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Hr. Heinz J. Eiermann . . o

Pood and Drug Administration
200 C Street, S.W.

Washington, D.C. 20204 T0: Norman F. Estrin, Ph.D.
. . ! FROM: Anita S. Curry :
On March lith, 1976, ¥r. Elermern - | PATE:  March 12th, 1975
- the‘cx.'?k Talc Subcormittee wet to discuss the current sta-
tus of talg. Ik wax recognized that a needtgx)nsbtaeb:u;g"
to your attention a profile of the analyses for asbastol J4m Jenking called reqarding the letter you have asked for mp aurs
. materials in tale used ia the 0.8, produstion &f cosmetics rent tale analyses. He wishes to inform you as to what they have
and toiletry products. . baen doing:

1. Mr. Clements contacted Dr. Langer who gave him
the code on the Coty Airspun that was tested.
It turns out that this was a July, 1969 produc~
tion item,

2. In 1970iCot'1 changed to a completely different
: tale; since that time the supplier (WCED) has
Individual cozpanies are more than willing to discuss tha supplied letters to the effact that they do
derailed data with you at your conveniznce. continucus monitoring of production, even
though individual batches sold to Coty may not
be individually tested.
Cordially; -

e . 3. Coty has had tests run on intermittent batches
= at the Pfizer Laboratory in Easton, Fennaylvania.
/}?//‘4’/_ L1 These were done by X-ray diffraction and TEM.

The results wera all negative. Also, in the

Norman F. Bstrin, Ph.D. last weak they have tasted 1974 and 1975 lots.

O Vice President - Science . Thasa too were negative.
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AVON PRODUCTS, INC.

SEFFERR « niw vouy ressy

: March 12, 1976

Or. Horman Estein
CTFA

1133 15th Street, H.¥.
Washington, D.C. 20005

Dear Norm: .

This is to confirm our indication yesterday of our wiltingness to disclose
to you and/or-the Food and orug Adainistration the results of our 2nalyses
of al1 lots of tale we have used in our products during the past three years,

During 1973 217 of our talc receipts were sampled, and aliquots were sent
to Ncirone Assoctates for Y-ray diffraction anslyses with the specific
requast for confirmation of the prasence or absence of chrysotile, We did
not specify other amphiboles at that time because sur earlier dats indicated
that they were present only rarely in the talcs we examined. A total of 17
samles of talcs used 1n our products were examined by McCrone during that
year. The X-ray diffraction patterns are on file at McCrone and can ba
reviewed by authorized people. The results wers negative,

Since February, 1974, we have analyzed about 250 samples of talc receipts

in-house by OTA for chrysotile and IR for tremolite, As mentioned above,

we falt that IR for tremolita was adequate for screening purposes, because
of tha rareness of other amphiboles. The data from these analyses can be

made avatlable, aisg, 1 nesded. The results ware negative.

P'leass Yet us know if there is anything else we can dv to help resolve the
of asb in al

Yours truly,
e
( ake Lfgaits—
d. Travers :
WTmc
¢e: C. 5. Rowland *
. A. Sprott ‘
R. L. Reardon
_ Cemtral Fle .
A
Lﬁ - .
* P
. - °4

ChesebroughPonds Inc.
RESEARCH LASORATORIE S
TRUMBULL INDUSTRIAL PARK, TRUMBULL, CONNECTICUT Onats

#reane: 803 3777100 .

Mareh 12, 1976

Dr. Norman Estrin -
Cosmetic, Toiletry & Fragrance Aszoclation
1133 ~ 15th Street, N,W.

Washington, D.C. 20005

Dear Norman:

For some years, Chesebrough-Pond's Ine. has been conaerned

8bQUt reparts that some tales might contain asbestos as a
naturally-occurring contaminant. As you inow, we have cooperated
with CTFA, and through CTFA with the FDA in developing suitable
and practical methodology to resolve the very complex and
dirficult task of identifying asbestiform fibers in talc. We
have also worked closely with responsible tale suppliers to
identify high quality sources of talc.

© By the beginning of 1973, we felt that practical methodology for

the purpose was applicable. Since then, we have utilized the
techniques described in She attachment to monitor incoming cosmetic
talcs of three types that we have heen using, These three are
from three different geographical areas.

I have reviewed the results of these analyses on the incoming lots
of these tales used in recent production of cosmetic and toiletry
products in the United States. The last 84 reports, covering a
three-year period, are, without exception, negative for chrysotile
and negative for fibroua amphiboles.

If it can e userul, we would be pleased to discuss these data with
solentists at the Food and brug Administration.

Sincerely,

/z .
< hﬁv"vf\ﬂ\ﬂ')// BN wan,4t
Murray Berdick
. Director of Regulatory Affairs -
MB/om .
encl,
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aad 004 {3.65 2 0,554 /1y = 33 & 25j reificctions.ang showing no iina {a the 14,6A
.ehlorite region Ia 'y and sufficl {d for the preseace of chrysotifa,
A line at 14,84 . {n addition to, and of the proper intensity relative to,the 7,34 and
. 8.85A lines tdentifies chlorits rather than chrysotile,

- * ‘Whon the x-ray avideace {s equivocal, optical erystatlography may ba
used to conlirm chrysotile. Positive identification will thea be based on the knowa
morphological and optical properties of chrysotile, The normal form of chrysolile

. {3 & parallel bundle of long fibers, each a hollow eylinder only about 2204 {n diamcter,

1 38 moaoclinio with y ranging from 1,545 — 1.586, B from 1.539 — 1,559 and o from

14532 = 1.550. The sign of elongation is positive sinca v lies searly paraitel to the

length of the needles, The birefringence is about 0.015 bence 2 S wm thick bundte will

abow & retardation of 75 am {gray). Tha birefringence of 2 2 pm thick bundle of .,
chrysotile fibers would ba barely detectable even with & {irss order red plate,

Dispersioa staintng is a seositive and specifle method for long-liber

chrysotile, I3 tho Cargille high dispersion lquld n% = 1,550 most chrysotile fibex’
«wme Bundles show A ¢olors in the blue-magenta region with the central stop {or the
yibration direction paraliel to the length and in the blue for vibration directions
erosswisc. Unfortunately, {a a preparation of quartz portieles about 0% will s ina
positfon shawing the same twe colars for vibratios directiona 90° apart, Thess can
vsually ba Ideatifled as quartz by morphology or by the fact that the sampls contains
maoy othor particles of similar merphotogy but showing blue central stop colors fo all
positions of stage rotation, All chrysotile fiber bundles are constrained by shape te
lying flat heacs always sh g both blua (er ) and bl (parallel to the
length) for central stop colors, .

. e v
‘

Tremolite — Necessary and sufficient evidencs for tha presencs of tremalite {s an

X-ray powder dilfraction pattern with lines at 8.4 4 0.14, 3,27 £ 0,054, 3.03 & 0,054
) and 2,92 £ 0,054, {Notcr zinc and magnesium stearato may interfers at 8.4A and calefte
= T ad3.034.) ) .

When the x-ray evidenco is equivocal, optical crystaliography may be used

to verify the prescnce of tromolite, Positive evidence will then ba based on accepted
morphological and optical propertics of tremolile. The common {orm {2 monoctinic
rods elongated nearly paraticl to y (about 1,63) but with oblique extinction of 10~21° for
erystals lying on the 010 face, The optic axial plane s 019 hence o {about 1.60) Is alse
sbown on the 010 view. The view showing # {about 1.615) and 7" (about 1,637} shows
parallel extinction. The sptic axial angle (s about 80° with 2 pegative siga and weak .
} dispersion, v > r. Polarizatlon tolors ara moderate and approximately 100 om {zray)
for 2 10 pm thick rad {a all crosswise orientations, 200 nm (ycllow) for a 30 gm thick
reial. Characteristic dispersion stafning colors are observed In Cargille bigh disper=
&fon Liquid 1,605: about 430 om 13 Ag for v, blue-violet with the angular stop and ycitlow
with the ecnirat stop; about 490 am for 8 blue-green (anautar stop) aad golden mageata
. (ceotral atop); and about §00 am for a, ysllow~arangs (anoular stop) and blue {central
1 - atop). . R

COLGATE-PALMOLIVE COMPANY
909 Raver Road
Piscataway, N.J. 0B854

Mareh 15, 1976

Norman F. Estrin, Ph.D.

Vice President

The Cosmetic, Toilletry and

Pragrance Association, Inc.

1133-15th Street, N.W.

Washington, D.C. 20005 R

Dear Dr, Estrin:

Attached please find a summary of Analyticallnata on 42 Tale
Samples (representing 20 raw materials and 17 finished products)
covering the period 1971 to present and examined by various tache
niques by the Colgate-Palmolive Research and Development Analytical
Department and McCrone Associates.

Asbestos minerals were not i!etected in any o: tlfxesxe\ds:mpl?s.

i ception of insignificant trace amounts fou y micro-
:éggiﬁh:e:)l:oggtin three sagples from 1971-1972, which is believed
due to laboratory contamination. Other methodologies indicate the
absence of any asgbestos. The results of these analyses indicate
tous rmar tnlc produces produces e The RTeoTaopriSlTIi cR
since 1972 are free of ashestos minerals when subjected to the
most sophisticated methodology avallable.

We have ascartained by inspection of the package and analyses
of the product that the sample of Colgate-~Palmolive's Cashmera
ouquet examined by Dr. Langer of Mt. Sinai Hospital was
The Bauer and Black Talc reporte
by Dr. Langer has not been manufactured since the end of World
War II. T7This company was acquired by Colgate-Palmolive approximately
three years ago.

Very truly yours,

'—é@aa?*‘if‘- H Corwsw
Christopher H; Costello, Ph.D.
Adminiscrator Regulatory Affairxs

CHCimp ‘
Attachments
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- March 12, 1976
Te: Dr. C. H. Costello
From: J. P. Simko, Jr.

- Subject: Analytical Data on Talc Samples 1972-Present

o a. wa

i i tical has been sngaged in re-analyzing
U.S. talc raw material and finished products for ashestos minerals
by the most sophisticated methodology available at that time.
Analyses were made on a spot-check hasis. Techniques used in-
house are x-ray diffraction followed by optical and scanning
electron microscopy, 1f necessary. X-ray is the basic screening
to0l and examination by microscopy is made when positive responses
occur, Additional tests on random samples wers made by transe
aission electron microscopy and selscted ares ¢lectron diffraceion
by an cutside consulting firm,

Forty-two samples (from 20 raw materials and from 17 fintshed
products), covering the period 1971 ta the present, have been
examined by these various techniques. Asbestos minerals were not
detected in any of these with the exception af trace amounts in

3 samples from 1971-2. These levels are considercd generaily below
the normal background levels encountered when this microscopic
methodology is employed., It is believed that these trace amounts
are d:e to laboratory contamination. A detaiied tabulation is
attached.

JPS/ed
Att.

3 ~

4 .

Ho, of Samples Exmmined far Asbestos Minerals 1972-16

Mathod Bev Tale Cashwers Boumuet
TEN-SAZD L] w7
. Bample dates (yre.) v 1972-76
X-rey plus microsecpy 123 n
(optical « sa) '
Sample dates (yrs,) 197176 1972-76
oA § Y
Sempla dates (yrs.) 1972 wm
These levels re-
#1 sampls 1971 ravw tale comtad 10-100 ppa. le Eresenc possible
ackground con-
#1 sample 1971 rav tale contained 1-10 prme. chrysgtile tamination

41 sample 1972 Casimere Bouquet 4ale contadned <5 ppa. chrysotils
Yo sxpaibole datected in any of thess.

P fed
3-12-76
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BARY PRODUCTS COMPANY

NEW BRUNSWICK. N, J, 08903

' Mareh 15, 1976

Dr. Norman F. Estrin

Vice President - Science

Cosmetic, Toiletries, and '

Fragraace Association

1133 15th Street, N.W. .

Washington, D.C. 20005 .
Re: Exasinatlos for Asbeatos In Talc

Dear Dr. Estrin:

The talc which is used by Johuson & Johmnson is solely derived from
its own mine in Vermont, where the ore is mined selectively and
then beneficinted by the process of flotatiop.

Shipments of this highly purified talc are routinely examined by
our own laboratory to verify the nbsencg of azsbestos minerals.

Historically, Johnson & Johnson has always been concerned nbout the
mineralogical integrity of its talcs and even its earliest speci-
fications have required the examination for =cicular particulates.
¥hen it was erroneously reported inm 1971 that our powder contained
ashestos, we sponsored a scientific seminar of mineralogical and
analytical experts for the FDA to prove that our talc is not con~
taminated with asbestos. At that time aumerous samples were
annlyzed by experienced consultants such as McCrone Associntes,
Colorado School of Uines, Professor F, D. Pooley (of the University
College, Cardiff), Professor G. Brown {of Princeton), and Professor
M. Buerger (of M,I.T.). These examinations included X~ray diffrac-

tion analysis, differential thermal analysis, and transmission electron

microscopy.

During the period December 1972 to Octobsr 1973, 93 lots were indi-

vidually sampled and examined by X-ray diffractometry for the presence

of asbeetos migerals. No amphiboles or serpeatine nimerais were
detected ia any sample.

Dr. N. F. Estrin

C.T.7.A. ~2- March 13, 1978

Beginning in October 1873, differential thermal analysis was added
to our specified requirement. Both, differentizl thermal analysis
and X~-ray diffractomatry were instituted for the voutine examination
of sequential lots, A further 100 lots have since been examined,
applying both methods to each sample. Againm, no amphibhole or ser-
peatine minerals have been detected.

I would like to advise that we are continulng to employ differential
thermal analysis and X-ray diffractometry in the examination of
sequential lots far the detection of amphibole and serpentine min-
erals.

It should be pointed out that we also maintain & worldwide monitoring
of tales used by our Johnson & Johnson affiliates, employing these
same techniques.

Fiually, let me add that periodically, we also submit Sub-samples
for Transmission Electron Microscope examination and these have
always verified the abseuce of asbestiform minerals.

It is our understanding that you would wish to submit this information .

to the FDA. Please regard this letter as nan-confidential.
Sincerely{yours,

Lam

George Leé~'
Director of Applied Research

GL/xen J
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NEW BRUNSBWICK, N | D&S03

Harch 14, 1976

EXAMINATION OF AMERICAN & BRITISH TALCUM POWDER
PRODUCTS BY DR, ¥. D, POCLEY

A total of 38 samples originating from the laboratory of the
Department of Environmental Health, lt. Sinai Hospital were axe
amined by Dr. F. D. Pooley in an effort to substantiate resuits
reported by staff of the Mt. Sinai Hospital. .

Amevrican Talcum Products

A total of 20 gsamples {corresponding to 19 American products)
were subjacted to examination by X-ray and electrom microscope.
Dr. Pooley verified that five products contained several percent,
by welght, of fibrous anthophyllite asbestos.

This is in contrast to the Mt. Sipai report that five of the products
contained 8 to 20% asbestos and that another five of the products
contained less than 5% asbestos,

British Talcum Products

Similarly, 18 products were examinad by Dr. Pooley. He verified one
product as contzining anthophyllite., On the other hand, the it.
8inai laboratory reported finding tremolite in three products and
anthophyllite in a fourth product. They further reported that tre-
molite or anthophyllite were "indicated at or near the lower limit
of detectability” in five other samples. It was also. reporied that
"sarpentine phase was found in two, and possibly in several other
samples,” but "electron microscopic examination would be requircd

to resolve tbe possiblity of the existence of chrysotile". However,
Dr. Pooley's subsequent examination with the transmission elecetron
micr has r the existence of aay chrysotile.

1t should be emphasized that these Amcrican products were sampled
*in 31973 and are not ily vepr tive of current Amcrican

talcum production. . .

4 e
A wadlfer ¢ mecrone associates, Inc.

CONSULTING., ULTRAMICROANALYEE + MICAQSCOPY » GMALL PARTICLE PROBLELS » SOLID-STATE CHEMKETIY

12 March 1978

2r. Norman Estrin

G tics T and F A

1133 15th Strect, N.W.

Wasbiugton, D.C. 20005 .

Dear Dr., Eatein:

This letter will amplify cur recent conversation on tals analyses for
esbegtos,

Since 1971, Walter C. McCrong Associates, Inc., has worked with several
producers and users of tale, the majority of them involved with coametic
grades of tale. During this period we have mlyzed several undred talc
for the p of The used

have been X-ray diffs and light using dispersion

ing, although t )! mitToscopy
bave been carried out for some companfes. Subject to the approval of our
clients, we ars prepared to make available to the FDA through CTFA,the
results of these snalyses. We also have available retained samples for moat
of the apalyses.

Verbal agreement to relense this data has been already given by clients
acoounting for probably 80-9¢5 of the samples; the othars have not yet beea
appronched. ]t would, however, be improper for us to ccmment on specific
samples untll such time as written approval is receivad from our clients,
together with {dentification of those materials used in i duet
The latter point is strossed b several of our the
rasuits of raw matcrinl nesessments which some companies lnmntcd and
might include tale ora bodiea which ara unacceptable for cosmetic applica~

Hans,
1do not think, however, that I would be viol: any fid i
Iwera to on the agh in tale aif a8 we anw it over tho

last 5 years. I think our view can be summarized quite bricfly 28 follows, «

2 S0UTH MICHIGAN AVENUE < CHICAGOD. ALINOES 10414 » 112/841-7100 « CAIE CHEMICRONE




) ' STERLING DRY G {1y,

. 13 Mareh 1978
o o Bt No Estrin 90 PARK AVENUK, NEW YORK, N ¥ 10018
C Tollstries and Fr A : . Axna cnoe e
v TXECUTIVE arFices Mareh 12, 1976 honE~aTL At
P.g' TWO N ww;v‘l-.—n.
- Corparale Divector of Quaiity T e
Dr, Norman Estrin ’
- . Vice Prasident - Science
Some cosmetic tales prior to about mid-1972 to early 1973 were f 1t The Cosmetic, Toiletry & Fragranca Association, Inc,
/ coutain amphiboles — principally of the Tremolite-Anthophyllita iype at %Eﬁii’;g:en;h cstzgggsu.w.
. tevels, detormined by X-ray diftraction, of the order of $~154 by vaighe. - Lo
Dear Norman:
Microscopical expmination of these tales, however, indicated that the bulk
. of this amphibole content (>90%) was nou~flbrous, even applying the 2:1 . Sterling Drug Inc. initiated testing in November 1971
aspect rado criterion far 1 fibex, and henos not 28bestos. of the talc used in “Z8BT Baby Powder* for the presence of
asbeatiform minerals. Since that tine we have had tested
No chrysatile asbestos " by x-ray diffraction analysis ebout one-third of the lots
° ? @2 was 1n these faica, raceived. In all instances the resulits indicated thara
#as no detectabla asbestiform minerals prasent in these
- ;1::“123 nome of the talcs which wa have exnmined and which bave been e samples; We also have had assurance fram our supplier,
. %o us a8 production materiais have shown any datectabls lavels Whittaker, Clark & Danzels, Inc., that they routinely
\of elther chirysotile or asbestiform amphibole, ' monitor the shipments of tale supplied us for the presencs
of asbestiform minerals and have found no detectable
Youra sincerely, amounts.
9 3 - We are willing to meet with FDA at some future date
4../7 g . . N to present the detailed results of this testing.
1z M, Stewart ‘
23 I told you the code on the package of “ZBT Baby
Menager, Electron Optics Gronp Powder™ tested by the Mount Sinai Hosprtal group was coded
and was produced in June 1970. Wa are of the opinieon,
Compan. anting vecha . that the testing we and our suppliers have performed
include?“ coneAstad and gx 1 approval to rel informa assures ua that the “ZBY Baby Powder* produced aince late
. 13971 does not contain asbestiform minerais.
Avan Products, Inc.
Bristol-yers Products ! Sincerely,
Chesebrough-Ponds, Ine.
Colgats-Palmolive, Ing,
(9] Paberge, Inc. . ’ A ,
) Johnson & Johnson z,’ PR TES M .
¥indsor Minerals, Ino. . AR )
o ¥hittaker, Clark s Danisis, Ine. Roderick A, Mundy
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12047 3414100 1000 COOLIDAR STRERT  « SOUTH PLAINFIELD N2 07080
March 11, 1976
© « Dr. Norman Estrin '
CTFA Headquarters °
1133 FiReenth Street,N,W.
Washington, D.C. 20005

*  Dear Dr, Estrin; .
1174
In August/a test pragram was instituted by our company to insure
customérs using our cesmetic grade talcs that they are free of
fitrous asbestos . [t was datermined that the use of X-ray diffraction
would be the most practical method of detecting the possible presenca
of asbestos and thus assure ug of a rellable and workable meanrs of
periodic monitoring our tales, In tha event that tha results of thia
" testing showed posalble positive results, the samole was further subjected
to optical microscopy. In all cases the testing of our products was
performed by outside indapendent laboratories,

We have also used other tsst methods such as Diffarertial Thermal
Anatysls and Optical Microscopy, however X-ray diffraction gave us
the best reproducable results.

Our file contains reports on various grades of cosmetic talc from areas
in Alabama, North Carolina, Montana, ltaly, South Korea and Vermont,
Thesa reports ware based on approximately 74 ground ore samples
analyzed over a period of four years all of which show non=detectable
amounts of fibrous asbestes form minarals, Additionally, separate tests
made auring this period by many of cur custorrns suppertea and
substantiatad our test results.

' Al of the testing for the presence of asbaa':os form minerals in talc
has been performed by "outsida experts" including the Following:

. Wailter C. McCrone Associates, Chicago, Niinols
Ermest Fullom Asscclates, Schen ectadyr, Now Yori
£.5, Laboratories, Mariton. New Jersey

Prof, Charles R, Mamning, North Carolina Umversity
Prof. Seymour Z. Lewwn, New York University

Or. Gordon Brown, Princeton University

CONEINED eesvreavasnsntons .
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De Bell & Richardson, Enfield, Connecticut
Columbia Scientific Industries, Austin, Texasg

We are willing to submit this information to the committes in detail to
help substantiats their claims.

Very truly yours,
WHITTAKER, CLARK & DANIELS, INC.

Fredarick F. Reesch
Exscutive Vice President




