Phillippe Doulllet
- Ona Holyoke Lane
Stony Brook, Wew York 11790

"'Re: Docket No. R3P-D404

Dem Mr. Douillet:

This responde to your Fovesber A, 1983, petition requesting that cosmetic
talc be 1sbeled with an asbestos werming statement, infomstion on asbestos
particle size, and the proportion of talc impurities in the product.

You assext that, because the mining of talc alwost irwariably includes the
minimofaabﬂtuu a8 wvell, cosmeric talc may contain signiffcant secunts
of asbestos particles thst present sn irhalation hazard to humes. Aleo,
vou cite references to substantiate that aignificant smoants of asbestos
have been found in comercisl tslc samples, that asbestos inbalation ia
hazrsrdous to humans, and that asbestos contaminants i{n tsle wlll produce
taxicolorical vesponses svhen inhaled.

FDA recognizes that ssbestos inhalation over extended periods is hazardous
to husena., The azercy ia also swsre thart some cosmetic talc produced in
the 1960s and early 1970s did contain asbestiform minerals. However, your
petition has ot persuaded us that the cosmeric tsle that ia presently
heing produced: contains sianificant avounts of asbestiform wminerala.

During the early 1970s, FDA becane concerned about the possibility that
cosmetic tale did contain significent amounts of this material. The azency
recelved seversl reports ahout such contmination. Fowever, at that time,
the salytical procedires for determining asbestos in tele were mot fully
developed, and most of the snalytical work was conducted without scientific
agreement as to vhich methods were well-sulted for the idemtification of
asbestiform winerals in tele. Consequently, FDA considered sll analytical
rvesults to be of questionahle relisbility. This assessment proved to be
cotrect because many questions were subsequently vaised sbout results
reported in the litersture in the early 1970s (aee enclosed copy of
Netional Buresu of Stardaris Special Publication 506 entitled §
"Maldentification of Asbestos in Talc"). Recmwe of the questionsble
nature of the snalyricel results, the agency wos rot able to assess
reliasbly the levelr of aabestifam minerals in cosmetic tale then in the
macketplece,
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Me, Fillippe Douillet - Page 2

Under these circusatances, FDA decided that the most. appropriate actions
that it could tzle to protect the public health would be to meke the
reports public ad to request assistance from the affected industry in
developing scceptsble snalytical proceduces. This approach apparently has
led to conwidersble {mprovement in the quality of this tale,

After FDA tock these actions, mmny cosmetic manufacturers began to anslyze
thelr talc for sshestiform minerale as part of their qualicy control
prograes, srd talc suppliers beman to sell higher purity talcs to the
cosmetic indwmtry. By 1976, ashestos analytical methodology was
sufficiently developed that the Cosmetic, Toiletyry, and Fragrace
Association (CIFA) cmuld issue a specificarion (copy enclosed) for comsetic
talc., This specification required that such tale be free of fibroww
aghibole (e.g., asbestos In the form of ashestiform tremolite) waing a
CIFA method of anclysis that is capsble of detecting 0.3 percent of
amphibole asbestoa. This specification contriboted to the continued

improvinent of cosmetic talec quslity,

In addition, FIA smveillance activities that wers condieted in the latter
portion of the 1970s showed that the quality of cosetic talc had
significantly Improved, snd that sven shen. asbestos was present, the levels
werr 30 low thet mo henalth hazand existed. Our scientists recently

‘reviewed data from theae surveillance activities snd concluded that the

risk from a worst—case estimate of exposure to asbestos from cosmetic tale
would be Jegs than the risk from envirormentsl bacleround levels of
expostre to ashestos (non-ncrupational erposure) over a lifetime.

Coneequently, we find rhar there {8 no basts at this time for the agency to
comelvde that thers {x & henlth harand attributshle to sshestos in cosmetic
talc. Withaut evidence of such a hazard, the sgency concludes that there
jo 70 meed to require a warnine 1shel on cosmetic talc.

FIA should slm point our that, in reviewing ymr perition, we found
seversl problaps with the informetion on which you relied. The publication
"Asheat! form Tmprities in Commercial Tslcum Powders,” which you cite in
your petitien, appears o contain a mmber of aignificesnt errora that lead
us to quegtion the accirecy of the findings that vere veported. For your
Information, we have enclosed a copy of s June 8, 1973, rebuttal of this
publicstion that wee written by the Chief Minerolorist of the Colorado
Schoal of Mines Research Institute in Golden, Colorado. Also, your
petition’s 1978 book reference to the Mt, Sinsi School of Medicine findings
Lz too old to reflect present contsmination levels. Rurther, we sre not
convinced that the M, Sinal findings pertained to coemetic talc. Your
reference states thet cowmon comeercial tales were aalyzed, Yot it doen
™ot specify shether rhese commereiszl tales were {ndustrisl grade or
commetic telc.
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For all of these vessoms, your petition i{s denied. Thiz denial is without
prejidice to the future ﬂ.lim of a petition en tbl‘a ‘atter, accampenied by
all relevent data in support of the petition, '

e

Sincerely m:

/:jqfu)éwm—\

Acting Aksociatd Commfssioner
for Glegulltbt\r Affalrs
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