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Re: Docket No. 2~4P-0~66/CPl 

Dear Ms. Houlihan and Ms. CallendeK 

This letter is in response to your citizen petition dated June 14,2004; and filed on June 17, 
2004, under dock& number 2UO4P-0266&P 1) requestmg the, Food and Drug Administration 
(FDA} to take immediate action to cease the unlawful d~s~~ut~o~~ tifmisbranded, adulterated, 
and unlabeled cosmetics. The Petitionstates that youhave ~d~i~~~~~~e~ous probable safety 
violations” under the Federal Food, ~Drug, .a.nd Cosmetic Act, and asserts that various products 
may be misbranded or adulterated. Specifically, the petition requests that FDA take the 
following actions: 

l Institute a vohmtary recall or court-ordered injunction’or seizure for cosmetics 
containing ingredients that have not been proven safe through scient%c testing that do not 
bear appropriate warnings; 

l Cltirjr the requirements for adquate subst~~at~o~ of safety, 

l Establish a requiremerit that manufactuers remove fi%m cosmetic products any 
ingredient that contains any toxic impurity or that may combine, with other ingredients to form 
harmful impurities; 

l Initiate a voluntary recall or court-ordered injunction or seizure for cosmetics 
containing ingredients that may cause injury through ordinary use; 

l Publicly command all Internet vendors to display a conspicuous list of ingredients of 
cosmetic products sold on their websites, subject to injunction or seizure; and 

l Conduct an investigation of prgducts containing ehemieal ingredients prioritized 
according to prevalence and toxicity. 

In accordance with, 21 CFR 10.30(e)(3), this letter & advising you that FDA is denying your 
petition without prejudice. FDA, has reviewed the inf?rmation in your Petition, the 
supplements to your petition, and the comment that we received on your petition. With 
respect to your requests for enforcement action, 21 CFR 1@3O(k) provides that the citizen 
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petition process ‘Uoes not apply to the referral ofa matter to -a ~~ted~~t~te~ attorney for the 
initiation of court’enforcement action.” Such matters a6 wit& thq agAasive discretion of the 
Commissioner. A, denial of a request to take.enforcement &@I does hot constitute final 
agency action. See 21 CFR l&45. Therefore, your requests f~~~ufor~~~ent action are 
requests that are not appropriate for a: citizen petition. ,Fu~e~ore, with respect to your 
requests for enforcement action, based on our review of ,the ~~?~ati~n.subrn~~ed in the 
petition, the agency concludesthat there is not sufficient in~~~~on~~ support your requests. 
With respect to your other requests,,we believe that therequested actions are not warranted at 
this point in time. 

FDA may take enforqement, action if *&he agency has -.inf~~at~?n to support that a cosmetic is 
adulterated or misbranded, FDA takes. enforcement actionon a case-by case basis based upon 
agency priorities and available resour~os-. We do, not;a$vise the public-in advance of our 
intentions to take enforcement s&ion &gainst par-tic&r p~odu&. ’ 

The following summarizes FDA’s au&&y for regulating cosmetiqs. Section 601 of the 
Federal Food, Drug, and Cosmetid Act-(P’D&c A&(21 U&C. 361) provides that a cosmetic 
is adulterated if ib bears or contains any‘poisonous or de-leteriotis substti$e that may render it 
injurious to users under the conditionsof use prescribe& ~n.tbe’~ab~~in~ or under such 
conditions of use & are customary or usual; if it consists of a f&hy, putrid, or decomposed 
substance;‘if it has bee& prepared, packed, or held under insa#t~ conditions; if its container 
is composed, in whole or in part, of any poisonous or delete&us subs&n&e which may render 
the contents injurious to heal*, or if it contains an unapprovedcolor Mditive. Section 602 of 
the FD&C Act (21’ U.S.C. 362) provides, irr part, that a cosmetic. is misbranded if its labeling 
is false or misleading in any particular; if certain ‘information d@es not pppear on the label; if 
required information does-not &pear in a readable -f&&ion; or if: ttie cc@ainer is made, I 
formed, or filled to be misleading. Se&ion 201(n) (21. U&C: 321&J) of the ED&C Act states 
that if an article is rafleged to -be misbranded because-the labeling is mis@ding, then in 
determining whether the labeling is mtslea+iing, thereshall be t&ken &to account not only 
representations made or, suggested, but also the extent to which the labeling f&Is to reveal 
material facts in the light of such representations, with respect to-consequences which may 
result from the use of the article under the conditions of use. as-tie cust;omary or usual (see 
also 21 CFR 1.21). The FD&C ‘Act contains no provision that requiresdemonstration to FDA 
of the safety of ingredients of cosmetic products, other ‘thsn co&x additives that are not coal- 
tar hair dyes, priorjto market&xi the product. In addition to,the r~~reme~~ of the FD&C Act, 
cosmetics that. are offered for s$le as consumer commodities’are subje& to the requirements of 
the Fair Packaging and Labeling Act, 

We received one comment on your pe$$ion requesting th$ the,pu@iti: be alerted to the 
potentially harmful effects associated with the iuhalation~of fiagFances~ The comment was 
also submitted on Citizen Petition 1999P-1340, on file at #DA. The <;omment did not provide 
any additional data and information related to the requests in your petition. 

We address your requests in the same order as they appeared in the petition. 

1. Your petition requests that FDA institute a vohtntaryre~all or court-ordered injunction or 
seizure for cosmetics containing ingredients that have not beeuiproven bafe through scientific 
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testing that do not bear,appropriate warnings, pursuant to 21 U.&c. 362,21 U.S.C. 33221 
U.S.C. 334,2l CFR 7.40, and121 CFR 7.45. 

In support of this requ.est, the petition.asserts ~t.“3~6-~o$rn~t~~ ~~~~~ts~bave not been 
adequately substantiated for s(f&y a&do not be& the warning ~~~ni~~~by 21 CFR 740.10. 
The petition states that ithese p&&ctsmay bye ~sbr~d~d.~d~req~e~~~ vohmtary recall of or 
enforcement action against m&e products. The pet~~o~~prov~~~s as support for this request a 
list of products containm~ 32 &rgmdien$s reported in the 2003 ~oame~~:~~edi~t Review 
(CIR) Compendium to have insuf&ient testing data.to support their,s-dfeuse in cosmetics and 
the CIR Expert Panel conch&ens. for the 32 ingredients neutron BxBbilt A). l?or each of the 
ingredients, the CIR Expert Panel. haseonclu~ed eithe? that tie a~~~abl~.data are insufficient, 
to support their safety or that their sa&ety has not been ~o~~~~ted and substantiated. 

FDA denies your request for enforcement .action because, as state# above, requests for 
enforcement action are requests thatare.not- appropr5ate for ii &z&r petition See 21 CFR 
10.30(k). Furthermore, the FD&C Act does not authoriie.FDA to ordev a recaRfor a defective 
or possibly hannmt cosmetic aproduct., Under,2,1 CFR 7.45, FDAmay re est a recall if the 
agency has determinedthat a pioduet presents a’risk of~~~s~,~r ~j~ or gross consumer 
deception, that a firm has not imtiated~a recalf of the product; ~d.~~at’~~g~~cy action is 
necessary to protect the, public health ~~~ufa~~e~ or ~~~~~to~ ofd~f~~tiv~ or possibly 
harmful cosmetic products carry out-weans voluntarify. ~e:i~~rmaticiin.probided in the 
petition does not establjsh that ~e-p~~ucts. present a r&k of illness, ‘in$r~$, or gross deception 
to consumers such that the agency would request a:recah under 2lXYR 7.45. 

In addition, your petition did not proti.de sufficient data and ~~~o~at~~n~for FDA to evalmte 
the safety of e&h of the 32 ingredients identified in your petition in connection with the 
petition’s assertion that the safety of the products has not. been adeq~~~~ substantiated. The 
data and information provided,li.e., the list.ofproducts, i~~,~e~ts~ CIR Expert Panel 
conclusions regarding the ingredients, do not establish ~a~~~~~~f~ty oftbe ingredients has 
not been adequately substantiated prior to marketing. .Add~~~o~~~ data smd‘information would 
be needed to support the petition’s contention that the safetyo%the 3’56 cosmetic products 
-identified has not been ~ubst~~~.ated~~d tu determine ~h~t~~:,~e pro&e@ are in fact 
adulterated or misbranded within-the meaning.of secti& 601 er 602 of the FD&C Act, 
respectively. We note, that your petition- only a*sserts th& these product may be misbranded. 

FDA evaluates the safety of ooqmetic products using data,and i~~~~o~ &om sources 
including, but not limited to, the CFSAN Adverse Event R~Q~~~ System .(CAERS), 
published scientific literature, the CIRExpert P$nel, data provided dire&y to FDA by other 
government agencies as well as the cosmetic industry, FDA research,. an& other information 
submitted to the agencyifor review. The CTR Expert Panel isa g&gp ‘efseientists that reviews 
the safety of cosmetic ingredients under the .aegis of the C&m&Se, Toiletry,, and Fragrance 
Association (CTFA), a $ade tiaociation of the cosmetics mdnstry,,&d, the CIR Expert Panel 
is one source of information onthe evaluation of the safety of dosmetie ingredients. FDA’s 
regulation at 21, CFR.740,10. &&es that, if a cosmetic, product @on&ins an ingredient that has 
not been adequately substantiated for siafety, and the product-does not bear thespecified 
warning statement on its lab&l, the product is misbranded. FDA is looking into the possibility 
of issuing guidance on the implementation of 21 CFR 740.10 in the future. FDA aiso may 
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take enforcement .action if the ggencyhas information to support that a cosmetic is otherwise 
adulterated or misbran4ed. FDA takes enforcement action on a case-by case basis based upon 
agency priorities and available resources. We- do not advise the public in advance of our 
intentions to take enforcement’action against @rticular products. 

2. Your petition requests that l?DA engage in rulemakingto clarify the requirements for 
adequate substantiation of safety, .purauant to 2 1 U.SLZ 371(a) ‘and 2 3: CfiR 740. I O(a). The 
petition proposes the following definition for “adequately s~bst~~at~ for safety?’ 

Substantiation, through peer-reviewed scientx$c p~b~i~~t~o~~. ar publicly availuble 
industw studies, of a. r%qzscm~ble certainty of7ao ~~~o~ aggmg&e,exposures to the 
product and its eomp,olzent iBF@dietis imluditi~ &&&&s~ t&kg into accdurtt 
chemicals that may increas@ p+tetrat&n of the product, or its. coriponent chemicals 
through the ski+, and including all, tirtt<cipattid cos~et~~~e~pos~res and all other 
exposures far wJ&% th&e Q reliable informatim, -t&i@ i&o ~&n&deration vulnerablk 
populations s&a as l’rtfants and$regriant womeq 

Any_finding of s&fe&fob a cosmetic product nzqst eq&it& account for risks posed by 
impurities until~kuch time as impurities are ~~~o~~dfr~~ the.~~~pone~t ingredients 
or the product it refomulated.in such a way ds to ~re~~~d~ l”hb fdmation of impurities 
by the componmt ingr&&e~ts in thtiproduct. ’ ’ 

FDA denies this request. FDA Csiscqscd the phrase ‘“ad~~te~y.subst~~ated for safety” in 
the preamble to the fma;l rule that established 21 CFR 74(kld (40 PR @12 at 89 16, March 3, 
1975). This preamble states’&& safety of a cosmetic product ok be a~~q~tely,subst~tiated 
through (a) reliance on already available toxicological test data 08 ~~~~~~a1 ingredients and 
on product formufations that are similar, in composition to the ~~~cu~~ cosmetic, and (b) 
performance- of any additional. ~~xico~~~ca~ and other tests-that are, appropriate in the light of 
such existing data and infotiat$on. Inn:@dition, FDA)s g~n~~l~,~~~oaeh to investigations of 
the safety of cosmetic ingredients includei consideration of such factors ELS routes of exposure 
and vulnerable populations. 

.‘. 

The March 3, 1975, preamble #so states that the manufactnrer cf a~ cosmetic ingredient is 
respon$bLe for ‘the safe$y of theingred,ient under the ~o~~~~ion~ of.zrse recommended in its 
labding, as well as reasonably expected related uses; a&that &,e sa&ty of the ingredient must 
be,adequately substanti&ed for use under these conditions. The preamble also states that 
separate definitions of safety for ingredi,ents an& fini&ed products ,erze inappropriate. 
Although safety has thesame meaning under both c~~cu~t~c~s, FDA recognizes that what 
constitutes adequate testing wi@ differ depending upoi~ whether tne product is intended as an 
ingredient or as a finished cosnietic item, since the conditions ~f,~~~ec~~~ use are different. 

We do not believe that undertaking rulemaking to define ‘“~d~q~~te~y~subist~tiated for safety” 
is necessary at this time :in light of the agency’s discussion of this terrnirr the preamble to the 
final rule establishing 2 i CFR 740,lQ.. Furthermore, mA is ~~?~g into the possibility of 
issuing guidance on the ~mpkmentatian of 2 1 CFR 74Q. 10 in the future. We, therefore, 
decline at this time to engage in, rulem&ing to define “‘adequately sub antiated for safety” as 
proposed in the petition: 
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manufacturersremove !from ~~~~~~.,~odu~ts any ingr&ent &at contains any toxic impurity 
or that may combine with other ingm$ients to form ~~~~i~~~~ties, pursuant to 21 USC. 
371(a). The petition. states that FDA has not articulated asIy f$rn safety’standanls limiting 
impurities in cosmetics, and tb+t @A? s reguk$ion :of &zardous irn~~t~~s will limit 
consumers’ risk of cancer and. other avoidabSe’ha& from cosmetic;s, 

The petition notes FDA’s r~~o~en~tio~to m~ufact~e~s’t~ ‘~~~~t~~~ remove 
nitrosamines from cosmetics & toxic .$npurities formed from the ~o~~~a~on of other 
ingredients. 

FDA denies this request. It is the responsibility of the rn~u~~~r~r and/~ distributor to 
ensure that all oosmetic: produdts are produced and m~ket~~~ ~~mpl~~ce with the law (e.g*? 

, safe for use in the ~manrier directed m&e labeling or und usual~conditions of 
use and labeled in accordance with all applicable statutes and. 
risk of adulteration or misbranding of+smetics, FDA rei: , 
manufacturers follow good ma&a&uring practices in,t~~:jpr~~a~~~n,afah~~r products. 
Cosmetic good manuf~turing $~&c~ guidehnes are ~v~~~b~~~~ 4?DA~s website at 
htto:ilwww.cfs&ll.fda.~~v/-dms/cos~,~~,h~~. Under section ?~~a)~~) of the FD&C Act, 
FDA has the authority to perfo&n insp&tions of est~~i~~~~‘wbere cosmetics are 
manufactured, processed, packed, or~held for introduction in ~~t~~tate,~o~er~e, Inspections 
provide information to help E;DA ensure that the cosmetios produced m these establishments 
are not adulterated or tisbraneed. 

FDA has articulated safety st+ndards limiting impurities. in color additives p.ermitted for use as 
ingredients in cosmetics, as we& as in .foods,-drugs, and.medic& cdevices. The ,color additive 
listing regulations inch&e &en&al impurity specifications that a& determined by FDA as 
part of its safety evaluations+ 

FDA investigates potentially a~~~tera~~ or misbranded Go~rne~~ca~~nc~~~ng those containing 
potentially toxic impurities, on a case-by-case basis based on the agencyts priorities and 
available resources. If FDA,determines themis a safety concern with a..cosmetic Ingredient, 
we inform the public of :our findings and conclusions. 

As the petition points out, FDA identified to the cosmetics ind~s~ the agency’s safety 
concern about contamination of cosmetic products with-~tros~n~s in a notice pubhshed in 
the Federal Register of April ,tJJ, 1979+%4 FR 2 1365). I.n the/notice, we described the 
evidence used for concluding that some topically ap~~~~~~cosrn~~~~ ~~~~~nt~~at~~~th 
nitrosamines and may be hazardous t.o human health. We stated that msm&ics containing 
nitrosamines may be considered .adu$rated and subject to regufatory a&on because many 
nitrosamines have been determ&ed to cause cancer in 1aborator;y’ ~m~ls,and have been 
shown to penetrate human skin., We urged cosmetic rn~u~~~t.~~ to voluntarily remove from 
cosmetics any ingredient, that may combine with othe&%to-form the nitrosamine of primary 
concern, N-nitrosodiethanolarn~e (NDELA), iznd to conduct a&&or& testing to determine 
why cosmetics become ~ontarninated wnh NDELA. AA&-wards, NDLl?ZA levels declined in 
cosmetic products on thq market, Information currently available to the agency (through 
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analysis of products on the markzr;t3.,does not indicate that NDI.%A, @he levels detected in 
cosmetics, is a health hazard.& &dd$ion, the agency coritinues to monitor nitrosamines levels 
in cosmetics. See FDA’s t2oqet~cs Compliance Pr~~~~at the& .v&bsite addresses: 
http://www .cfsan,fda. ~o,v/~~~~c~2~~O.i .html (Domestic ~~~~~~i~~ Program) and 
httr,:/lwww.cfs,an.fda.~ov/-co~/c;p~3002,~tml @npor&d Cosmetics Frog&un). If the agency 
determines that nitrosamine levels in a cosmetic cause it to be ~~t~r~t~ within the.meaning 
of the FIX& Act, we would d&r&me whether reg@tory action is. ropriate based on the- 
agency’s prior$ies and available resources. 

4. Your petition requests that FDA initiate a voluntary ree& ok ~~~-~rdered injunction or 
seizure for cosmetics containing i~~~d~e~ts that <may eauscf :n~j ‘torus ordinary use, 
pursuant to 21 U.S.C. 361,21.U.S;C. 332,21 U.S.C, @4$21 7.4$& a&<21 CFR 7;45. 

In support of this request, the petitio~;~~~ts 20 products contain&g 9 in&edients that,the 
petition states may cause h~~whon used al;cording to.pa~age,,direc~~ons, For each product, 
the petition describes the packhge”direetions and cites the’2003 CIR compendia conclusions 
that the petition cbnten&-the ~~kag~,~e~tions vio~~te-~~t~tio~ ExhibitI3). The petition 
states that cosmetics w#h in~edi~nts~~t ire unsa%for, the uses i~~~~t~d in the package 
directions meet the prtiequisites ftir a recall, ‘. 

FDA denies the request for en.$@cement action because;.asstated above, requests for 
enforcement action are reque&s that are net appropriate for .a-citizen petition. See 2 1 CFR 
10.300. Furthermore, the FD&C Act-does not authorize FDA‘to ordes a recall for a defective 
or possibly harmful ,cosrnetic,product. Under 21 CFR 7.45, FDA may request a recall if the 
agency has determined that a product presents a risk of illness: or injury or gross consumer 
deception, that -a f&m has not i$tiated”a reek11 of the product, a&hat agency action is 
necessary to protect theipublic health. .Mam&cturers or di~~b~to~s ofdefective or possibly 
harmful cosmetic produGts carry out”reoalls vohmtarily, The ~o~~o~ provided in the 
petition does not establish that the.products present a risk of .illness,, injury, or gross deception 
to consumers such that the agegcy would request are&h under.21 CFK 7,45. 

The petition did not provide the doc~~~ti~n,~at the ~~n~~~w~uld need to determine that 
the 9 ingredients cause the 20 pgoducts to be products that bear or .contain a poisonous or 
deleterious substance that ‘may render them injurious through o~di~~,us~ and, therefore, 
adulterated under the FD&C Act. Du~~m~ntation th& co& establish that the products may 
cause injury through ordinary use wouid include in~~~~~~ such as scientific evidence that 
these ingredients are hazardousunder the conditions ofuse given in the product package 
directions and any reports of @verse, ev&ts from use of the ProduEt. In addition, for the 
investigation of speeific:produ@s, we generally obt& compi&e pro&@ labeling, the names 
and complete addresses-of the manufa&u-ers, distribtitors, and/or $npotiers,of the products, 
and the dates and ports ef entryfor products imported into. the Uni~d~Sta~es. 

FDA notes that some of the products identified in the’ petition@g., products labeled as diaper 
rash ointment, acne treatment, sunblock gpray,:and fir& aid:~r~~) are regulated as drugs or 
drugs and cosmetics. Drug products are bandled by the Center fur D Evaluation and 
Research (CDER) within FDA +rid are reviewed under a ~~eren~ set of regulatory 
requirements. If your inrent is to request FDA evaluation of thesafety of these drug products, 



Page 7 - Ms. Houlihan an4 Ms. CaUmcbr 

you should submit a separate petition with suppo~ing.~~fo~~t~o~ that addresses drug safety 
requirements. 

FDA evaluates the safety of cosmetics-products us+ da+ :aMd i~fo~~t~~~ &om sources 
including, but :not iimiied to, theCFSAN Adverse Evem Reporting .S$E;tem (CAERS),‘ 
pubhshed scientific 1iterature;the CIR Expert Panel, ddtaprovided dire+y to FDA by other 
government agencies & well as the cosmetic industry, FDA researkh,: and other information 
submitted to the agency for mview. The agency has pru~bit~d .or rest&ted some cosmetic 
‘ingredients bysregulation, su~has he~a~~oropbene,,m~r~~ ~~p~~~, chloroform, 
zirconium-containing domplexes,. and methylene chloride; We, have taken regulatory action 
against the use of methyl ~et~ryl~~ moncimer in nail produots. We, have. informed the 
cosmetic industry and t,he pub&c of a&ency coneems reg~dmg ,~~~~~es and‘ l,&dioxane 
as contaminants of cos$netic products,. We a~so~have.~~~~~ed thg cosmetic industry and the 
public of recommendations by&osmetie and fragr&ge t~~de,a~~~i~ti~ns to eliminate or limit 
the use of cosmetio ingredientTpu,eh as ~h~oroa~et~~d~~ ,~th~~~e~~~~ hnd ethoxyethanol 
acetate, HC Blue No., 1; pyrocatech& musk simbrette, and 6-rn~~~~~o.~~n~ 

FDA provides extensive @fo,r$ration to the ~osrnetiG~~~ndus~- @rd ‘the pubhc on safety tissues 
related to the use of coqmetic prod&s and ingredients. Muoh ~~t~s,i~f~~~t~ou is available 
on FDA’s website at ~ttts://www.cfsan.fda..nov/~dms-Jccrs-21f3~~t~. F6A also may take 
enforcement action if the agency has Mbruiation to support t~~~.a~cosm~tic is adulterated or 
misbranded. FDA takes enforcement action on a case&y-casebasis based on the agency’s 
priorities and available iesourcks. We do not advise the pub& in ai%nce of our intention to 
take enforcementaction again&par&u&r products, 

5. Your petition requests that FRA publicly command ah Intern& vendors to display a 
conspicuous list of ingredients of cosmetic products sold on their w~ba~tes, subject to 
injunction or seizure? pursuant ~0~2LcFR 701,3,21 CFR,701.2,21 U.&C. 362 ,2f US.C. 
375, and 21 U.S.C. 3361 

In support of this request, the petition lists 41 websites that ~e,~e~tiQ~ asserts; are currently 
selling cosmetic products without displaying the ~n~e~e~ts.(~e~t~o~ E&bit C). The petition 
states that these websitw may be selling mi~bmnded products i.n ~?~at~~~ of labeling 
requirements and should be publicly notified of the violation and warned of potential 
injunction or seizure in the event af continued noncompli~~e, 

FDA denies your request for enforcement action because, as. stated, above, requests for 
enforcement action are requests that aso not appropriate for a emzen p&on. See 21 CFR 
10.30(k). Furthermore, FDA denies your request to. pubMy ~o~d~~i~ Internet vendors to 
display a conspicuous list of ingredients of cosmetic products sold ou their websites. There is 
currently no requireme,nt that a manufacturer put an ingredient list on a website. 

The cosmetic labeling regulations in-21 CFR part 70%’ describe ihe iabehng requirements for 
products purchased by tionsumers. Section 701,3(a)’ states that a dee!amtion of ingredients 
must be displayed on the label of the product. Section 701.3(r) st&tes that in the case of 
cosmetics distributed to consumers by direct mail, the i~~~d~e~ts fist may alternatively 
appear in labeling accompanying the product or in a catalog or brochure, There is no 
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requirement that a manufaot&r put a.n ingredient hat :on a website. Ysr;rr: petition hasnot 
provided any evidence: that, ‘for the products sold over th~~nt~~t~ their label, labdmg, or a 
catalog or broehure doesnot mcfude a:decJaration of in~r~~e~~ as required under 2,l CFR 
701.3. Evidentie that the agenqy wouJ& obtain ‘to de#ermme whether the products comply with 
2 1 CFR 701.3 .would .i&ude ~~fo~a~~~~ such as &m@ete prudent labeling as well as 
catalogs and brochures? the +xms and complete addresses of rn~~fa~t~ers, distributors, 
an&or importers of theproduots, a&&e dates and ports of &%ry for p,~~~Iucts imported into 
the United States. 

6. Your petition identifies nine.ingiedients:~~tition I$hibit DJ and requests that FDA 
conduct an investigation ofthesafety of their use in cosmetic ,p~oduot~~ pursuant. to 21 U.SC. 
372 ,21 U.S.C. 361-X$ and.21 USC. 374, The petition akm sWcwthat jmxducts containing 
these ingredients may be misbrandedor adulterated ~d~~e,aub~~t to.:FDA inspection, safety 
review, and enforcement actiorr when warranted. 

In support of this request, ~e;~titio~~~~tes 18. websites a$d studies reported in the scientific 
literature that e!onclude :that under certain cenditions the&&e- ~~~~~~~ts;‘rn~y be carcinogens 
or endocrine disrupters ;or that &hey may accxurrulate in h~~~~t~~~~~~ The petition also asserts 
that seven of the ingredients hqve not been studied by the &I&?$ orCR% 

FDA denies your request for enforcem~nt~action.b;e~ause, as;st&ed abeve, requests for 
enforcement action are requests that a& not appropriate for s citizen petition, See 21 CFR 
10.30(k), 

Furthermore, your petition did not pruvide suf~cie~t;~vid~~e for ID&to evaluate the safety 
of each of the nine ingredients identified in your petitiop, when used‘ ira. cosmetics, and did not 
specify the products containin& such ingredients. The petiti5b’s citedmf~rences do not I 
provide the evidence FDA would.need for a risk assessn$nt or safety assessment of any of the 
nine ingredients as human cammogens-or endolcrine-disnigt~~s~o~ a~~~~~~tors m human 
tissue when used in cosmetibs. FDA has mv&tigated~ the saf&ty of all r&e ingredients 
identified in the petition for v&ous uses in food, drugs; and ~osmet~~~~, summarized below. 
Therefore, we do not believe thst further investigation of these ~~~~di~nts for use in 
cosmetics is warranted at this time. 

l Progesterone: FDA, tentatively concluded that progesterone is safe for use in cosmetic 
products under limited‘ conditions described in a proposed rule ~ub~~sh~ on 
September 9,1993 (58 FR 476-1 I). -(The proposed rule, was subsequently withdrawn 
on Noiremb,er 24 2004 (69 FR 68831) as pa& of anoverall r~~~atory reform 
strategyV) 

* Coal tar: FDA considers coal tar, as defined in 21 CFR~358.709, to.be safe for use in 
dandrufflseborrheic derri@is/psoriasis shamnog Qv~~~~-~o,~ter (OTC) drug 
products (see 21 FFR 3~8.710). 

l Lead a&ate is listedunder 21 CFR 73.2396 as a color ad~ti~ep~~i~~ for use in 
hair dyes. 

* Methyl-, propyl-, i and ~~p~~a~~~~n~ Te per-mitt+ for use a~,p~~e~atives and 
antimicrobial agents in food (e.g., see 2’1. CFR 1512.141,1?2,14~, and 184.1490). 
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a Resorcid is &luded :aS w active ingredient in :EDA monu~apbs foj: anorectal and 
acne OTC drug:prodq$s (see 2 I CFR 346v220 and 3% i310) and is a starting material 
for the manufa$,xre of fluorescein color additives (e.g., s&e 21. CFR 74.1707). 

* Talc is listed un,der +Z21 $FR 73*1550 as a co~~r~a~~~~~.~~~t~ for use~in drugs. 
Talc has been pi-opssed by Fl$4 as a gener~l~~~~~~ed a.s safk and ef%ctive 
ingredient fort$e treat&ent o;F&i,aper rash (see 55 FR $SSM, June 20, X990)* 

* Cawa@enan, p$enol; yes&-ci~al, silica, a& klc qtz p~~~#~d for use. iq food or food 
contact materials (e.g., k&e 21 CFR 17~.620;~75.300, 377,1210, t82.70, and 182.903.~ 

For the reasons discus&d above, FDA is denag your petiti\on. widget ,prejudice. 

s~~~~~~*~s, 

/‘ 
A&airs 

. 

Givia James 
P-5 Quincy Circle 
Dayton, New Jersey 088 10 


