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Ih ill Ippe CuuilletOn« Holyoke LawStony Brook, Hew TfiorV 11790
' * e i Ebehet No. 83P-04QA

Dear Mr* EbuiJlet:
This responds 09 your fbveafeer R, 1933, p e ti t io n  requeatinq th a t  cosmetic ta lc  be labeled with on Mb®*tc* vam lrR  s ta tra e n t, inform ation on asbestos 
p a r tic le  r i i e ,  and the proport i on o f te le  im purities In the product .
You a sse rt th a t, because the raining o f  ta lc  almost in v ariab ly  Includes the mining o f asbestos as ««11, cogme t io ta lc  rear contain s ig n if ic a n t amounts o f  asbe s tos p a rtic le«  th a t present an irb a la tlo n  hazard to  htnan*. Also, 
790 c i te  references to  su batan tta te  th a t s ig n if ic a n t anoints o f  asbestos have been fbwd In ccwnet c l s l  ta lc  samples, th a t asbestos Lnhslatlcn la  hazardous to  turnons, end th a t asbestos contaminants in  ta lc  w il l  produce toxicological responses «hen inhaled.
FDA recognizes th a t asbestos inhala tion  over extended periods I s  hazardous 
to  huasns. The agency la  a lso  aware th a t seme cosmetic ta lc  produced in the 1960s and early  1970s did contain asbestlfonH m inera ls. However, your p e titio n  has not persuaded us th a t the cosmetic ta lc  th a t i s  p resen tly  being produced- contains srlan ificm t amounts o f aabestlfona m inera ls.
I>jrlng the early  1970s, FDA beew e concerned about the p o s s ib i l i ty  th a t cosmetic ta lc  did contain  s ig n if ic a n t w ro n ts  o f  th is  m a te r ia l. Tha agency received several reports  about such ccntwnination. However, a t  th a t trine, the m a ly tic a l procedures fo r  determining asbestos in  ta lc  '<m :p  not fu lly  developed, and most o f the an a ly tica l work was conducted w ithout sc ie n tif ic  
«treement as to vhlch methods were w ell-su ited  fo r the Id e n tif ic a tio n  o f aabeB tifom  m inerals in ta lc .  Consequently, FDA considered »11 an a ly tica l r e s u lts  to be o f questionable r o l l  »ability. This assessment proved to be c o rrec t because many questions were subsequently ra ised  about re s u lts  reported in  the l i te ra tu re  in  the ea rly  1970s is** enclosed copy of National Bureau of Standard* Special Publication 506 e n ti t le d  
"Vi a ld e i t i  f t  cation  of Asbestos In ta lc " ’) . Because o f  the questionable 
na tu re  o f the an a ly tica l r e s u l ts ,  the agency w»a r o t  able to  assess 
re l ia b ly  the leve ls o f  aabestlform  m inerals in  cosmetic ta lc  then In themarketplpce.
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Under these d rctnu itances, FDA decided th a t the moot appropriate  actions th a t i t  could ta to  to p ro tect the public health  would be to  o sto  the reports public and to  request assistan ce  from the a ffec ted  Industry  in  developing acceptable an a ly tica l procedures. This approach appare nt l y has led to  considerable Improvement in  the q u a lity  o f th is  ta lc .
A fter FLA took th ese  ac tio n s, nwsty cosm etic manufact u rers  begmi to  analyze th e ir  ta lc  f o r  a rijsa d fb ra  m inerals as p a r t o f th e ir  q u a lity  con tro l 
programs, and ta lc  supplier* begot to  s e l l  M aher p u rity  ta lc s  to  cha cosmetic Indm try . By 1976, asbestos m a ly tlc a l methodology m  su ffic ie n tly  develop«d th a t the Cosmetic, T o ile try , and Frag rance A ssociation (OTA) could Issue a  sp e d flc a tio n  (copy m cloeed) fo r ooSM tlc ta lc . This sp ec ifica tio n  required th a t such ta lc  be free  o f fibrous flstpblbole (e .g ., asbestos In the form o f  asb esti form tm o L lte )  asina * CITA method o f an aly sis th a t is  capable o f d e tectin g  0,5  percent  o f asjh lbo le  a sb esto s. This sp ec ifica tio n  contributed  to th e  continued 
Improvement o f cosm etic ta lc  quality*
Tn add ition , FDA su rv eillan ce  a c tiv it ie s  th a t were conducted In the la t te r  portieri o f the 1970s showed the q u a lity  o f cosm etic ta lc  had s ig n ific a n tly  Improved, and th a t even vhen asbestos was p re sen t, the le v e ls  vero so low th a t no h ealth  hazard ex isted . Our s c ie n tis ts  recen tly  reviewed data  from tbeflp su rve illance  a c tiv it ie s  and concluded th a t the r is k  fresj a w orst-case estim ate o f exposure to asbestos fro s cosm etic ta lc  would be le ss  t+um the r isk  fro« enplmmién ta l background le v e ls  o f atposure to  asbestos (non-occupational exposure) over a life tim e .
Consequently, w  ̂ find  rh a t there  is  no b a sis  a t th is  tim e fo r the agmtey to  conclude th a t there  is  a health  hazard a ttr ib u ta b le  to  arfjestoa in  com m tlc ta lc . Without evidence o f 3ucb a hazard, th e  agency concludes th a t th ere  is  no need tn  req u ire  a warning label on cosm etic ta lc*
FDA jhould plan po in t out th a t, in  reviewing y a ir  p e titio n , v*» found several probi«*» with the inform ation on which you re lie d . The pub lication  "A sbestifona Im purities in  Commercial T&lcun Powders,** vhlch you c ite  in  your p e titio n , appears to contain a number o f n ijp iiflean t erro rs  th a t lead us to  question the accuracy o f th e  findings th a t vere rep o rted . For your in fo rn a ticn , we have enclosed a copy o f » June 8, 1973, re b u tta l o f th is  pub lication  th a t vns w ritten  by the th ie f  M lneroloeist o f th e  (b io n d o  School o f Hines Research in s ti tu te  in  Golden, Colorado. A lso, your p e ti tio n 's  1978 book refer«tk:« ti> the Mfc. S inai School o f Medicine findings Is  too old to  re f le c t p resen t contam ination le v e ls . F urther, m  are not 
convinced th a t the Mt. Sinul findings pertained  to  cosm etic ta lc . Your reference s ta te s  th a t cannon casserei a l ta lc s  were analyzed, b u t I t  «Joes no t specify  vhather rt»ese conmercial ta lc s  were in d u s tria l grade or co emetic ta lc .
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For e i l  o f theae m u tans, your p e d tlo n  1s dealed* 1hl* denlal ls  v ith o u t prelüdlos to  th e  fu ture f i l i r *  o f  a p e tic lan  cn tM « M tte c , «ecaspanleä by a l l  re levan t data ln  support ö f (he p e tltio n . '
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