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The Cfosmet'i‘c,'TQi‘létry and Fragrance Association, Inc.

1133 15th STREET. N.W. WASHINGTON, 0.0, 20005 - 202,331-1770 - TELEX 59-2671

March 15th, 1976

Mr. Heinz J. Eiermann
Food . and Drug Aadministration
200 C street, S.W.. .
Washington, n.Cc. 20204

On March ilth, 1976, Mr, Eiermann --

gemes H Ao
Pris.d:nt

Norman F. Ftrin. ®h.0,
vice Pris: le.l —-SLipdct:

—— the CTFA Talc Subcommittee met to discuss the current sta-

fus of talc. It was recognized that a need exists to bring

to‘your‘attentioh a profile of the analyses for asbestus form
materials in talc used in the U.S. production of cosmeiics

“and toiletry prqducts.

The attachesd letters demonstrate responsibilivy of indt
ih monitering its talcs.  We Are c=rtain that the samma

X

trv
b will

o

‘give you assurance as ta. the Freedom fyam ccontominatiso Py
e

Zsbestos form materials of cosmetic telo products.

individual companies are more. than willing to discuss the

detailed data with you at your convenience.

. o
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Norman F. Estrin, Ph.D.
vice Fresident - Science

NFE:313
Attachments
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News Release

ASSOCIATION INC.‘

FORMERLY THE TOILET GOODS BSSB_G‘IAHQN INE

POR IMMEDIATE RRELEASE
March 8, 1976. . |
FOR FURTHER INFORMATION CONTACT: Norman F. Bstcin, PhlD.

Anita Curry
(,202/331-1770

| ASgﬂggps xm ngg

The CTFA hac an expert Talc Subcommittee. mnlch has heen working forv the
past twn years on the detection of asbestos ,in tatc.. This Subicommittes

‘has developed reproducmble research. nethods fior the detecclon of fibrous L

‘ﬁmlnerals in cosmetic ‘talc. CTFA has performed: TYepaated analvses on the

-~ tales representing more than 85% of the volume of cusmetic tals sold- in =

- thé United gtates. Lhrysotile Asbes+on has nnt been found in any cf
.3thgse talqs.‘ . : :

“fCTFA has also devaloped a spec1flgat10n fcr cuqmetic Trad@ tald and Has
“made its specifications and test- ‘methods available t3 the FLA and the '
‘appropxlate OTC. panels. -

l7Blthough CTEA has not had the npportunl+y to review the Mt. Sipai data
for methodology, we believe the results of thoeanalysig on ashestos flbels

‘can be misinterpreéeted becausa: (1) the dates of the- samples are unknown

and. don't represent currently. manufactured produces, (2} ofher raw

‘r"materlals represented in the formulation cznh confuse. the test results

" {3) previous Mt. Sinai test results on some Upited Kingdam formalaind

‘3f talc produ~tq havn been dxsnufed by Well reccqnlzcd experts in this finld.

. f{F or these reasons the CTFA crlflcally qust:ono the validity wf the
UMb ;;nal oncluslons on the alleged preqenrr of asbestoq like partlﬂles,w

. ‘On the Jssue of nickel dpfeﬂtgd in tale, one Of awr. member companies hagﬂi“

extensively stadied their tale. They have reported that the nickel is.

- ‘permanently bound within the molecular lattice-of the talc and theraforﬁ. .

”cannet be BRETAC ted torreact with ‘body tissues.
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The work by pr. Wagner on rhe occurence of flerSlS in rats was only
one of several studies on the ﬂafety »f cosmetic talcs: revealed last
September, . A lifetime inhalation -study in hamsters. exposed £O. tale

reported no tibrosis. - An epldemzoloqlcal srudy on talc wovkers showed:

'no evidence of- innreased cauncer despite high occupational exposure, over

a 10-year period. All of this information has been presented at world—,

wide scientific meetings, publlshed in the procéedings and forwarded
to the FDA.

The CTFA does not feel that consumer tal~ oroductg rapresent any hazard"

to the consumer.
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The Cosme’n_c Toil'etry and Fragrance Association, Inc.-

1133 15th STREET NW WASHINGTON, D.C. 20005 202/331 1770 » TELEX B93-2673

MINUTES

CTFA TALC TASK FORCE

A meeting of -the CTFA Tale Task Force was held on March 11th, 1976
at the CTPA offices in Washingten, D. C. Those in attendance wera:

Mr.

L.

George Sandland, BrlstOI*Myers Company {Chairman)

John E. Clements, Pfizer, Inc.

Ray Krammpr, Whlttaker,,ulark & Danlels

George Lee, Johnson & Johnson Baby Products Lompany
Monroe Meq31nger, Chesebrough-Pond's Inc

Roderick A, Mundy, Sterling Drug Inc.

- Louis D. Murino, Cyprus Industrial Mlnerals Company
~D.R. Tetterson, Johnson & Johnson Baby products Company
Fred Roesch, Whittaker, Clark & Daniels -

Robert Rolle, Johnson & Johnson ‘Balry- Products Company
John P. Schelz, Johnson & ‘Johnson Baby Products Company
Maurice Slegel Faberge, Inc.

J:C. Simko, Jr,, Colgate= Dalmollve Company

Harold Stanley, Pfizer, Inc.

Ian Stewart, Walter C. McCrone Assoclates

Rebert Suffis, The Mennen Company -

5. Thompson, .R: T.,Vanderbilt & Company

John J. Travers, Avon Products, Inc. .

William .C. Waggoner; Johnson & Johnson Baby Products Compary
Norman F. Estrln, .CTFA

Sandland opened the:meé£ing'and.proceéded with thé agenda.

Status Rev1ew ‘Q

A Talc Standards and Methods

C0p1es of the pr0posed specification,and methods, plus
.copies of a letter to Dr. schaffner were distributed
u,to task force members.-

B. A status report (dated March btn, ]976), praparvd by’
Dr. Petterson; on cosmetic talc status waS dxstrlbuhed
to those prbsonn.j A copy of an artlcle Ty

CONTINUED ON NEXT PAGE

James H. Merritt
Presiden!

Norman F. Estrin, Ph.D,

Vice Presitlant- Scrence




Dr. Rohl and Dr. Arthur M. Langer on "Identification

and Quantitation of Asbestos in Talc" was distributed

-as it agpe&%g*iﬂ-Envifohmentalfnealth Perspectives,

volume 9, 1974, pp..95-109. Also, a copy of the correction
to the March 8, 1976 Washington Post article on talc R
and the summary of the .drafe Talk: Paper anticipated from
the FDA was distributed to those present.

¢. Lewin Samples

Mr. Sandland summa¥ized the conternts of the November.,
1975 letter from Henry Davis (FDA) reguesting CYFA.
apply ‘its methodology to several of Dr. Lewin samples
provided on a coded basisi- The results of the analyses
were described bv Dr. Rolle.

Mt:'Sinéi_Ahalvsas_pn 014. Production Samoles

Dr,- Petterson gave detailed hackground oi Dr. Langer’'s work.

He stated the objective of the task force should be to de-
velop and collate data that would lead to a presentavion
before the Miscellaneous External Panel, in order to attempt

to have tdlc placed in {ategory.I. .The results of Dr. Foclev's
analyses, sponsored by Johnson & Johnson, were summarized.

It wds reported that Dr. lLanger performed his anaylses on sam-
ples purchased in 1973. Mr. Simko déscribed 2 meeting between
himself and Dr. Lanaer on Tuesday. -He estimated the sample

of "Cashmere Bouguet" tdéstéd was. probably & pre-i970 samole.

M¥. ‘Mundy (Sterling) reported con his contacts with Dr. Lanair
and stated the sample Dr. Lander tested was from 1970 produztion.

Recent ﬁrdductién Data'

It was agreed by ‘the task force that it would be extremoly
beneficial if induvidual companies. aould providé data to the
FDA on récent production. Most companies present indicated
that they possess such data and would be willing to provide
the data. Mr. Messinger (Chesebrough-Pond's) stated he
would Have to confirm this willingness with his management.
Tt was suggested each company prepare a letter, agdrassed to

‘Dr. Estrin, with a summary of the data on recent production -

for their products and a commitment to set-up a subsaquant
meeting with FDA to discuss this data, in detail, if FDA so
desires. This letter should be Jdelivered to Dr. Estrin by
Monday, March I5th. Subsequently. a meeting was szst-up for
that. Monday, March 15th, at- the CTFA offices, with a meeting
at FDA to be held in the afternoon. '

.CTFA Study on Current. Production -

Aﬁvantages,and'disadvantaqes-of”haviuq_CTFA contract an in-
dependent laboratory to do tests on curvent productinn sam-
ples was discussed. Tt was noted that such data would no
doubt be useful, not only in discussions with DA, but also
as part of a presentation to the Miscellaneous External Panel
and, perhaps, to other panels as well. it was sugygested the
CTFA methodology be utilized for such a task, but that TEM
be used on those samples that have been shown to be positive

CONTINI'ED ON NEXT ‘PAGE
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_LEWTN #

PRODUCT

1338
1339
1340
1341
1342
1343
1344
1345
1346
1347
1348
1349
1350
1351
1352

72
77
96
97
101

“1D2A
143

1448

151
- 154
157A

160
163
75

" 173A

——

Lady Ester Face‘Powder,'Rachel

Touch and Glow Face Powder
Blanchard's Dusting Powder
Born Wild Dusting Powder, Del Labs

Tai Winds Spray Talc, Avon

‘Tosca Dusting Powder

Pin-Zow Talgque, Perf. Beauty Prod.
Dverton's “High Brown". Face Powder

Early-American -01d Spice Talcum Powder

Bismoline Medicated Powder
Mavis. Imported Talcum

Aven Beauty Dust-Refill ~ Charisma

Pinaud Clubman Talc

0H1~de=andon?Ta1c;'Yard1ey

“Corsage Dusting Powder




© TREMOLITE  CHRYSOTILE

. CLEWTN - DEST LEWTH . DCST
X=RAY '~ (DK) KRN
ND 2,830 f/mg. ND ND

3 5,600 ND ?
8 13,000 10 -
P2 60,000 15 ND
15 8,900 ND ND
10 1,800 7 ND
5 406 10 -
5 ND 7 ND
ND 2,000 ND -
2 9,000 ND -
6 ND -8 '
ND 9,006 trace WD
10 ? 10 -
ND - ND ?

ND ND ? -1



by CTFA methodology and also be performed .on a random basis on
other "samples. Compahy répresentatives werc nolled at this
meeting and previously by Mr. Géorge Lec to detarmine whether
they would be willing €6 participate in such a study by assur-
ing- that current production samples would be provided and that
financial support wbuld be given. The results woild be made
known £o the FDA and probably published in some form. The _
following companies indicated they would be willing to parti-
cipate:

Avcon. Products, Inc,
Bristol~Myérs Company
Colgate~Palmolive Compahy
Coty, Inc.

Faberge, Inc.

Johnson & Johnson

Mennern

Sterlihg

In addition, CheSebrbugH4Pond'5f Mem, and Yardley would probably
be interested.

The task force agreed to await the results of the meetings .
with CTFA before deciding on whether a study cn current nroduc—

tion should be initiated.

The meeting adjourned in order for a small group 0 meet with FDA
at 2:00 p.m. to discuss the results of CTFA analvses of Dr. Lewin's
samples,

Norman F. Estrin, Ph.D.
Vice President ~ Science

NFE:33 E
March 12th, 1976 :




AVON PRODUCTS. INC.

CSUEFERN, = HEW YORK 10901

March 12, 1976

Dr. Norman Estrin

CTFA - 7 .
1133 15th Street, N.W,
Washington, :D.C. 20005

Dear Novu:

This is to confirm our indication yesterday of our willingness to disclose
ta. you and/or the Food and- Drug Administration the results of aur arialyses
of a1l lots of talc we have used in our products during the past three years.

During 1973 all of our talt receipts were sampled, and aliguots were sent -
to McCrone Associates for Z-ray diffraction analyses with the specific
request for confirmation of the presence or absence of chrysotile. We did
not specify other amphitoles at that fime hecause our earlier data.indicated
that they were present only rarely’in the talcs -we .examined. A total of 17Q
samples of. talcs used in our products were examined by McCrone ‘during that
year. The X-ray diffraction patterns are on filte.at McCrone and can be
reviewed,by-authorized people. The resuits were negative.” =

Since February, 1974, we have dnalyzed about. 250 samples of talc receipts .
ifn-house by DTA for-chrysotilé and IR for tremolite. As-mentioned above,
we felt that IR for tremolite was adequate for screening purposes, because:
of the raveness of other amphibeles. The data from these analyses <an be
made. available, aiso, if needed. The results were negative. - .

Please let us know if there .is anything else we can do to help resolve the
‘question of asbestos in cosmet{c talc, ”

Yours truly,

ey . /
(o rees
gohn J. Travers

HT:mc N

cc: €. S. Rowland

' G, A. Sprott.
R. C. Reardon
Central File




Chesebrough Ponds litc.
RESEARCH LABORATOAI ES
THUMBULLlNDUSfMALFmﬁK.TﬁUMEULL,GDNNECﬂCuTDEGH

PHONE: RO IT7-7100

#March 12, 1676

pr.. Norman Estrin i .
Cosmetic, Teiletry % Fragrance Associavion
1133 - 15th Streer, W.W.

Washington, D.C. 20005
Dear Norman:

FDP_some'years,‘ChesébroughAPoﬂd's Tne. hss been fonecerrad

‘about reports that some talcs might cortaln ispestos 2s &
naturally<occurring conteminant. As rou krow, we have croperated
with CTFA, and throughrCTFﬁ,wjth_thé dDa n developing puirtatle
and practical methodoiogy to resglve =ne very compirll £ud
difficult task of ldentifylng ashestiform fivers in tal
have also worked.closely with reswcisible tale fuppllars o
identify hizh quality sources of talz.

By the beglnning of 1973, we felt that fractleal methadolozy for
the. purpose was applicable.'aﬁince then, we 'have utllized the o
techniques descrlpad in the attdachnent £o meoaiior Zasoring sotnetdc
talcs of three types that we Have been using. Thase thieo avae
from three different geopgraphical araeas.

i€

1 Have reviewed the results of these analyses on the inccming 1ot

of these tales used in recent productiocn of cesmetic and oilelrey .
products in the United States., ‘The last 84 repcorts, covering a-

three-year period, are, without exception, negative for chrysotile:
and negative for fibrous amphiboles.. - ’
If it can be useful, we would be pleased 4o discuss these data with
selentists at the Food'and7D:ugTAdministratiun( L

Sincerely,
N : L j
RTINS R T ' 'L, P e A .{' .

Murray Berdick

: Director ‘of Regulétory Affairs
MB/bm
encl.




COLGATE-PALMOLIVE COMPANY
L .~ 909 River Road.
Piscataway, N.J. 08854

March 1%, 1976

Norman F. EStrin,'Ph‘Dl

Vice President

The Cosmetic, T01letry and-
Fragrance  Association, Inc.
1133-15th Street, N. W

Washington, D.C, . 20005

Dear Dr. Estrin:

Attached please flnd a summary of Analvtlcal Data ot 42 Talc
Samples (representlnq 20 raw materlals ‘and 17 finished “rojaﬁks)
coverlng the period 1971 to present and éexamined by various tfech-~
‘niques by the Colgate-Paliolive Researvh and Developmpnt dnalytical
' Department .and- Mccrone A55001ate5 Do

"+ Asbestos minerals were not detected -in any of.-these samples,
with the exception of insignificant trace amdunts found by miczo-
- scopic methods in three samples from 1971-1972, which is helieved
due to laberatory-: contamlnatlon.A Other methodolowies indicate the
absence of any asbestos. - The results of these analyses indicate
to us that talc products produced by the Colgate-Palmolive Company
since 1972 are free of asbestos -inerals when subijéctaéd to the
most sophlstlcated methodoloqy available.

2 We have ascertalned by 1nspectlon of the pacxage and analvses

" of the product that . the sample of Colgate—“almoll"e 8 (Cashuere:
Bouquet examlned by Dr. Langer ‘of Mt. Sinai Hospital was -
~ manufactured prior to 1970, - The Bauer and Black Talc reported

by Dr. Langer has not baen manufactured since thée end of world ™
War 1I. This company was' acquired. by Celqate Pa1m311Vt apmroxlmately
three years ago.r \ - L :

.Véry'truiy yours,

et M—--'--h-
14?@wLJUML7f Cﬁfam.J.;'_

'Chrlstopher H. Costello, Ph.D. -
Administrator Requlatory. Affairs

CBC:np. .
Attachments



March 1.2, 1976

To: Br. C. H. Costello

From: J. P. Simke, Jr.

Suﬁjéct: Analytical Data on Talc Samples 1972-Present

Since late 1972 when the possibility of asbestos in talc wss

first raised, RED Analytical has been engaged in re-analyzing

U.S. talc raw material and finished products for aibestos minzrals
by the most sophisticated methodnlogy available at that time.
Analyses were madeé on a spot-check. hasis: - Techniyues ‘used 1in-
house are x-ray diffraction £ollowed by optical rand scarning
electron microscopy, if necessary. X-ray is the basic screcning

tool and examination by microscopy is made when positive wesrnnses

occur. Additional tests on random suamples werc made by trans-

mission electron microscopy and selected area electron dif{iraction
by an outside consulting firm.

Forty-two samples (from 20 Taw materials ‘and from 17 finished
products), covéring the peried 1271 to the present, have been
examined by these various techniques. Asbestos minerdsls were not
detected in any cof these with the exception of trace amuunts in

3 samples- fTom 1371-22. These levels arc censicered senerwlly helow
the normal background lecvels éncountered when this mizroscopic
methodnlogy is emploved. It is helieved that thes> troce ancuats
are due to laboratory contamination: A -detailed tabulation is
attached.-

JPS/ed
Att,




¥o. of Samnles ‘E',Jmmine'd for Asbestos Minerals 1972-7€

Method

Samplé dates (yrs.)
X=ray Pl‘ls mini;scapy
(optical - 5zH)

‘Sample dates (yrs.)

DTA

Sample dates {yrs. )

Raw Talé

*5
197172

197176

972

Cashmere Bouauet

7
1972~76

197276

1

1972

- —

Thesv lovel, (o-

*1 sample 197’\1_'1‘:'79.?# fa.lc contained 10-10C ppm. chrysohile prasent nossitle

backgreund con-

*¥1 sample 1971 raw talec contained i-10 Tpm, chrysoiile . taminatiarn

%1 sample 1972 Cashmere Bouquet tdlc contaired <9 gpm. chrysstiln

No amphibole detected in any of these.

JPS/ed
3-12.76
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~ The Cosmetic, Toiletry and Fragrance Association, Inc.
1133 15&h_§TnEET. N.W., WASHINGTON, D.C. 20005 - 202/331-1770 « TELEX 89-2673 " James le::fl_"!tﬁ

Morman F. Esirin, PR.D

V.c& Proziden. -S-leace

WEMORANDUM e T T

SN =N
: Norman F. Estrin, Ph.D.

FROM: anita S. Curry

DATE:"  March 12th, 1976

Jim Jéhkins Called'regardinéithe:lEtter you‘have7asked for on cur-
rent talc analyses. _He wisheés to inform you. as to'what they have
been -doing ' s

1. Mr. Clefents contacted Dr. Langer who gave nim.
the code on the Coty Airspun that was tasted.
It turns out that this was a July, 1269 produc=
tion item. . S

2. In 1970 Coty changed to a completely different
tale; sined- that time the supplier {WC&D) bas
supplied letters to the effect that they dc
continitous monitoring of production, evan -
though individual batches sold to.Coty riay not
be individually tested. o

3, Coty has had tasts ruh on intermittent batches
at the Pfizer Labpratory in Easton, Pennsylv¥ania.
These were done by X-ray diffraction and TEM.

The results were all negative. Also, in the
last week they have tested 1974 and 1975 lots.
These too were negative,

ASC:33}
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CTFA WSH
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TLEA14E VAFIB?(IHET)(l—BiEJLGAZTQ)PD 83/12/76 1424
TEX CIMI23 L3A

£3 LOSA CA b

P45 THE (LQLUITIC, TRILETRY AND FHAGAﬂNtE ASSOCIATIONS IM.
1123 TIFTSENTH STPEZT, M. We
VASHIYMITON, D. C. 220@5

MROH 12, 1976
DH. NARMAM ESTRIF
M CE PREZIDENT - SCLEMNCE

DEfR DR, ESTRING:

A5 A RIS ULT OF DISCUSSINYS I HAVE HFD WITH LOUI3 MJRINC
CONCTTMING THL VTAHCH 1L, 1975 ~TFA’ TALC SUB-COTMITTEE |
MEETIME, -1 WOULD LIKE ¥O STATE THAT WS HAVE A CCHTIFUING
PLosHe I 'I.:T oL Tf“ TZST QU MINTANA GRILECS IOF TALGS
THALT KRE f"I“" QUrrERZD’ TR TI-"' L.O"”*TIC INLLST’QY-

rIan PﬂWR_SP1VDh‘C: SETWZEM ﬂUR LLVES AND “R. HSZ0RGE
W. ‘SENDLAMB, CHAIRMAMN OF. THE TILC ,UE-ccn:LTTH_, Kl
F5TATLIAMID THAT UE NAVE TESTED 2,639 SaliPLel FLOU 51533
CORE DRILEI%? BR3IIAAN ALD 5T 5-R4Y DIFFRACTION P

H.fg‘h: nn STEH A'Y CETACTATLE LV VS 0% C)—"?Y‘;..‘I‘i'
ToEMCLITE. QUR M-RAY DIFFRAGTION TICHEIGUZ: ARl IN
ACCONDANST UITT TEE CTTA Jo4=1

UER GTF :P:CI—IC,TID‘S FoR COSUETIC Tuli.

STHOD QUTLINZD FOR U3Z

SInCs JOLR "“’I TINAL I'-":STIC: TI0M AL SL"‘“‘I‘:SI'J" (o UGUST fa
19533, MEoAVE ZVLLU. 3\'1'_.- Al ADuITEONhL FIFTY ' 'CIIaTAN

PRADUCTIAN 5AYPLEIS WITH- THL SAUES —YCE‘:L-LL.NT REZGLTS. " Yk
COMTINUS TO USE M-8aY DIFF"‘!ACTID.‘.‘ TZCHNIQUES A5 QUTLINED
3 CTFA J=d-te

W& SHALL BE HAPPTY - -Ta CO’JTINU" TO GOOPERATE WITH CIFA IN
EIJR TLSTI‘?G PROGARA

VERY TRULY YOURS.

He T. HULRYAN
PRESIDEMT

CYPRUS INDUSTRIAL HxvrqHLs COFPAMY
555 SOUTH FLOGWIR 3THE

LGS ANGELES C\LIFO?LIA 9@;?1
TELTPHONE. (213) 487-378%°

BD

TNNN

323PEST

L

CTFA \SH
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TALC INVESTIGATIGNS

Our investigations of talc dates back to Noverher 1972, when the fnllowing .
samples were analyzed by McCrane Associatas and found tn De free of any
asbestos cpntent:

Muysic Talc _ ‘ 9-26-72
Aphrodisia Women's Tale | 9-26-72
Aphrodisia Men's Tale 9-26-72
Flambéau Talé 9-26-72
Wnodhue Men's Talc 9-26-72
Straw Hat Talc 9-26-72
Tigress Tale 9-2A-72
Brut Talc 9-26-72
Kiku Tale. o 9-26-72
Woodhue Women's Talc 9-26-72
Xanadu Talc 9-26-72
Zizanie Talc 9~26-72

In Novemher 1975, the following samples verr sgndsy arthveeld e g eund fgsociates
and found to be free of any 4asbestog contant.

Brut Talc 3.4.75
Brut Talc 20.6.75
Kikuy Taltc 11.11.75
Kiku Tale 24.4.75
Kiku Talc 3.7.75
¥anadu Talc 20,6:75

On March 9, 1976, McCrone Assoc, purchased in a Chicrgo stcre, one 4 2z, container
of Brut Tale, Lot #2585, which was produced on September 15, 1973. This sample
was also found to be free of any asbestos content.

i Aiadead Eeeras te e e

‘FﬁBERG-E: DN}SION PE L AR AL gNUTURNT E T A REEY DT TTe S il




90-[’1-?1-301’1%@Fl.mc-u

BABY PRODUCTS COMPANY NEW BRUNSWICK, N J OBSOS

March 15, 1976

Dr. Norman F. Estrin

Vice President - Science

Cosmetic, Toiletries,. and
Fragrince Asseclatlon

1133. 156th Street; N.W.

Washington, D. C. 20005

Re: Examination for Asbestos In Tale
Dear Dr. ‘Estrin:

The talc whlch is used bv Johnson & Johnson is solely derived from
its own mine in Vermont, where the nre is mined selectively and
then - beneflclated by the process of tlotation

Shipments vf this hlghly purlfled tale are routinely. examlnﬁd bv
our own: laboratory to verify the abscnce oi aqbebtos rinerals.

Hlstorlrally, Johnson & Johqson has alanR hren concerasd about the
mlneraluglcal integrity of jts tales and even its. earliest spevl— ‘
fications have required the ehamnnatlon for dcicular, parfihu11rns
%When it was erroneously raported in 1971 that our powder contained -
asbestos, we; sponsorpd a sciéntific seminar ‘oof mineralogical snd
analytical experts for: tbe FDA to prove- that our talc is net con-
taminated with asbestos. At that time numerods samples were
apalyzed by. exper1enged consultants such as McCrone Associates
Colorado School -of MHines, Professor F. “P. Pooley (ot 1hp Uﬂlverqlt}
College, Cardiff), Professor G. Brown (of Princeton’,” and Proiesanr
M. Buerger (of M.I.T.}). These examinations inciuded X-ray diffrac-
tion ana1y31s dlffereutlal thermal analysis, and transmisg1on olectron

microscopy

During.-the perlod‘December 1972 to October 1973, 93 lots werﬁ-lndl-‘

_ vidually sampled and. examined by X-ray dlffrabtometrv for the prasence
of asgbestos minerals. No amphiboles or gnrpentine minerals werw
detected in any sample.




Dr. N. F. Estrin _
C.T.F.A. - -2~ March 15, 1976

Beginning in October 1973, differential .thermal analyeis was adderd
to our specified requirement. .Both, differen*tinl thermol cualvsis
and X-ray diffractometry were instituted for the routine examination
of seqiential lots. A further 100 lots hiave since been examined,
applying both methods to. each Sample. Again, no amphibole ir ser-
pentine minerals have beeén. detected.- ‘ ' )

I would like to6 advise that we are continuing tn emplay aitferential.”
thermalsanaleis and X-ray diffractometry in the examination of )
sequential lots for the detection of amphibole and serpentine min-
erals. T ‘

It éhquldvbe_painféd out that we also maintain a worldwide Twonitering
of talecs used by our Johnson & Johnson affiliates, employing these -
same techniques,

Fihally; Iefime add'thaf périgdicallv, we also submit sub-samples

for Transmission Electren Microscope examination and these have
always verified the absence of asbestiform minerals.

It is our understahding that you would wigh to submit this infcormétion
to the FDA. Pleasé regard this letter as non-~confidential.

Sincerely yours,

George Lee .
Director of Applicd Resecrrch

GL/mm i

s




gbﬂ i s-cm-{;o{]mwn

BABY PROCUZTS COMPANY NEW BRUNSWICK. T 3. w8sL3

March 14, 1976

GYAMINATION OF AMERICAN & BRITISH TALCUM POWDED
.. PRODUCTS BY DR. F. D, POOLEY .

s —

A total of 38 gamples originating,from.the-lahoratory of th=
DEpartmeﬁt of Ervircenmental Health, Mt. Sinal Hospitol wer” 2X-
amined by Dr. F. D. Poolcy in au effort to cubstantiate resulls
reported LT staff of the It. ginai Hospital.

American raleum Products
Amevican Taloum FZEZ2-—

A total of 20 sainples (correspondin? to 19 JAnmerican e it
were subjected 10 axamination by Y-ray and. eiectron LG et P
Dr. Tonley veri{ied that {ive products contained gevers! - artent,

by weight, of fibrons anthophyllite aanostos.

-

Thisg is in contragt to the Mt. Sinal renort taal Fivs of the prodiets

contained g to 20% aale=tos ancd that another rive eF.opr oduois
containrd 1ess than 3% ashestos.

British Talcum Products

Similarly, 18 products were examined pv Dr. Fooler. e worificod one
product as contalning anthophyllite. On the other om0 s TR
3inni lalboratory reported sindine tremelife i oarve nrodoets and
anthophyllite in a fourth product. Trey farvher repwrfuﬂ saniLee—
molite or anthophyllits were nipndicated at or pear the bowel Limit
of detectability’ i1 five other samples. 1t was also0 ey ovted that
ngerpentine phasc wag Llound in two, and. possibly in wece L aiaes
samples, but “glectron microscople pxumination war td Le reiired
to rezclva the possiblity ol thoe existeunce nr‘chrysntlkﬁ“ Howevel .,
Dr: Ponlny'w.snhsequcnt pxaminatinon vwith the Frapsmisston teeson

microscope hins refuted the oxistenee of any chrvact e
It should be emphasized that thesc American produer s were sanpled
in lu73 and arc net nevessarily rcprcﬁcurutlvo af current Americin

talcum production.

A T e

LI SO
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CONSULTING: ULTRAMICAOANALYSIS « 1AICHCSCOPY - IMALL PAATICLE BRLOB.ENE « BOLID-JTATE CrBERSTOY

12 March 1978

br, Norman Estrin

Cosmetics Toiletries and Fragrances Association
1133 15th Street, N.W. i
Washington, D.C. 20005

Dear Dr . Estrin:

This lettor will amplify our recent conversation on tale onalyscs for
ashestos.

Since 1971, Walter C. McCrone Asmociates, Ine., has worked with peyaral
producers and users of talc, the majority of them involvxd with cosmetic
grades of tale. During this period wo have analyzed several lmmelrey tale
samples for the presence nf ashesiiform ininerals. {ha methodologies uscu
have been principally X-ray diffraction and light micrescony using Jispersion
stdining, although extensive transmis sion electron microgeopy examinadions
have been carried ouf for seme comp anies. Subject fo the approval ol ouy ;
-clients, we are prepated to faake available to the FDA through CTra, the
results of these analyses. We also have avajlable retained samples for most

of the analyses.

Verbal agreement to release this data has been already given by clients
accounting for probably 80-90% of the samples; the others have not yet Leen
approached, It would, however, he improper for us to cocmment on speecifin
gamples until such time as written approval is received from our clicn's,
together with identification of those ‘materials used in cosmetic production.
The latter point is stressed because several of our analyses represent ihe
results of raw material assessments which some companies initiated and
might include talc ore bodies which are unacceptable for cosmetic applic-
tions.

1 do not think, however, that I would be violating any company vonlidenees if,
I were to comment on the asbestos in tale situation as we saw it over the
last 5 years. I think our view can be summarized quite Lriefly as follows.

2320 SIC‘[JTH' ENCH AN AVENUEL « CHICAGQ, ILLINGIS AURIE - D264 Tl o CABLE CHEWICHONE
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12 March 1976

pr. Norman Estrin A . _
Cosmetics Toiletries and Fragrances Association

Page Two

S_omé cosmetic tales prior to ahout mid-1972 to edrly 1973 were found ip

contain amphiboles — prineipally-of the Tromolite-Anthephyllite type at

levels, determined by X-ray diffraction, of the order of 5-15% by weicls.

,i\flfcrosccpical éxém'i_r‘latibn of thede tales, however, indicated that the bulk

of f_;his amphibolé cortent (_>-909f;}') was non-fibrous, even applying the 3:1
agpect ratio eriterion for a fiber, and hence not agbestos.

No chiysotile asbestos was found in these tales.

Since 1973 ﬁ‘oﬁ_,e of the tales whi'c‘;h we have exapiined and which have heon
identified to us as production matérials have ‘slown any detectibie levels
of either chrysotile or asbestiform amphibole,

Yours sincerely;

o 7 Stinct

Ian M. Stewart '
Manager, Electron Optics Group

Compariies cortacted and granting verbal approval tao ralease. infurmetior
include:

Avon Products, Inc.
Bristol-Myers Preducts
Chesebrough-Ponds, Inc.
Colgate-Palmelive, Inc.
Paberge, Inc.

-Johnson & Johnson
‘Windsor Minerals, Inc.

whittaker, Clark & Daniels, Inc.

imh

b sty bl
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DUWERLIN G Do
90 PARK AVENUE, NFW % ORK. 1y

EXECUTIVE OFFICEs

Mareh 12, 1976
Corporate Director of ‘Quality

Dr. Norman Estfin.

Vice President. £ Scjience
The Cosmetic;
1133 Fifteehth Street N.W,
Washingtén, D.C, 20005

‘Deaf Norman:

., Sterlinyg Drug Inc,
of the talc used in
asbeétiform,minerals;_

received,

Clark & Déniels;

We are willing to meet with FDA
to .present the detailed results of th
As I told you the code’

Powder" tested by the
and was produced in June 1970,

assures us - that the. "ZBT Baby Powder"

initiated tes
"ZBT Baby Powderi"

Y

ting in November 1271
for the

Since that time ywe nave had tested

by_xeray'diffractibn analysis ahout one-third of the locs w

In all instancesvthe results

was .no detectable asbestiform minerals present in thase

, that they routinely
menitor the shipments of talg supplied us for theé presance

at sume future date
is testing.

on the package oJf
Mount Sinai Hospital
We are of the opinicn
that the testing we and our suppliers have

1971 does not contain asbestiform mine

Sincerely,

Roderick a, Mundy

RAM :mm

produced since lats
Trals,

Lage
—d o L
D14
RY TN -\;;‘-:‘ -
(RT3 1
B
TEw~ & .71

Toiletry & Fragrance AsséCiatioﬁ; Inc,

Prescnce of

indicated there

-supplier,

"EBT Baly ‘
Jroup was codad

parformed

L3




 The Cosmetic, Toiletry and Fragrance Association, Inc.

1133 15th STREET, N.W . WASHINGTON. D.C. 20005 » 202;331-1770 » TELEX 89-2573 James H Marrin

Frazident

Normar F. Ecinn. Pri.0,
Yite Frptiferi~ Screstn

M:'I;NUTE'SA

TALC MEETING AT FDA

A meeting was held onh March 11th, 1976 in the Commissionar’'s Con-
ference Room, Food and Drug Administration, 200 O Streaf, 5.w.,
‘Washingtoii, D.C., to discuss results of the CTTA analysas 2f onded
samples selected by FDA and those used by Dr. Lewin for his an-
alyses. Thosé in attendance were:

George Sandland, Bristol-Myers Company (Chairman)
Henry M. Davis, FDA ' '

George Lee, Johnson & Johnson Baby Products Crompany
Ropert. Rolle, Johnson & Johnson Babv Products Jompany
John P. Schelz, Johnson & Johnson Bahy Products Comzany
Ronald L. Yates, FDA ' '
Norman F. Estrin, CTFA

Dr. Estrin opened the meeting by introducing the Chairman nf tha
CTFA Talc Task Force; Mr. George Sandland, and by Aotins “o .
Davis that CTFA is planning a meatinc on Monday, March 15tk to dis-
cuss other data collectad on talc.

Mr. Sandland noted the November letter from Mc. Davss and the Fack
that the analyses by Dr. Rrlle have now been coxplatsd, Tr. Rella's
letter of December 29th, 1375 and the rezcults of taa anilvses wire
submitted to Mr. Davis and to cthers prezent. Mr. Davis =Yon ofi-
tically compared the results with those ~f FD& znd Dr. Lewin, Sub-
stantial agreement was found with FDA analvees. <% was rotad fho
method used was developad for raw materials and Lot Fidishe: rro-—
ducts. A copy of the CTFA method was distributed to those prosant,
Dr. Estrin emphasized the work done on these nld proydustiocn sauplos
is valuable from the methodological point of viaw, but is not valy-
able if one's goal is to ascertain the present gquality of cesmetic
talcs. -~

o= U

During the meeting, Mr. Davis noted an articla hy Cordon Lveret®

. w3 e L : e be] @a C PNy e e
entitled, "Analyses for Asbestos in Envivonuental Samples (Fnviren-
mental Health Perspectives, Volume 9, 1974, pp. 181-132}.

There baing, no further business, the meating adicurned.

=" | e
‘ - o .
/ -~ (t}b":_. . {6(-—‘;.:'._,..‘__.___.,_._______
\:‘f“‘-"'wém %“_d N‘FE : j j
Norman F. LEstrin, Ph.D. March 12th, 1776

Vice President -~ Science Attachuent
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March 11, 1976

COSMETIC TALC STATUS

The safety of. consucer talcum products has been under
continued attack, primarily l2d by the Mt. -Sinai group,
because of three alleged conc=rns. Thase allegations  ara: as
follows: = S S : ST

~1;ﬂtccmm¢réial.taicévof@én-contain ssbestos ‘as naturally

 occurring contaminants. . IR : T

2. ‘Tale contains olher impurities; minerals and metsls
‘ which may have pbtential_biological_significanqe;

3. J¢a1Ciés'a'minerai itsglf may bthaéérdous.h

i

I;V'FACTS ONfTALg *

A. Asbestos and Cosmetic Tales
- chrysotile asbestos has never been detected in
cosmetic talcs or. finished talcum products.

- amphibole*asﬁestos;~¢.gf tremolite and anthorhyllits,

has been found in a few U. 8. censumar talcum mro- -
‘ducts (by Mt. Sinai and contirmed by a very relizbls

expert consultant).

B

—‘diSagfeemént-existed‘betWeengSinai scientist arnd an
expert consultant in recgnt ana1y3es‘for’asbestos;
in British OTC¢ talcum products;”fThis-resultedAin
‘withdrawal of highly controversial allegations of &
asbestos, in British'talcum'prb&ucts.lﬂteﬁ@ei for

presentation at the 4th5tnternational'Symposium'oﬁ"
‘Inhaled Particles & Vapours. g :

. Mt. Sinai disclosed statements in February 7% during

private interview.with the Caonadiah Broadcasting
Corporation that their analysis of U. §. products
- has founa'asbcstos; - ‘ S B

DR R L PO TR
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Blologlcal Testlng of Cosmetlc Talcs"

e

‘NQ‘extenslve anlmal testlﬁg data is only avallable for

Wlndsor 66 talc and Itallan 00000 talc.Au_'

- Battelle hamster 1nhalatlon “testing oIl Wxnﬂsor 56
tralc with chronic exposures up: to 185 times medlan
baby dosage has demonstrata& na’ exposurpqrelated

pdthology-i..

-:MRC (Brltlsh Medlcal Research CounCLI) tesflng with

“‘-Itallan 00000 ‘tale. indicated no tumours resultel zrom

1ntrapleural 1noculat10n or 1ngestlon‘ -

— MRC testlng W1th Itallan tale’ showed flbeSlS at hlgh‘
ahd vory lonq exposures (up to 1000 times medlan baby o

dosage)

Human Medical Studles

- Publno Mortallty Study 1ndlcat=d no excess Aaaths dae.
6 cancer amongst talc mlners and mlllars exmuqed.toxf

Itallan cosmetlc talc.

" Green praspectlve Pulmonary qtudy with wirdsor tale  j

miners and. mlllers hawve’ ShOWn ro resnlratovy Alsexse

—'Klelnfeld ‘has publlsbed that deatha

exposure to 1ndustr1al talcs mixed with apD1601u)l°
amounts of ‘tremolite, anthophylllta and small afount
.of silica-

Conclusisns

- 511 of the data which argqueas’ stIOﬂgly fhat coanetin
t=lcs are not a hBZard to health under. normal—-usea
conditions are based on studies with Windsor 6 =nd -

Ttalian Q0000 talcs, ‘both: of . whnich have 3 talc pdrlty

of bntter +harn Q0%, and no dsbestos content,

- amphlbole aSbESth COﬂtamlnants have ‘peen ob*arxod-{nf
£inished talcim products. Tight sgac1F1cat1Jnﬁ should
ba . written to preclude sorcas which are marginal as

to potential contaminznts.

TR LT R
& S S e

g il

ey

Tn

e i et L

were. due to canc¢r
of - lung and pleura. amongst tale workers recaiving high

RN
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March 3, 1975

FDAJDTC PANEL REv:rEws OF TALC

-FD% - LEWIN PRODUCT BNALYSES.

e Professgr Lewin s mxa—ldentlflcatlon of chrysatlle in .

; {;w After a brleE 100k st the safety of tale, the Septeﬁber 18-{_?'

gtore shelf talcum products highlighted to FDA the naed o

ta daVelop analytlcal methodology for talc-.E

TOTG CONTRACEPTIVES & VAGINAL PRODUCTS PANEL

19, 1975 meating dacided to defer deflnltlve act;on on
talc to the OTC Antlpersplrant Panel.

Vﬁowc SEDATIVE PRODUCTS PANEL

s Thls panel eriglnally praﬁosed that talc, a non~essent1w1

" ingredient be banned from OTC products that are meant to

' be ingested. ~Because. of a J & .J,response, this Panal

. altered its position to urge. that talc containing asbestos
" ‘not be permltted‘to ‘ba. formulated 1n OTC products reant B

'jito be 1ngasted

” ;0¢¢ ANTIPEPSPIRANT PRODUCTS PANEL .

o Talc was cleared for usa ‘in antLperSPLLanta only én theo

‘basis of the low exposure- i use. This panel has atated
that it has not cleared talc for other uses.

‘ LOTC MISCELLANEOUS EXTERNAL SRUG PRODUCTSE PANEL

o BEC&Uae all three of the abaove, Panels hafe not lssund

“an unequiwocal conelusion in the safety of talé, this:

. fourth panel will be’ requlred to ‘provide an ultimate =~
. and definitive. safety review on talc. . Witb, the pYLVLOUb S
" history of attacks in the public media ‘and the evosion

of consumer confidence, all means should ke itaken to

. - obtain a Category I for. cosmetic grade’ talc. Trea Duleﬁlth:
- of category I1I ‘wonld do irreparable harm to talc's :
u;_alread; tarn151md 1maga. .

'PRESENT PROBLFM FOR LTEA & ImavquY

- Present allegatxans from Sinat that they Pave analvzed
S and found asbestos in a eubetantial number of" U, e
talcum products 1s particularly ‘damdging to CTEA's ranel
presentation testimeny . That -m2ans Are pre9$nklv b ing
;tﬁken by . 1ndustry-to salf-r qulate. ' :




March 8, 1976

Unless this Sinai data is .refuted, it will adversely
irifluence ‘the Miscellariéous External Panel's forthcoming
safety reViwaf¢r,tal¢‘aﬁd_undermine-ﬁheutenet that safa
cosmétié grade tales @re now being résponsibly utilized
By the industry. e '

FTI. RECOMMENDATIONS FOR CTFA ACTION

- CTFA sHould immediately provide' xefuting data by
organizing a tast of current talcum products and
conduct examination- for asbestos -by the best method
through independent experts. These same product szmples R
shoulﬁ_be»offeredfto the FDA and . the Mt. Sinmai Laboratory. E
for verification'of analyses. - ' R

- 0 Suppdrt_an:effgctivgnandipgrsuasive’preﬁentatibqfto'
the OTC Miscellaneous External Pansl, CTFA should ‘igsue
& striet ;eVised,ta1c<sﬁandard?which_wquld very clearly
distinguish cosmetig from industrial grades .of talc.

Such a specification will be credible to.the consumerist
advocdates only if it f£ulfills the following reguirements:

1. Tt must specify the absence of asbestos coristituents
by the most sengitive method. .

5. Tt must adhere to a talc purity level which is
élosely ‘similar to that . already used in toxi-
cological studiesy namely, at least 90% talc.'

< ¢TFA should identify cenforming sources of talc as CTFA
Cosmetic Grade Talcs and encourage manufacturers using

this grade to label their finished products with this
designatiou.’

Fr
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© Dr, Norrigi Eétrln
CTFA HeaQQu'artérs o
1133 &= Fteenth. Si'r-eet,' N.W,

Washingtor, » D¢, 20005

We hayg éls‘o Used othea s test m‘éthdds‘:such__ as‘_ADiEfj‘ehantia!"l"her\’r‘-r_ el
Ana‘lyszs and Optieal Mtc‘hdscopy,' :hQWever_X~r*qy di fraction gavo g .|
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De Betl & Rxchar‘dson, Enfield, Connectlcut
Columbta Sctenttﬂc Industries, Austm Texas

We are wﬂhng to subrmt this mformatlon to the commﬁ:tee in detail to

‘help substantiate them claims.

FFR/dm

Ver-y truly yours

WHITTAKER, GLARK. & DANIEZI_S INC

T / ). ,f o

,/4('{2(’_» f& /}(’“‘f’

L la T Frederick Roe:;rh

Executive Vice Premdent

- ——
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1133 151h STREET, ¥ w WASHINGTON, D,C. 20005 » 2023311770 « TELFX 89- 2673 James . Mert

ot Presiden]
Norman F. Eslin, Ph.D,
¥ice Pitsident—Scicnce

E. Edward Kavanaugh
- Vire Miesidont--
Congrassional Ridatfons

Margaret W, Smjth

Erecutive Sserelaiy

MEMORANDTUM

TO: The CI¥A Talce Subcommittee

FROM: Norman F. Estrin, Ph.D.
‘DATE ¢ November 2Znd, 1976
SUBJECT: CTFA Talc Methodology ‘

McCrone has performed a very useful service by comparing
and evaluating CIFA methodology.

Theiyr suggestions with regard to methodology and their
other suggestions should be discussed at the November 10th Talc
Sabcommittee meeting.

NI'E:) ]
Attachment
cec: Walter C. McCrone




: waiter ¢ mc crone associates, inc.

-CONSULTIAG UL TRAMICROANALYSIS » WiGROSCAPY - SMALL PART.CL: PAOBLIMS + SOLD-STAYE CHEMISTAY
'3 September 1976

Dr. Nerman F, Estrin

"‘I T
3 15th s&., W9

h.s sington, DC 2005

Dear Dr. Estrin:

As you know, we, at McCrone Asrociates, have done cuisiderabie work on tale

and e3peticlly on variovs min.ral depuricics fn fale, As & result w2 have

cacweelated daza, proceduras (and prejudices) co.nce:'unh thase analyses. |
|

I .:l-ve tacantly had occisien to look a2t the proporei LTFA procedures for
astestifors mineralé In tale and can't aalp ~fralieg that our rourirne
prau—;dutes are, I reprer to say, considerably wmore sophusticated. ince I
was about to commit our wethods to a paper For another publication
‘(uniortunataly, for the FDA)-I felt tizt, as an datedlocrunl evercise, 1

would reezst the pone vateriel as -a CTFA method. I sm enclesiag  this

“.-" Tendous  dosumest for your perusal and svmparhize d1f yeu choose to

guiekly hura it a2t the scaks. Noge Tirst, howsver, that T have retained
gome of the features of your method ‘that I li»:c.d.

32411, In eur hands, tha mechods we prupdse work very well. TIn additien,
they are rspid and ressozchly inexpensive. We are Interested in improving
the cecpetence of microanziysts zenerally and, as you may know, teach about

50 courses a year in these procederes both here and abrord, As & marter of

Fact,' I leave this wealend where I will be caaching 3 dock-to-back eourses
in ehe idassificsrion of asbesciform minerals by the metheds covered in the
infacous enclesure. N

Saricesly, I don't propbse woa adopt these wmathods 4n  the defail I've
wlgzgsted bu., I do sugrest t‘mn you urge each CIFA rember to toka steps now
t..ﬁ.:\ wvill lead o their Zhulity tfo meke such analyaes. The wore each

cozpaay knows zhout the pmduets it makes amu the raw zaterials if uses the
batter =hia will that cozpony be to uray out of trouble and represent Its
best juteraste if troubla arisea, Wa ean help here chrough our teaching
ar=., I :.Lg;:e--' we oifer a course elther dirsecly through the CTFA ar
sizply o the tor  eeapanlas. "“-is course would traln one-or wore
augllffed mcrna..._‘.“ zs In gach compan in  the use of che proposed x-ray
diffrastion arnd -.;.spersia'\ stalnlng mathods for the study af epsmetic talc
and pussible contamimating sulstances.

We would further aifd each company in cetting up (purchasing, iF neceansry)
tha ewui-:-_m:. supplics and mdneral standards requirad for such studies,
The zmtire pac»age would fneluda a ope-week ianreaaive course in Chickgo,
waluatmn of the compsay ladoratery and equipstent, furnishing sets of

S0 SCUTH LUICHIGAN AVERLE » CHICAGT, ILLINCIS £7614 « 512 83,7153 « CABLE: CHEMICROME



Yr. Norwman F. Estrin
Pege Lwo

standard samgles and test material and .3 follow-up aver a several-month
pericd of progress iIn  each company by weans of -4 series of Tound-rebiz
sample znalyses. We will sign off each <ompsny when we are satisfied their
perdéonncl and eguipment can do 4 professicnal  jon of analyzisg rtale
gimples. The cost of this package would be $1300 per esmpany.

. .

1 look ferward to your yesponse and hope I haven'r scared yoo away.

Yours Sinceraly,

S W/
Walrer £, MoCrone

WoH:cdb
Enclosure
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COSMETLC TALC

-

siliegte  having

calete, chlorita,

Cosmet’e Tile g a white, essentinlly olorless, fine powder,

fron nziurally ceeurriug Tock ore, cousisting mainly of
the ideoal
}.with lesser amounts of naturally associaced
dolomlte,

foriula

kaolin and -

magnzgite, and contzinicg no ashestes minerals deteatable by
x=ray diffrazstion. '

SFECIFICATION

HETHOD

Celoruesecamanasnassasnanns

Do euiannssantncrsrosarnons

Ig:ntificatinn...........:.

SliP e iscsnnerrunransinns
LuStrEs sscronanninnesonsnar
Harer~-Solcbkle ITon...noona.

S5CTCER Te5 cavacimvannnncas

i .

Kater Soluble Substances...

As ppacified by the

buysr and showing no
echange cfter heacing
e gpacified by the

buyer

Tositive:

1, Close mateh to CTFA
Speetru wizh no in-
dicacion of fereipgm
motericls

[

Heat 1 to 2 g
at Z0G*C
for I mlionutes

CTFA G 3-1

CTTA G 31

{Alternate) Close match ASTM D 93474
Powder Diffraction Tile

Ro. 19=-770, published

by ASTY¥, shewing the wmest

intense refleccions ar d e
vilves cbour 5.35, 1.53
zad 4,59 A .

As specified by the buyer

Posses test

200%

Do,
USP XIX, page 487

chrough 180 mesh CITA € 61

L% minirmu= throdgh 200 mesh
Finer grades: as specified by

0.1% maximun

 the buyer

USP X1X, page 487

See tost for
"Reaction and Solubla
Substances"



Acid Soluble Substances....

Loss of Ipnitfone.icrensuney

Arsendc (as AS).eeiisesmoces
Leal {98 Ph)ewsueassuinnaas

Anphiboles.civiiviciarinnns

(Asbestiform Tremolite er al)

Pree Crystalline Silica....
(Quartz)

ACID

Priccivie

Ag specificd by the buyer

6.07 maximum

.5.07 maxinus

3 ppo maxicum
20 ppm maxinum
Kono deteeted by ARD

As spedificd by the buyer

SOLUBLE SUBSTANCES IN TALL

CTFA E 32-1

GSP 21X, page 437

CTeA F 1-1, Parts
1-A and 11

CIFA F 2~1, Parte
1-4 and 11

CITA J 4-1

CIPA T 5-1 {&7A)

#lternactes CTFA J
E~1 {ZL~ray)

A sapple of tale is rlxed with'¢iluccd bydrochlorie aeid sad the

insoluble portica is removed by ~ cemirifugaries and fileration. The filtrate

ie sulfzred, avaporated to drymess and Ignited., The zcid soluble matrer ia

docofmined gravimirrically as the sulfate.

Apparatus

l. Controlled temporarure water Lach

2, Beaker, Griffin, 100 ml

3. Volumerric flask, 350 nl.

4. Centrifuge

5, Centrifuge tubes {2}, 50 ml

6. OGraduated Cylinder, 50 ol

7. Sincercd glass funmel, ultva fine porosity, 60 nl (0.9 to 1.4 um)
Carning ;736060-UF or eguivalent

8. Vacuum flask, 125 mX



9. Piperte, 10 gl -
12. Plarinuz or Vycor cvaporating dish or eﬁ@ivalcnt
‘;. Hydrochloric Acid, dilured, 107 w/v .
‘2. Sulfuric Aeid, diluted, 10X v/v
Procé&ura.' ' o
Weigh 2 g (20,001 g) of sample in;& a 100 wl beaker, add 40
hdiiutud hydrdehloric acid, and plaee in warer path at 55 (#2.5'3), with
bécAsinnal st;rring for 30 minutes. , Inneoiatelg‘remove beaker frém bath-nna
pOuT contents int; a 50 .ol centrifuge twbe, vinsing beaker ond stirring bar
with 2 To 3 nl of distilled water, Centzifuge at 5002 RPM for 30 minuzes
{%ote 1).

Filter suparnatanr threupgh ultrafine ?orosity sintured glasa funnezl
iace vacuum flask, using 2 t;VJ n; of distilled water to rinse the centrifuge
tube‘&nd funneal, npd using care ta cvoid dislodging the packed :alc'at the
bottem of the tube. Filegate nast be clear (Note i). ?Qur fileruze Inte 50
=l vo}umetfic flask, rinsingluith 3te 5 1l dist{lled water. Adjusr e
voluze with disrilled water.

Pipette 25 ml of adjusted filprare into tared, ignited evaporating
dish. Add 2 m of diluted sulfurfc scid and evapérite to dryness.

Igndea az §00° (£25°C) for I heur. Cool and waigh,

Calculation

Z Acid Soluble Substances Wedght of Resildue in g * 200

Walyht of Samplé in g



1. Examine the l:cm:'rifugcﬁ sample cai’cfully to assure good clazicy be-
foere procecding with fileration., If h;ziﬁess i3 derected, centrifuge the

sample for an additiondl 15 to 30 minutes as natessary.

ASEESTIFORM MINERALS IR COSMETIC TALC

The presence of ashestiform minerals In tale is derersised by x-ray
diffraction with a.sensitivity of sbout 0.5% by weipht. The mizeral identi-
fleatien | is confirmed and the asbestiforn habit is determined by polarized

light microscopy with the added help furnlshed by dispersion staining.

If »G.5% of asbesciforim mineral 1s present the sacple is reju::c:i.
If the nen-asbestiferm habics are presenr, g.¢., llzardite, antigorire, gru-
ner.i:c, cunmingtonite and reipeckite . the samnle passes. If <0.57 of the as-
bestiform hahits z't‘e precent che sar.'._nlg. passes. (Kece: The polerizing c=lcro-
seope with d-isz':ersi.on staining will deceet 8.01% of any mineral with not core
than 30 minutes scdnning time and 1f the parcicles alre, &t least, 0.2 x 3

'

pm@ }



PART I-— ASBESTIFORM MINERALS 3Y ¥-RAY DIFYRACTION

4
rinciple

‘The x-ray diffr;gtiuﬁ-me:hcd is based Lpon the principle thit wh;n
a crystallingé marerial is- placed fn an x-ray bean, 4 porktion ef Lhd x~Tays
are diffracred iz each ser of atemic planes within the crystal, The diffrac-
ted Tays strike a sc&n:illa:ion rounter .as the‘ sample is scanned through a
pre;cribEd angle wich the resulting devalopment' of peaks corresponding to
each Interplanar distance (d}. A peak with a d value in the range of .8.04 e
8.565 1 for a talc sample ig scrong  evidence for . the presence of amphibole.

The licit of decection of amphibele by eareful applieation of this mathod i

D.5X.

Appsrotus ‘

. 1. X-xay diffractomezex, employing aickel-filtered copper K-alpha radi-
ation, horlzental or verticsl goptomuter with variable scan spead capabilicy,
suitable talc pellet sample holder, variable spoed rcénrder, electronis panel
Including ratenater, variable attenvation and tine constant settings

2: Eydranliec press, capdﬁic of attaining a prossure of 15,000 eo 24,000
1b applied to 2 3" vam

3. Mortar ond pestle or primdimp will (Note 1)

4 Waring Blender, or equivalens blender

5. Spex Mixer/Mill, or egquivalent mechanfcal wiser

6. Sieva, 3Z5-mash .

7. Optical nicroaéope (Xote 2)

8. 1-1/4" pellet press

2



Reapents -

‘

1. Standard cale sample, containing no decectable amphibole rincrals

. .
‘2. Standard trecelite sarple {at leznt

5% surt}, Tay te ohraZned By

ordering from The Cesmetrac Toiletry and Fragranse Association,
Inc., 1133 Fifteeacs Street, W.W., Washingtem, D.G. 20505

3. Denaturcd erhanol

« 4. Boric acid

Procedure

The procedure consists of seanning (1%/uia} unler otherwise high

tiviry condiclons, a-comprossed peller of the sample talc over the 2 Tasge

from 4' to §4% {sbost 20 X to 2.6 A} wirh Cu Kz rsdiatien. Check the

rdcorded trace for the pedaks tabulated in Table 1.

" TABLE 1

i
Possible Characreristic Strong Pesks in the ¥-Bay Spectrunm of Tale

26, deprees é, i

6.31 }4.0
. 8.45 9.35
9,66 9.15%
10.52 B.40
10.52 B.40
10,55 8,38
10,81 8.23
12.01 7.36
12,04 7.34
12,20 7.15
12,51 7.07°
18.99 5,67 -
19,32 £.359
19.&5w 4,35
13.48 4,53
20,49 4,33
20,83 428

1

B0
100
20
100
100
100

100

100
Ico

45
25
12

35

¥irercl

chlerite

tale

cunningronite (acosite}
crocidolite

hormblazde

trecaiite, actinolire,
anthephyllice

cunmingronice
chrysotile
lizardize
antigorite
talc

tile

talc

tale

tale

tale

qQuattz



23.02
24.30
24,50
246,57
25,25
15,88

26,84

27.26
27.33
27.59%
25,59
25.40
23.%0
-2B.68
25,77
29,16
29.55
0.8
31,40
31,76
31.82

. 32.18

3245
32.63
32.83
32,80
31.69
33.15
33.19
15.60
35,85

35.04

36.56

. 3849

39.450
41.%0

3.86
3.66

- 3,63

3.62
3.541

3.343
3.268
3.26
3,23
3,121
3,12
3.2
3.11
3,10
3.08
3.02
2.885
2.829

-2.814

2,81
2,778
2.756
2.742
2.726
2.720,
2.705
2.70
2.597
2,52
2.503
2,49
2.456.

‘2337
2.985 . .

2,192

-
100
60
60
£0
40
100

00

70
100
pe}
100

100
100

70
100
A0
1]

18
160
' 80

13
30

enlcite
ehrysoeile
ldzardite

" antigorite

thlorite b
apatite
quartz
tremolite
hernblende
-:n:hnp}wlli:e
tremolite
tale
crocidolite
accinolice
harnblende
snthopuyllite, gmasiqe
ecaleite
dolamite
chlorite
spatite
calclte
opatite
amosite
magnasite
trocidoldte
aparite
trowalite
agcinolito
hornblenda
antigorite
magnusite
lizaxdite
ehrysotile
tale
calcite

dolopire



41,98 2.15 " gD ldzardire

42,99 2.102 43 mapnesire
45,08 2.095 13 calcite
4£6.81 1.94 1z mognesice
48,05 1,892 50 rrerolite
48,65 1.870 4 rale
50.14 1.817 17 quaree
50.55 L. 804 20 dolomice
51.10 1.7841, 20 dolemite
51,25 1781

. 53.B8 i.TQD 35 ragresire
59.26 1.558 2 tale
80,24 1,535 §0 elirysotile .
60.41 1.531 70 1izardice
§0.50 1.520 55 tale ’
61.80 1.500 &0 lizardite

Some minerals, e.r., <carbonates, quartz,. hornblende etc. have been listed
hera no‘.:ihac.mse of any known harmful cffects but because they =iy be ob-
garved in tale simples, ~

Under idesl cordictions 05-1.0% of all of the abeve minerals should
be _indicatcd by o possible poak Ia the &"=34* range. Appropriare peak ze—
.siox:u for the indicaced mineral should then be scanned ar 0.1%/min as indi-
cated below,

Should the presance of 2 sxall peak sbova tha background "acise" be
in question, it vill be neceszary to scatiscisally evalvate the scan msde at
0.1*/oin in the suspected peak ‘roplon(s). A timer/scaler is required on the
elactronic panel of the x-ray diffractometer. 1In erder for a poak to be ste-
vieticelly uignificant, the peak intencirzy sust equal or execed rhreée stand-

ard devistions (37 ) above the average background intemsity (3):

X+ 35 = minimem peak intensity,

¥ -~ avarage background count & =V§



Figire 1

“Paak" e o ongh 103 10.7
10.0 10.2 10.4 10.6 10.8 i1.o 20
Brample:
In Pigurs 1.
T
Repfon {"28) ' Time (sec.)
Paak 10,40 to 10.60 ° 120
Background
RBEIN Averaeveceansrs 10,30 ro 30,40 60
Reglon Biussswsnarsaane 10,60 to 10.70 60
- Background
Peak Poglan A chibn A
10,40 to 10.60722 1€,30 zo 10.40°28 10,60 te 10.70728
tine secs. gfount time’ :agcs, count Ciﬁﬂ ERCE. CDL{H:FS
120 £0,332 60 28,784 1] 28,506
120, 59,B70 “ 60 25,943 60 28,368
120 60,105 60 28,634 1] 28,204
" Aversge 60,102 28,787 28,35%
- ) N'= 28,787 € 25,359 = 57,146
@ 57,1406 = 239 3z = 717

R+ 36 &VET,146 + 717 = 57,863

Tha actual ouzber of counts pbtalned fer the integrated peak {nten-

sity was b60,102; thersfore,

the sean.'”

Standard Preparation

+ Opuimal instrvment coaditions pust first be determined with the use

of standards consalning l.Dﬁ;‘b.TS:, 0.5% by weight of tha suspected contami=

tha "suspect” peak 1 statistically present in

nant prepared in a standard tajé wnich-is

-

frae of interfering poaks.




Weigh out oppropriste amounts Bf the standard tale and the sineral
of dncerest borh of whick tave been ground ‘o pass 2 325-z=esh  aleve.
Transfer ta a Waring DRlendar. Add 100 m) of ethznol o the blender and
blend at low speed for 5 minures.

Carefully cransfer, with repeated ecthansl wsshings, the conteate of
the blendur into .a large beaker. Evazpordte the cthanol on a stean bath.

Shake the sample in a plastic vial for "5 wminutes on =2 Spex
Mixer/Mill to remave clumzs and eaked Sanple resulring from the evaporarion
of e:ﬁ;nol.

Datermine by wmicrascopy the hnmbganeiFy of the prepared staxdazd
provisus te tho x-ray diffraetion analysis.

- Press the hovogeneous standard into 2 11/4™ peller with a backiag
of bgwie aecid. Transfer 2 (20,2} gram of standaxd to the die~holler and
svanly distvibute on a palished, scracel-free die. Distribute 4 (20.2) zracs
of borie acid averly on the tale layer. Press the nixtnre inte a peller un~
der conditions suitable for obtaining a sasoth plapar surface (for exacple, a
pressure of 15,000 te 24,000 1b ealeulsted o a 3" ram has besn found to pro—
diice suicnble-pel}ets). The reselting pellet zust have a tale face vhich {a
free of fluws;‘if not, the pelict tust be discarded (Note 13},

Sapple Prepafation

. Prepare two pellats from each sample iIn the cenner described for
the scamdard pellets. Hakc' a gqualitativa scan from 4 to 34726 on c;é of
thesa pellets to ascertoin the presence of nmonrtale ninerals havicg Interfer-

ing peaks.



Instrumontation
Instt:qncntal variables sre optimized on the 1X standard.  Lower
standards ave then analyzed mmder the "qpti:r.ur-.. conditions to deter-
wine the lawer -liwel of detection, Of'mjor imporcance i1 obtain-
ing caxizum instriment sensirivity ar‘e s slow diffrgctorqcf.et spasd
conbined with :c;mp;tible recorder speed, ond higﬁ at:enuax;i:nn com-
bined t-'i.'.'n" a scaristiecally ascéptable tizc constant on the raccme-

Under appropriate Instrumental conditions thc'pcu'}t 6ﬁ;ihinad for the
0.5% standard should be detectable above background nelse as shewn

in Figure 2 for tremclite.

Typleal instrumental condicions employed for the Siemens Diffrac-—

tomerar (fodel o M386=-X-A4), and Counter snd Recordar Unit (Type T} are:

Kadiation: Cu with Xa filter ot 4DKV aud 24 mi
Bivergence slit: 1° Recaiving s1it: 0.2 mm (,007")
Gonioretar shocd: 1/10%28 /mipute

Recordar speed: 300 mm/hour .

rrenection: 1 % 103 impulses/eecond

Time constant: T {6} = &

"

Seatistical errer of 1,12 undar thece condicions
Rise Tioe = (.18 i
Attepuator = 20



PART II: ASEFSTIFORM AMPHILOLM MINERALS EY POLARIZED LICHT
. HICROSCOPY AND DISPERSION STAINING

Apparsrus

1. Polar12ihg rwicroscope. Best results will be chtzdned if the inscru-
went ancledes the following:

. a, Individieally-centaering ebjzcrives ar centerabvle srape
b. Lertrand lens

¢. NHigh-intoncicy lizht source

d. Centering condensery/suictoze

2, Dispersion staining device (Nore 4)

3. Vacurm filtration equipment, ineluding either a.porcelain cena with
glass fibor filter mat or a porous pligs borros cup -

Redpents -
3
2. Cargllle iomarsion liquids: na‘s = 1.550 (ID series); {Kote 5)
W= 1605 50 0 )

ngs - 1,660 (RE " )
_ - P aiem v )

Optical) Microscopy and Dispersion Staining

Carefully adjust che dispersion sgaining objeetive for oprioum
viewing of central stop colors. Tue microscope 1s first arranged for REhkler
11lunination: 1;'unp iris (field diaphran) in focus In the field of wiew; ia:n
filament in focus In o‘:.}ecti\'o back focal plame,s Zhe lamp, i1f movable,
ghould be placed close to the mirror sa that the image of the lacy filazent
1s a5 small as possible iIp the objestive back focal plena, This along with

overvoliing the lacp by 15257 and rTemoving the daylite bIué Fileer will

ensuze bright central stop colors and detestion of submicrometer’ parcieles.



The sfége should next be Fedéercd and the cenpﬁal stop should be'precise&y
cencered with Feypect to the image of the substige iris (aperture ;iaphram)
In the obfective back foeal plane. The substage . irds 1s than elosed Just
behind tha central step and the Bertrand lsus {oé equivalent viewing syEtem)
ig‘ reFaVed. " The prepavatien Is schomed for Ao coloxrs in the visible;
eriziecl ‘s:uir— of an area or of a given particle is carried our with the

£1212 diaphram neafly closed zround the centar portion of the field of wiew.

Tduntification of won-tale winerals by dispersive stuining,

Hount a reprcsén:ative sample (about 0.1 wg) Iz the follewiny Car-
gille zefractive Index liquids and cx;sine caréiully for pon~tale auha;nnée:.
The pgrticles are mounted in the drop of Cargille liquid betveen slida and
coverslip, “The particles gare best dispecsed by sliding the coverslip with a
Tozary wotion of 4 pencil. eraser "gripping” the ‘coverslip.. Tue fiosl prep
skould be thin ang the coverslip should be parallel te the 5lide (this svoids
a "pziss" ghaped prep that lwill Jetenter the image of cthe substape iris
relétive to the ceatral stop)., The slide and coverslip nns:'be carafully
eleaned befera use and the pencil ergser tust be. -dipped in dilused rubber

cesent and dried before uwsa to aveld transier of particles to the top of the

ecoverslip, The minerals to be checked for ineludes



i Chrysotile
Iizurdite
“Antiperite
Chlorice
Juarts
éalci;e
Dolomire
Hognésite
ornblende
Forsterite -
Tale
Anthonhyllice
Tremolico

Actinolite

Aosite

Crocldelice

Cusmingronite

Grenvrite

Glauconhane

Ricbeckize

Pefractive Indices

o 4T & &

1.543% -

1.345 =

1.564 =1.566
1.600 1.603
1.544

1.558

1.579

1,706

1.655 1.665
1.640 1.656
1.548 . 1.589
1.525 1.635
1.59% 1.612
1.628 1.640
1.648 1.658
1.650 1.700
1.630 1.640
1,695 1.704

T oxr £

1.556
1.558
1.570
1,610
1.553
1.486
1.500
1.509
1.672
1.67%
1.585
1.650
1.622
1.650

1.674

1.715
1.645

1.718



Minerals, espesiully silicates but also the isomorphouvs serics of
cartonatas (calcite, éalurite, cupnesite ctc.)' vary ,in_rafragtiva index,
Figure 2 a. end b. show average indices for the winmerals whicgh might be found
in taie. Generally, the dispersich staining gurves for :hase-minernls mve
parallel 1o themselves az the cump&si:ian changes. ‘The birefringence values
(v-E, B+a and =) will generclly Temain nearlg‘éﬁpstan: for =a given mineral
although the Indices thexswelves may vory consideradly.
g The corbination of crystal =morphology. “and ogcips is slso a great
'ﬁgly ic nakiﬁg,sure of tha ddencity of a plvea mimeral. One ghould lodklfnr
diiferent vieéﬁloflikgivgn nineral ag{!or vary the view on a single crysral
by tapping geatly on the top of the coverslip vith & ecesdla. Io this wvay
Ziberiike tale platos oo gdge can be tipged into the plate view and quarsz
¢an be made to show ¢ as well as w. 1

Both norphelogy ;né‘optics are =aoted in order te identify the
asbessifor=.minerals. To he asvestiforn taquiéés that they be fibers, not
slivers, =sasuring <3 yum.in dia:et;{, <30 ym In lenpth and have a lenpgth to

-

width ratioc of ar least 5:l.

T A

=8
£
[

the domple for aghestlform or Fikruus amphlhole minerals

In order for aa anphibole wimeral te be considered ashestiform oF

fihrous it wuet meet the following OSHA definition (Reference 4).

1. Poarticles must appear co be fibrecs rather thom as crystals or sli-
vers. .

2. The manimum disneter of a fiber to b counted 16 3 micrometers.

. 3. ‘The maximum lengzh of a fiber to be counted 30 micromeoters.

+4. The lengrh to width-tatio must ba 5 or more to 1, cthat s, 5 times
or more longey than wide. -



¥,

S. The separate or individuzl fibers must contaia fibrils or the "buz-
die of sticks'" effeer, unless they are at a rop-divisible stage, A
fibril cumnot ba subdivided and would pe counfed, ff ir mpets the
other eritexia. The lenpch fo wicih raslo of 5 or more vto 1 is nop
meant io izply thit other particles sze nor hazazdous,

The analysis proceeds by mountipg the sasple in suceessive Cargille
liquidsy with identification of csch mineral shﬁwing visible )0 colors in each

Iiguid. The first 1{quid is np = 1,550

Carpdlle hich dispersion liguid n?s = 1,550
n L

A representative sarple, sbout 0,1 og, moontad in this 1fquid wiil
show :;arnctaristic lo calora for any of the following: tale, qu:rti{ chryso-
tile, lizardite, antigorite and mzny fibers (paper, silk, viszose raycn. and
hucan hair  ete.). The crystallga:aphic data in Figure 2 should easure 1den~
tificacion of most of these substances or allow the conclusion that any other
gubstonce showing celors in this liquid is not one of those listed (Fipuxe

). <Charseteriration of this exttraneous substance will oftea be possidle by

reforring o the Tarviele Atlas. o

garpille hipgh disnprsien 1izuid ngs = 1,855

Chrysotile and all other substances gilvicg disperslon staining ccl-

ors in liguid 1.550 will be white or pale biue In 1,605 (Fipure &). Tale is
the only subsfnncc in this group that shows 2 ky ¢lose 2o the visidle (ca 76O
om). All tale plates show both n's (B & ¥) elose ko 1.605 in the red hence
the coentral stop shows a pale blue In 21l divectiens lying in the talec plare
and white correeponding to the ¢ direceien. Other minersls showing cclors 4n

ny = 1,605 include tremolite, ehlerite ard actinclire (Figure 5).

Carpille Licuid mp = 1.560 (KF series)

Hen-tale minersls showing dispersfon staining eolors In Ty ™ 1.660
incluode actinolite, forsterite, hornbleade, calcite, cummingtonire and dolo<

mice (Flgure ).
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Caredlle Lirefd n,_ e 1,760 (2 saries)

Minerals o look for in LI 1.706 1include cumingronité, grune=

rite, croeidolite and magnosite.

"eshesriform  Amphibele Presoac” er an “Ashentiforwm Asmhi~

Tt is imperatiye that both dispersior~staining color and filrous
obrphology eriteria be sacisfied before identifying'n particle 25 asbestiform

lzphibole. since other substances may show cplora -similar ro those daseribed.

1. Talzs to be apslyzid and the standard winernls wused ro prapare
srandard saxples mwst be -325 mesh (maximum particle size of 44 wi-
crometars), ‘Te'wmar Analytleal Mill {Mudel A-10) im recoomended.

It is available from:

Tekmar Company .
P. D. Zox 372{2
Cintinnati, ¢H 45222

2. It is important thse the horogencity of tho prepared rale-tresslite
standard sacples be verified by eptical microscopy,

-3, This veguiremeat 1= critdcal since axcessive surface scacter will
.cause apnormally high backpground counts,

4. The only commereddlly availuble dispn:cioﬁ staining device is sold
bys ’

Walter C. MoCrone Assoecistes, Inc.
2520 Souch Michigarn Avonhue
Chirazo, IL 60616

5. Aviilaple from:

R. P, Cuorgille Laboraterias, Ine.,
Cedar Crove, XJ 07009

ar from laboratory suppliers
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