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Margaret A. Freeston, Acting Assistant General Counsel

Alan H:CEEP em, Office of the General Counsel

Jurisdiction Over Wigs

We advised your Office, in a memorandum dated
January 16, 13975, that our Office was soliciting FDA's
views on whether "wigs" were considered "cocsmetics"
under the Food Drug and Cosmetic Act and, therefore,
exempt from the Commission's jurisdiction under the
CPSA.

Cur Office was advised by letter dated March 24,
1975 (attached) that wigs are considered by HEW to be
"cosmetics" within the meaning of the Food Drug and
Cosmetic Act.. We concur with that opinion and, therefore.
request that any investigations concerning wigs as cosmetics
be terminated and any relevant information collected by
the Commission submitted to FDA for their consideration.
The Commission does, nowever, have authority un xdexr the
Flammable Fabrics Act (15 U.S.C. 1191, et seq. ) to
regulate flammabl‘lty problens involving wics and
investigations along those lines are not affected by thlS
memorandun.
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March 23, TS

Michael A. Brown, [sq.

General Counscl

Consumar Product Safety Commission
Washington, D.C. 20207

Dear Mr. Brown:

This replies to your letter of January 16, 1975 to Peter Barton
Hutt inquiring whether FDA considers wigs to be cosmetics. e
have carefully reviewed our policy on this matter, since our
conclusion effectively determines the status of a number of
products besides wigs. :

b : _
Section 201 (i) of the Federal Food, Drug, and Cosmetic Act, 21
U.S.C. 321(i), defines 'cosmetic' as mzaning '‘articles intended
to be ... applied to the human body or any part thereof for '
cleansing, beautifying, promoting attractiveness, or altering
the appearance....'" Literally, this language is brozd enough to
include wigs, toilet articies that contact the body when usad, =
and numarous other articles not comaonly thought of as cosmetics.

The legislative history is not too revealing on what the scope of
the term "cosmstic" was . intended to be.. In eeriy bills the defini-
ticns of "food" and “'cosmetic' were limited to Vsubstances and
preparations,' while ''drug" was definsd as incluling ''substances,
preparations, and devices." - See S§. 5, 7ith Cong., 1st Sess. (1935}

S .
Suhszeauently, the Wheeler-Lea Ac ted to regulate advertisine
of focds, drugs, and cosmetics

, }
refer to 'articles' without disti shing betwean ''substances and
preparations’ on the one hand and "deviges n tha othicr. -The

- Fedeoral Focod, Drug, and Cosmetic Act adopted the Wheeler-Lea Act
definitions without further discussion in coammittoe reports or

. floor deobote.

e debate at a time the bill under dis

Durine Senat scussion definsd
cosmetics as "'substances and preparations,' one of its opponents
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thought it cven then applied to wigs. He stated that "the
temn 'cosmetic' could well include a 'transformation,' which
" is what the ladics call the article they 2dd to their owm
natural hair. The term could cover such an article and night
include many things which ladies Wear in order to make their
appearance more attractive.' See Dunn, Federal Food, Drug,
and Cosmetic Act: A Statement of its Legislative Record, at
730. Despite this concern for the definition's coveraze, as

™

eventually enacted the even broader term "articles" was used.

Some idea of the intended scope of the Act's coverage as to
cosmatics is-suggested by the intended breadth as to therapeutic
devices. Items such as shoulder braces, radiun belts, electrical
devices, bathroom weight scales, hospital air conditicning apparatus,
and crutches were identified by Congressmen as potentially subject
to regulation under the act as devices. See United States v. An
Article of Drug ... Bacto Unidisk, 394 U.S. 784 (1969). The Bacto-
Unidisk Court indicated its agreemsnt that the term “device' extends
‘to "'basic. aids used in th2 routins cperation of a hospital," thus
giving it the broadest possible scops. '

As indicated in the legislative history of the 1938 Act, the

motivation for expanding th2 Food and Drugs Act of 1905 to cover
cosmetics was incidents involving injuricus cosmetics in the years
preceding 1938. In extending the Act to include cosmetics, Congress
seems to have had no particuler cheracteristic of cosmetics in mind
other than the fact that these products were causing physical "injury
through contact with the body. Consequently, we conclule that a
literal reading of .the definition of the temm '"cosmetic" is appropriate.
Numerous cosmetic 'devices,” such as false eyelashes, are potentially
injurious through contact with the body in the same way as are cosmetic
substances and prcparations. Since there ss2ems to be no way to dis-
tinguish between such products and products less obviously cosmetics,
such as wigs, a broad reading of the statute's coverage is nscessary

to carry out the intent of Congress.

Such a broad reading is supported by the Ccurt's holding in Bacto-
Unidisk that the scope of the term "drug' was as broad as tho
literal language of its definition and 'broader than any strict
madical definition might other:ise allow.” ‘

On a number of occasions FDA has initiated seizure actlions against
hair brushes as adulterated cosmetlcs bacawse they contained nits.
Sze Cosmetics Notlce of Judgmant (C.N.J.) 207, 208, (February 1939);
FDA Papers, February 1971, at 395 TBA Papers, March 1971, at 36;
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FDA Consumer, Februury 1973, at 40; DA Censumer, March 1973, at
40; DA Conswmier, April 1973, at 39; FDA Comw-:z, May 1973, at
40. Action has similarly bccn ta (en against cinnazmon hot tooth
picks containing an irjurious substance. See C.N.J. 247-25]
(August 1964); FD% Papers, February 1967, at 36; FDA Papers, Julv/ .
August 1867, at 44; DA Papers, November 1968, at 35. In adchc.lm,
a seizure \'as ms‘cltuted against stockings contamm"r lotions under
the misbranded cosmetics provisions of the act. See “C.NJ. 229
(September 1962). :

‘We therefore conclude that wigs are cosmatics within the neaning
of the Act. The Federal Trade CO‘T"IS:IC’) has similarly classified
wigs as cosmetics. See 35 Fed. Reg. 12718 (Aug. 11, 19/0).

SR | - Sincerely yours, =

Terry Coleman
Attornesy



