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TO 

THRU 
THRU 
S::RC)M· 

UNITED STATES GOVERNMENT _Mfrs =''1t}i:i.1'1e1: 

1\/Jernorandurn Comments Processed 

Don Early, SCAL b/ • 

U.S. CONSUMER PRODUC 

SAFETY COMMISSIO 

WASHINGTON, O.C. 2020 

□ATE~ APR 1 7 1975 
Stan Parent, Executive Di/ector r.* 
Margaret A. Freeston, Acting Ass1stant General 
Alan H. Sch9em, Office-of the General Counsel 

aM-4 

Counsel 

. • 

SUB..Ji:CT: Jurisdiction over Wigs 

. We advised your Office, in a rnemorandlli~ dated 
January 16, 1975, that our Office was soliciting FDA1 s 
views on whether "wigs" were considered "cosrneticsu 
under the Food Drug and Cosnetic Act and, therefore, 
exempt from the Com_rnission's jurisdiction under the 
CPSA. 

Our Office was a~vised 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 wi~h that opinion andr thArefo~~: 
request that any investigations concerning wigs as cosmetics 
be terminated and any relevant information collected by 
the Con~ission submitted to FDA for their consideration. 
The Cominission does, however, have authority unde~ the 
Flammable Fabrics Act (15 u.s.c. 1191, et seq.) to· 
regulate flaITu~ability probleDs involvingwigs and 
investigations along those lines are not affected by this 
memorandlLrn. 
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Michnel A. Brm·.n, f:sq. 
G(?neral Counsc-1 
Consurn-er ProJuct Safety Co:n.--r:ission 
lfashington, D.C. 20207 

Dear 1-Ir.. Br0t..n: 

.. .. -

This replies to your letter of Jan~13ry 16, 1975 to Peter Barton 
Hutt inquiring whether FDA considers ,-:igs to be cosJ1etics. Ke 
have carefully revie,,ed our policy on this matter, since otir 
conclusion effectively determines the status of a n~~ber of 
products besides tdgs . 

\ J 

I 

Se~tion 20l(i) ·of the Federal Food·, Drug, and Cos:netic Act, 21 
U .S.C. 321 (i), defines •=cos~etic" as meaning "articles intended 
to be . . . applied to the- h~11an body or any part thereof for 
c] ca.~s ing, heauti fying, pTo::roting attract b:eness, or altering 
the appearance .... 11 Literally, .this la:1guage is bro2d er:0~1;h to 
include ,,·igs, toilet articles that contact ti1e body \\·hen used, 
and nurnero:.is oth~r articles not co::::i1only thought of as cossetics . 

. The legislati, .. e history is not too revealing O!i .,-.-hat the scope of 
the terrrt "cos!'ne~ic'' was . intended to be. - In early bills the c\efi;li-
tl • o""'- o+ "foo..Jn and 11 -0~..-.:-,-'•.;c" ,.·n1·e 1~·~1· ~.-::.~ .. ,o .,,_ 111 )<.;t..,.,1c:-:.s .,n,:i ,.1.:::, .._ ~ 1 L ~ ... .., L..... ...., . .. ,.. ... .... ,.4 t. .:>~• _ u.J. t::: ~- ,1 

preparations," l·Ihile "dn!i" was defined as in(:luJing "substances, 

.... -:: 

) ,•p-...,1·".l.._1•on~ '1.:...-:, de,.,.1·c0 - " • ' 0 e S s· -: ; ... 11 Con:"l 1s1- ,n-,.. (10-~, ] .1.-...-pu n.L l .. , n11Cl ..._::,. '-'..., ,.. ... > ,~L. ~-, -- ........ ~~. .JJJ)• 

Suh3equently, the \\11cele:r-Le<? Act ,-:r:.s en3Ct(~d to J:egulate advertisi~g. 
Q C foods c1 --··1r.s ~nd co-M~ .... =cs "n··1 t1':-> 1,....r1·n.; ... 1·0~- 1·1·1 .... 11•\- ,.,, .. Joo 

j ) '"'-.::,•·) '••4 : ~-•--...-l.l ._, ~··-~ .··;.U\.,;~ .... '- •• :::, • L1,1 .. <l-L. 

refer to ",n-tic.:lcs" ,-:1 tno:.1t cl1.st1.1gtn.:=::1~r:~ he:t~-.-c~ii "sub::t:m::cs a~~J 
1) 

0 ""0··1·-----1·0:~ .•• 0 1·1 t•·,Q 0 ........ lj.l''.t 1 ·in-1 ''·lc····ir-.s'' o-- t•~:-:, n----~ ..... "l- 1·1-.,... 1 ~; , .. rtl. ..::-- • .!... ··- ! .. 1.·... ......... '-· \ _ .... ~. •l ; __ '- L.1'..... • •• ._ 

] • 1"1·~1 Fol'"'~ n·•tt•T ........ ~ (C)~-:::-.---1·c "\•---- ,,r'i-1tc, 1 -"11·n ••'!1~ 01 n--i.rv') ,_ .. ·et..;_, ..:... ~ .... 1., t •~-., c:. .. 1'-i :'°'t,.t,.~ ~· ,-L '•'-•·-·1 ~ '- , i • .,_'-\..-.J..'-!. -'-~ .'\;..L.. 

de.f.ini tions \•:i tho::.t further: discussio:~ 1!1 CG~"':li tt~e n~ports or 
. floor dcbo~c. 

ll~ffing Senate deb~tc at a thnc the bi l t:ndcr tliscussio;1 ckfir?e:i 
cosr.:e:1:jcs 3s ''substance$ r:!1d prc-p3·t:it 0;15," o:1e cf its O?i1-..-,~cnts 
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This replies to your letter of January 16, 1975 to Peter Barton 
Hutt inquiring whether FDA considers wigs to be cosmetics. We 
have carefully reviewed our policy on this matter, since our 
conclusion effectively determines the status of a number of 
products besides wigs. 

1 
Section 201(i) of the Federal Food, Drug, and Cosmetic Act, 21 
U.S.C. 321(i), defines "cosmetic" as meaning "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 broad enough to 
include wigs, toilet articles that contact tie body when used, 
and numerous other articles not commonly thought of as cosmetics. 

The legislative history is not too revealing on what the scope of 
the term "cosmetic" was intended to be. In early bills the defini­
tions of "food" and "cosmetic" were limited to "substances and 
preparations," vhile "drug" was defined as incluling "substances, 
preparations, and devices." See S. S, 7th Cong., 1st Sess. (1935). 
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definitions without further discussion in committee reports or 
f10r debate. 

During Senate debate at a time the bill under discussion defined 
cosmetics as "substances and preparat ions," one of its opponents 
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t.ho!.'t~ht it even then applied to ,-:igs. It~ stated th:lt •·tnc· 
t~nn 'cosmetic' could ,:ell include a 'transforr.1ation,' ,-:hidi 
is what the ladies call the 2rticlc they add to their o~."!1 
n:itural hair. The term· could cover such an article an;J ?:!ight 
inc] ude TilD.ny • things 1-;hich ladies ·fo~ar in orJer to m;ik~ th~i r 
appearance rr.ore attro.ctive." See Dunn, Fcdera] food, Drug, 
and Cosmetic Act: A Statef:lent of its Legislative Record, -at 
7 30. Despite this concern for the def ini ti 0!1 's covcr:i:~e, as 
eventually enacted the even broader tenn "article?'' \•,'?S used. 

Some idea of the intended scope of the Act's coverage as to 
cosmetics is· suggested by the intended b1·cadth as to therapeutic 
devices. Items such as shoulder braces, radiu:n belts, electrical 
devices, bathroom ,,·eight scales, hospital air conditioning_ appo.r:1.tus . 
and crutches were identified by CoTJgressmen as potentially subject _, 
to regulation urider th~ act as devices. See United·states v. An 
Ar;ticle of Drug ... Ee.etc Unidisk, 394 U-.S. 784 ·(1969). The Bacto­
Unidisk Court indicated its 2greernent that the term 11device 11 extends 
to "basic. aids used in the routine operation of a hospital," thus 
giving it the broadest possible scope. 

As indicated in the legislatii_re ~istO!T of the 193S Act, the 
motivation for e:\.-panding th-= Foo:i. and Drugs :\ct of 1906 to cover 
cosmetics was incidents involving injurio:is cosrrtetics in the years 
preceding 193S. In extending the Act to include cosr.ietics 7 Co;-igrcss 
seems to have had no particul,ff ch2rac:tcristic of cos::1~tics in mind 
other than the fact thd.t these proJ-:.:cts 1-:e:::e causing physica1··injury 
through contact .1-:i th the boiy. Consequently, ,\·e conclu:Je that a 
literal reading of .the definition of the ter;n "cosmetic" is appropriate. 
l\1.1merous cosmetic "devices,_ 0

. such as false eyelashes>· are potenti~lly _ 
i_njurious through co!1t2.ct ,-:i th the body in the sa.11e 1,:ay as are cosi!letic 
substances ~md prci")a-.ratio:1s. Sin-::e there seeiiis to be no 1-.-ay to dis-
t ing,..1ish bt?th·een Si.Kh pro:lucts ar:.d pro.Jucts less obviously cos!iietics > 

si;ch ns 1,'igs, a bro=id re:2.ding of t1:e s:atutt' 's cover~r:e is n~cess;i:-y 
to car1y o~t the intent of Congress. • 

S1..1ch a broad reading is su1ported hy the Cmirt' s holclins: in Bncto­
llni.disk thnt the ~CO})e of the term "drug" \•:as as brooJ QS the 
1i. teral language of its <lefini tion and "broader than .:L'1Y strict 
medical definition might other,:ise 2.llm.·." 

O;i a nrnnbcr of occasions FD:\ k1s initiated .seizure actions c1gainst 
hair bn1shes as c1dultcr~tcd cos~ctics D=C:~!tl~t~ th~\· co:1tain~d nits. 
s~c Cosncti cs 1\0t ice of Judgm~nt (C. ~ .J.) 207, 208, (Fel1ru:11~r ] 959); 
FIJ.-\ Papers, Fcb.ruary 1971, at 39; fl)_.; Papers, :\brch 1971, at 36; 
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thought it even then anplied to vigs. He stated that "tho �� ' ) �� 
tenm 'cosmetic' could vell include a 'transformation,' vhici 
is what the ladies call t he article they add to their o � � 
natural hair. The term could cover such an article and night 
include many things vhich ladies wear in orler 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 coverage, as 
eventually enacted the even broader term "articles" was used. 

Some idea of the intended scope of the Act's coverage as to 
cosme tics is suggested by the intended breadth as to therapeutic 
devices. Items such as shoulder braces, radium belts, electrical 
devices, bathroom weight scales, hospital air conditioning 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 _... Becto Unidisk, 394 U.S. 784 (1969). The Becto­
Unidisk Court indicated its agreement that the term "device " extends 
to "basic aids used in the routine operation of a hospital," thus 
giving it the broadest possible scope. 

As indicated in the legislative history of the 193S Act, the 
motivation for expanding the Food and Drugs Act of 1906 to cover 
cosmetics was incidents involving injurious cosmetics in the years 
preceding 193S. In extending the Act to include cosmetics, Congress 
seems to have had no particular characteristic of cosmetics in mind 
other than the fact that these products vere causing physical injury 
through contact with the body. Consequently, we conclude that a 
literal reading of the definition of the tenm "cosmetic" is appropriate. 
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injurious throug h contact vith the body in the same way as are cosmetic 
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such as wigs, a broad reading of tle statute's coverage is necessary 
to carry out the intent of Congress. 

Such a broad reading is supported by the Court's holding in Bacto­
Unidisk that the scope of the term "drug" vas as broad as the 
Literal language of its definition and "broader than any strict 
medical definition might otherwise allow." 

On a number of occasions FD.\ has initiated seizure actions against 
hair bushes as adulterated cosmetics because they contained nits. 
See Cosmetics Notice of Judgment (C.N.J.) 207, 208, (February 1959); 
FDA Papers, February 1971, at 39; FDA Papers, March 1971, at 36; 
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FD.\ Cons?.L1K·r, Fcbru:..:ry ]973, at 40; FIJ.\ Co:1~u.:1cr, ~-!on::h Jsr:··3, at 
·40; FDA Consn-:1er, April 1973, at 39; FD.\ Consu:~er, ~•by 1973, ·at 
40. Act ion has si milarlr been taken n~a in;; t c:i nnamo:1 hot to~ th 
picks contairdng M injurious subs.tancc. See C.N.J. 247-25] 
(August 1964); FDA Papers, February 1967, at 36; FDA Papers, ..Tul::/ 
August 1967, at 44; FDA Papers, r-:ovcrnbe, 1968, at 36. In additiou, 
a seizure \•:as instituted again~t stockings containing lotions under 
the misbranded cosmetics provisions of th~ ac.t. See C.N.J. 229 
(September 1962). 

l~e therefore conclude that wigs are cos::etics ,-.-i thin the meaning 
of the Act. The Federal Trade Co:7tmissic;i has sinilarly classifie:! 
wigs as cosmetics. See 35 Fed. Reg. 12713 (.-\ug. 11> 19i0). 

Sincerely j·ours ~ 

Te1Ty Cole::ian 
Attorney 
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Michael A; Ro.n, Esq. 
!March 24, 1975 
l'age Three 

FDA Consumer, February 1973, at 40; � WA Consumer, March 1973, at 
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40. Action has similarly been taken against cinnamon hot tooth 
picks containing an injurious substance. See C.N.J. 247-251 
(August 1964); FDA Papers, February 1967, at 36; FDA Papers, July/ 

August 1967, at 44; FDA Papers, November 1968, at 36. In addition, 
a seizure was instituted against stockings containing lotions under 
the misbranded cosmetics provisions of the act. See C.N.J. 229 
(September 1962). 

We therefore conclude that wigs are cosmetics within the meaning 
of the Act. The Federal Trade Commission has similarly classified 
wigs as cosmetics. See 35 Fed. Reg. 1271S (Aug. 11, 1970). 

Sincerely yours, 

Terry Coleman 
Attoiney 


