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< Under thess circumstances, FDA decided that the most. appropriaste actions
‘ that: {t could tzle to protect the public health would be to mske the
_ reporta public end to request assistance from the affected industry in
*  developirs scceptsble malytical proceduces. Thiz spproach apparently has
& led to considersble {mprovement in the quality of this tale.

- After FIA took these actions, mmy cosmetic msnufacturers begmn to snelyxe
thelr ralc for ashestiform minerals as part of their quality control
progrems, srd tale suppliers beman to sell higher purity talcs to the
cosaetic indwmtry. By 1976, asheatos analytical methodology was

. sufficiently developed that the Cosmetic, Tolletry, and Fragrance
Association (CIFA) cculd issue a specificarion (copy enclosed) for commetic
tslc, This specification required that such talec be fires of fibrows
aghibole (e.g., sasbestos in the form of ashestiform tremalite) waing a
CIFA method of analysis that is capsble of detecting 0.5 percant of
amphibole ssbestos. This specification contributed to the continued

improvinent of cosmetic tale quslity,

In addition, FIA srveillance activities that wera corndueted in the latter
portion of the 1970n showed that the quality of cometic talc had
significantly improved, and that sven shen. asbestos was present, the levels
“wete 30 low thet mo health hazard existed. Our scientists recently
reviesed data from theae surveillance activities and concluded that the
risk from a worst—case estimate of exposure to asbestos from cosmetic tale
would be Jesa than the risk from envirormentsl bacleround levels of
exposure to asbestox (non-norupational erposure) over a lifetime.

Cmsequently, we find thar there {8 no basta at this time for the agency to
comelvde that thers {x & henlth harard attriburshle to sshestos in cosmetic
tale. Withnut evidence of sixch a hazard, the sgency concludes that dhere
ja 7o need to vequire a warning 1shel on coseetic cale.

FIA should sl point out that, in reviewing yor petition, we found
seversl problems with the information on which you relied. The publication
"Asheat! form Impnrities in Commercial Taloum Powders,” vhich you cite in
your petition, appears no contain a mmber of signifiesmt errors 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 thia
publicstion that wee written by the Chief Minerologist of the (olorado
Schoal of Mines Research Institute in Golden, Colorado. Also, your
petition's 1978 book reference to the Mt. Sinai School of Medicine findings
Lz too old to reflect present contamination levels. FRurther, we pre not
convinced that the M:. Sinal findings pertained to coemetic talc. Your
refererce states that common coomercial tales vwere analyzed, bot it doen
™t specify shether rhese commerciszl tales were {ndustrisl grade or
commetic talc.
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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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