tbnmr attached filters

within the dégm.{m'n of device. Petition No. 2 provides.
examples of filter cigarette labeling and adverhsmg, all
[ WY I SR, [S "R PR

Ol Wmcn mcxuue L'Bpl'ebenbdbluna as w l,uc IEVEl uf
tar, nicotine, or other constituents of cigarettes or of

mgarette smoke. ASH contends (Petition No. 2,p3
that “. . . cigarette filters, which are designed

P | \.l ~ wovmaun baw ninsntina an harvmfil sncae fnm
ana soid bu IeHuve chu SULUWHIC US AlaX ML BadTy Ll vl

tobacco smoke fall squarelv within th{e] literal

language” of the statutory definition of “device”. In

addition, ASH asserts that “cigarette manufacturers

are using a wide nannhr of filters and esach iz mnlrma
al < uﬁuls YWY Yalaw Vi assuws i waa An

express or implied c]axms that the use of its filler wﬂl
mitigate, treat or pmvent smo}dng»re]ated diseases by:

removmg the tar, nicotine or gases from the tobacco
smoke” (Petition No, 2, p. 14).

AINEER. =ReLAoIL AN AE],

In this.connection, we have also reviewed the ciga-

P . vy thn Avacthaatalaosnr

rette advertisements pr esented to the ANESUNESICI0RY
Device Section of the Respiratory and Nervous System

Devices Panel (formerly the Anesthesiclogy Device
Classification Panel), In addition, we have considered

hadnanennrint af Fhao Panal’e deliharatinne soncarnine

wng ransd 1PV VI WV 4 @litl O ULIAUTL GlaUiis LWiivti iy,

cigarette filters and the conclusion of the Panel that
‘attached cigarette filters are

agree with the Panel’s assessment of advertisements
far Bltorad) smoavsttes and find that the advertisements

LAVA BIBVIA LW Wi PR WU s s R apm Wamwr Smum v e Candwememis

_presented to the Panel are of the same nature as

the filter cigarette advertisements attached to Petition
No. 2.

Representations in cigarette labeling or edvertising
of the nature of those in the record of Petition No. 2 as

be blen alanliska aw malativa anantity Af hamardnne
(0 uné aosd.uie OF rewavive Yuaiiviv UA iIGORI WUV UD

“devices.” We do not
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constituents of cigarette smoke or as to the safety of
the cigareties do not make the cigarettes or their filters

intended for nse in the mitigation, treatment, or pre-
vention of disease. '

The representations in the -ltv-ed cigarette labeling
and advertlsmg in Petition No. 2 are m ade the con-

text of long-standing public d]SClLSS] on of potentml "

haalth hananda Af srmnllua am [ T \
Glaiuii udselUs 01 BINORIDE uuu, in recent years, of

warnings which have been statutorily required on

Elgargtte pacl‘iag'gs. ASH provided in Petition No. 2 as j
“good examples” (p. 11) of implied claims a series of

QAVﬁT*WQﬂmﬂnfs (Rvhihite IJ_(\\ foan nloen nn 1114 awad
P RS MELALLAIW \MAJLVIW ALTV) RCU AldU P, 114 alld

Exhibits P-W). ASH itself admits that the advertise-

~ment;s do not imply that there is a health henefit for

’

which purpose the filter cigareties should be used
sire to s

:absent the desire t smoke (n 12 aes alan Pentlen
No.1,p. 34).
A1, V4 PN oo hass pdb-1_ 31 @1

viiel'e, a5 nere, aliacnea uiters are at most repre-

‘sented as making the cigarettes to which they are

LLL-LLES P Rashes el

attached less hazardous to smoke, neither the ciga-

rettes nor the filters are thereby mtended for use in the

mitiootinn tesobmant A meavaedies 8 3o
m wugawlll, WSaUNENL, oF Prevainuwon o1 mbﬁdbe.

FDA or its employees may have prewously re-
sponded in a different manner to inquiries about mga~

reties FnA [ nogiHion annaarming ranmaaand abinne
SLLLE N, PFUSAWLLL WUV dadiy 1T e3enLawudns Ul

the types discussed above for cigarettes with attached

filters is set forth herein and any inconsistent prior

statements or opinions issued by or on behalf of FDA or
any of its employees are hereby rescinded.

Wil IR BLIATRJ 2 URRALASNR.
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mination of mbended use under the sl:atutorv definition,

ax;;i't}xat National Nutritional Food Ass'n v. Food and

Drug Administration, 504 F.2d 761 (2d Cir. 1974), cert.
PR ON YT Q QAL (17K 3In ninbhnamby fav thia intan

uu'n.wu., 420 U.S. %46 (1U19), 1D auuiUiavy LU o Livee-

pretation (Petition No. 2, p. 21). We agree. However,

‘the court there held Lhat the vendor’s intent is the

crucial element in the statutory definition and that

b iandiva piridannns anffimant A ninnans tha wmann,
UUJI‘.’LL]V!? gvigence suixicient o pieive e manu-

facturer’s subjective claims must be presented (504
F.2d at 789),

As Petition No. 2 alsa discusses, in Notional Nuir-

A LUVAWWVAL 4TV a-’ CeANI \llﬂ\nuuuvu' W U A

tional Foods Ass'n v. Weinberger, 512 F.2d 688 (2d Cir.
1975), the court indicated that a finding that the pro-

‘duct ‘was used by consumers almost exclusively for

fhpr;mputm purposes counld sm'mort a determination

" that the product was intended for uge in the cure,
nutlgatmn, prevention, or treatment of disease (512

ad AN T Nntonwnl Natnisnnnl Fande Ace'm 1'1"

~I‘ LU Al VO ), LI IYQLWHALY AV WUl SLAPIbLEY & UUUS L300V Ju

Mothews, 557 F.2d 325 (2d Cir. 1977), the court reiter-

ated that vendor intent in selling a product to the public

is the key element in the statutory definition (557 F.2d

‘at 297 Mhaca srarse ennnart RNA’e nagitinan that it o
4L 000/, 1JiUST LAOUD SUPPULI U A A/5L N PUSILIVLE VALY 4V a0

‘the intent of the manufacturers or vendors that objec-

-tive evidence must establish and that evidence of con-

_gumer use can be one element of objective evidence to
ha waishad in daterminine if the intendad purpose ofa

MU WOUIRNGU JE MG VTS LIALIAIR fa Wil Ve YAl Lvan v

“product subjects it to regu]atxon under the Act. ASH

 has not established that consumers use attached mga—ﬁ

rette filters for the pr“evenmun, mmgauun, or treatment,
‘of disease to the extent necessary to allow FDA to

WS ARLL W e LALELLL CODal

- impute the requisite intended uses to manufacturers or

vendors,

63

The ewdence presented in Pe ti ion NQ 2co0 ;m.i.ng§ :
consumer intent regarding attached filters e ablishes‘{

‘2t most that many consumers may regard attached

Blara na radnring o s | RS TN L

ARVl s ao fcudlllg CXposure W nazaraous conscituentcs :
of cigarettes and creating a “safer” cigarette. As noted

AL X et SR A L322 ANV Vea

above, this will not brmg attached filters within the
definition of “device”.

Because attached filters are necessarily used with

the mgaretbes of which they are constituent parts, the

intent of consumers in using attached filters is rea-
qrmahlv understood and aceecsad tnoathow with anm.

....... SIASTEELUCN Al wibtoSTl WECWItY Wiun COni-

sumer intent with respect to filtered cigarettes. ASH
has not asserted that cigarettes with fillers are

deabman I Y Lm

Intenaea to prevent, mmgar,e. or treat disease. Petition ‘,
NO ) § exnresslv disclaims reliance on such an asgertion

4 CARAULET UL DU A Shnied wra MV SA

when it discusses FTC v. Lzggett & Myers Tobacco Co.,
180 . Supp. 573 (S.D.N.Y. 1952), aﬁ’a’. 203 F 2d 955 (2d

p!" 195Q\ Datitinan Na 1 ahavant aslmos ax
<), reution No. 1 characterizes as t,enuous

‘the very line of reasoning that Petition No: 2 relies

upon in asserting that attached cigarette filters are

intended to mitigate, treat, or prevent disease (Petition

“No.1 n 17

ANVe 2y rn A5 7

We have also considered ASH'’s arguments con- {

cerning the inteni of researchers, and find that the .

material in Petition No. 2 concerning that intert deacc
WAREL LAk & Lwa TV & LUNLGLLMLE Ll JILCIL aoes

~not lead to different conclusions than does the evidence
_of consumer intent regarding attached filters. '

For these reasons, FDA is denying your request to f

< LR s BT LLYBLoY W

- assert jurisdiction over attached ﬁ)ters as “devices”

under the Act. We believe that congresslonal consider-

abinm  nf atenmabbas fnaleasd P N

auln Ot ugmcbwn muuucu uu.er ug‘arecnes aﬂa, as
discussed in Section I, supports owr conclusion that
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attached filters, as customarily marketed, are not
within FDA’s jurisdiction,
[1]. Detached Filters
ASH contends that detached filters, which are pur-
chased separately from cigarettes and “installed by the

smoker on the end of the cigarette” (Petition No. 2, p.
6), are subject to FDA’s jurisdiction because:

1. Detached filters are advertised as useful in the
mitigation, treatment, or prevention of disease (p. 6); or

2. Detached filters are advertised as useful aids in

efforts to stop smoking and, therefore, are articles
intended to affect the siructure or function of the body
or to mitigate, treat, or prevent disease (p. 8); or

3. Consumers use detached filters intending to miti-
gate, treat, or prevent disease (p. 16).

For the reasons stated below, the requests in
Petition No. 2 with respect to detached filters are
granted in part and denied in part.

| We have reviewed the labeling and advertising sub-
mitted in Petition No. 2 concerning detached filters to
determine whether representations for these products

establish that detached filters are intended to be used

to mitigate, treat, or prevent disease or to affect the
structure or function of the body. We agree that some
of that labeling and advertising establishes thal manu-
facturers of certain detached filters, i.e., One Step At A
Time, Venturi, and Nu Life Smokers Kit, have made
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: 'représentatidhs that would bring these products under

the device definition and, thus, FDA's jurisdiction.

The labeling and advertising submitted for other

detached filters, i.e., Aquafilter and Medico Charcoal

- Filters, do not establish that these products are in-
- 'tended for a purpose that would bring them within the
- definition of device. . '

~ We would point out that all of the detached Slters for
- which labeling and advertising were submitted in
_Petition No. 2 are intended to reduce the amount of tar,

~ nicotine, or gases inhaled by the smoker or to aid the

- Smoker to reduce or stop smoking. This does not

- establish manufacturer intent to mitigate, treat, or

~ prevent disease, or to affect the structure or function of

~ the body. As noted in Section I1, we do not agree with

. the assertion in Petition No. 2 that “cigarette filters
- which are designed and sold to remove tar, nicotine or

~ harmful gases from tobacco smoke” fall squarely within
 the literal definition of “device.” Manufacturers of de-

- tached filters which are intended to remove tar, nico-
~ tine, and gases or to aid the smoker to reduce or stop
~ smoking may be responding to consumer demand for

8 low tar, low nicotine, low gas cigarette, or a stop
~ smoking aid to enable them to reduce the costs of

smoking or eliminate the odox associated with smolcing,

- ete. Onlyif detached filters intended for these purposes
.. are coupled with other evidence that, when viewed
- together, establish the requisite intended use, will the
- products come within FDA’s jurisdiction.

As noted in Section 11, a claim of general or com-

~ parative safety, without more, will not usually cause s
~product to be gubject to the Act. Many products are
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designed and sold to be used to reduce the exposure of
‘humans to hazardous substances. For example, cata-
lytic convertors and lead-free gasoline for use with
automobiles are designed to reduce the exposure of
humans to lead and hazardous by-products of gasoline
combustion. These products, however, are not deemed
to be within the Agency’s jurisdiction, The deter-
mination that a product is properly regulated under the

Act is not left to FDA's unbridled discretion but must

be in accordance with the statutory definition. United
States v. 62 Cases of Jam, 340 U.S. 593 (1950).

ASH's contention that consumer use of (or re-
searchers’ intent with respect to) detached filters
brings these products within FDA’s jurisdiction is
identical to petitioner’s discussion of attached fillers.
‘Our position is the same as discussed under Section II
of this letter, as supplemented by our diseussion above
of evidence of intended use.

Therefore, Petition No. 2 has not provided evidence
establishing FDA’s jurisdiction over all detached
filters. As stated above, we have concluded that FDA
has jurisdiction over particular detached filters for
which the evidence of the requisite intended use has
been shown in Petition No. 2. The evidence in Petition
No. 2 has =also established that detached filters have
been marketed with labeling and advertising which do
not provide evidence of the requisite intended use.

FDA may have previously responded to inquiries
regarding detached cigarette filters intended to aid the
smoker to reduce or stop smoking.. As noted under
Section 11 with respect to attached filters, this response

sets forth FDA’s position and rescinds any earlier
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correspondence or dpfrxions concemingfdetached fiters
- that may be in confliel, :

IV. Rulemaking

ASH has requested that FDA commence rulemaking

- proceedinge lo establish the means by which FDA
- should exercise its jurisdiction over cigarettes and .
~ attached and detached filters as medical devices. In the
- FEDERAL REGISTER of Novembey 2, 1979, FDA
. stated that it was not issuing a proposed regulation to
classify cigaretle filters pending action on ASH's peti-

tion (44 FR 63292 at 63299). ASH's request to com-

- mence rulemaking is granted in part and denjed in part.

Insofar as rulemaking would relate to cigarettes or
attached filters as customarily marketed, we have con-
cluded that FDA has no jurisdietion under section
- 201(h) of the Act. Therefore, no rulemaking is permis-
_ sible 28 2 matter of law,

Insofar as rulemaking would relate to detached

- filters, we have concluded that FDA has jurisdiction

under section 201(h) of the Act over some, but not al),

~detached filters. We are granting your request that

FDA institute rulemaking with respect to those de-
tached filters over which FDA has jurisdiction.

- In accordance with 21 CFR Part 860, FDA will
propose to classify detached filters that are medica)

devices. FDA currently does not intend to institute
other rulemaking proceedings specifically for these
- detached filters. However, rulemaking that FDA inst-

tutes with respect to other articles may also be appli-
cable to detached filters that are devieac
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For JERE E. GoYAN S
- Commissioner of Food and Drugs |




