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The attached copy of the July 14-th issue of the F.D.C. Report clearly describes

the safety of Talc for use in aerosols .
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important cetaitad reports on Talc safety frem Washington.

Use it to good advantage ana as soon as possible.
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F-0-C REFORTS T&G.3

3 @ DRUGAOSUETIC PRCGODUCTS INTERMEDIATE COMPOMENTS: Chzmical andustry witacsscs
were Joined By HEW dunng

Rep. Van Deerlin’s (DCalifl) Consumer Proteclion & Finance Subermite. July 9-11 heanings on toxig sub-
slances legislation in urging further eacruplions (rom Enviconmental Protectiva Agency (EPA) control of
fmtermediates destined for inclusion in drugs and cosmetics (scc preceding T&Gs). The Senate’s Tunney-
Hart Magnuson bill and three House bills already cxcinpt drugs per se [rom EPA control of chemicals
presenting “unprcasonable risk 10 health or the cavironment™ {(“The Pink Sheet™” June 9, T&G-2).

1 Reps. Eckhardt {1-Tex.) and McColiister (R-Neb)) conducted 1 constant Juel during
Q-&-A with wilnesses gver their bills. The chemical wndustiny 1oaacd toward the loss
stringent coatrals af the McCollister bilf (HR 7664), which includes excmption of reszarch
chemicals {also exuinpled by S 776), and objected to Eckhardt's (HR 7229) teugher provi-
sions, such as “excessively broad promarket testing”™ and reporting healih and safety studies

far the past 40 years on all chemical substances,

Dow Chemical, General Counsel J.H. Hanes testified, wos opposed 10 passage of
“suy taxic substances bil,”” which Dow termed the “Chemical Industry Control
Act,” giving “sweeping” and “'near dictatorial powers’’ gver the chiemical industry
1o EPA, SOCMA VP Normand Phaneuf, who is president of Lakeway Chemicals,
aisa complained of “near dictatorial powers” the bills would give EPA,

Sost negative bill of ail, in the chemical industry’s vicw, s Rep. Grodhead’s (D-Mich)
HR 7548, which makes EPA premarket certilication mandatory for most new chermicals
substances und new wses for establisbed chemical substances where: substantial amounts

of 2 chemteal are produced; the chemical will resull in substantial consumer or worker ex-
posurc: the chemical is closely related to chemicals known (0 be hazardous: and other
lederal agencies have listed the ¢hemical as causing cancer, birth defzzts or gene mulations.

"The Senate,” Cokhardt wamed, “might not stand {or a bill™ without strct premarket
screening of chemicals questionable 35 to unreasonable risk to heafth or environment.
The Eckhardt and McCollister bitls restric! premarket screening to selective chemicals on 2
fist to be compiled by EPA. IEW's David Ral) testilied that the dept. @5 already desply into
taxicity controls with the HEW Cmie. to Coordinate Toxicology & Relatzd Programs. created

by farmer Asst. Scety, for Health Edwards. Joseph K. Wagonser added that Natl Institute

for Qesupaticnal Sufzty & Heulth (NIOSH), Center for Disease Control, puts out an inaual

fist of (7,000 toxic substances.

1

Rall sided with industry not only on the jurisdictionsl questicn, but in opposing
controls on rescarch chemicals. Me voicad a need "t clarify the delineation of
authority” bawween EFPA and HEW over “contral of ¢hemical substancas which
may be used in products requiated by the FD&C Act.”™
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/@ USE OF TALC "QKed” BY FOA's QTC ANTIPERSPIRANT ADVISCRY PANEL at July 9-10
meeting, [o}-

lowing industry preseatztion 3t open session organized by the Cosmetic, Toiletry & Fragrance Assn, (CTFA).
Tal¢ can be used in antiperspirants, OTC panel reportedly devided in clased session, if it meets the 0.5°%

Himit for sobestes content, 35 determined by the CTFA unalytical method. Panel expressed hope Tor further
refinements in the method for detectirg asbestos content, and indicsied ihat the fimit was cstablished pri-
marily on the basis of detectability, ruther than on a deteemination of safvly. Tentatively, panel has decxded
that no cuisting snuperspirant ¢an be considered safe and effective, but there was no impheation wa this decuion

™t alurunum ehlorbiydeate 1san any dunger. Basis of panci’s decision, it s understaad, is a4 desire 10 spur
) . T rre samtaimine jaerpdionls regorded L}s_éa[z_:hﬁ:ui-,kug.
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meeting of panel is expected to tackic the problem ol e¢stablishing lesting calena for detzrmining ¢ffective-

ness. Sepl. meeting will get into the question of statistical evaluation of the effectiveness of antiperspirants,
based on flora readings aller application e axilla.

)

“We strangly believe that the data preseated and reviewed support the conclusion that
cosmetic grade talc as used in cosmetic and todetry products is not a hazard to health

and should be categorized as generally recognized as safe,™ asserted Gavin Hildick-Smith, MD,
J&J medical 2ffairs directar during open session presentation, He said: *“No publication has
becn found which shows that any adverse effects anse {rom the narmal use of cosmetic or
toiletry products containing cosmetic grade talc.”™ Furthermore, no daty shaw cosmetic tale
to be a carcinogen, nor have human skin tests demonstrated it to be a sensitizer, and thus

an allergan, he noted. In vitro studies of cosmetic talc's biclogical activily, he said, indicate
the substancs is biologically inert when compared to free silica and ashestos dusts.

Cosmeti¢ tale is much mare refined and purer than industrial talc and should not
be judeed in the same way, F.R. Rolle, PhD, J&I asst. manager of analytical re-
search explained, noting industrial tale is & very impure product, often containing
less than 50% tale. Ha defined cosmetic talc as a “material used in cosmetic and
pharmaceutical applications {containing) more than 90% taic.”

CTFA’s task force on tale’s asbestos content convinced him that “there is no deteglable
amount{ of chrysotile in cosmetic tale,” its chairman Rolle said. He said a practical way

for mfrs. to analyze the fiber content of their taic would be through use of Xeray diffraction
Fo cquipnient. Qutside pancl conasultant Albert Miller of Mt. Sinai Hospital disagreed, stating

X-ray diffraction was less sensilive than electron microscapy. He also maintained that any

light microscopic method would miss the very small fibers which “might very well be the

most pathogenic.™

1

Miller, in his closing remarks to the panel, said the most important issue was (he asdestos
content of cosmetic tale, He asserted that Arthur Langer, also of Mt. Sinai’s Eaviron-

mentdl Sciences Lab, had analyzed over 50 dilferent cosmetic tale bath and baby powders
and found many contained up to 30% finely ground quartz. Langer dso discovered one
widely-sold product ¢ontained 30% anthophyllite and tremolite, he said.  Rolle said that
Langer's study had been the subject of a New York Times article in the early 1970s, which
was retracted the day following its publication alter Langer informed the paper that the
study was highly premature and the fNgures wese wrong,

g

Carter-Wallgee Asst. Research Durector R. Wulf, PhD, reperted that his {irm had con-
ducted 90-lay inhalation tests on monkeys and 3lbino rats ¢xpascd to Light Powder

Arrid aad Arrid XX, “No adverse eflccts attributed to [nhalation of the lal: matenal were
obscrved,” he stated. The e in these antiperspirants, he reminded the panel, was an in-
active vehicle, “No claims of efficacy are made f{or (e inactive talc ingredivnt,” he said. ‘
A.P. Wehper, DMD, Batelle Pacific Northwest Labs, informed the panel of a completed study,
about o be published, of inhalation of J&J Baby Powder by hamsters, The study, which
tnvolved 10-day and 300-day exposures, found no treatment effects in the test animais’

larynx, trachea, heirt, liver, kidney, stomach, or uterus, he said.
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@ RED NO. 2 "ROLLER COASTER™: CHANCESNOT MUCH 8ETTER  than 50/50 that FDA's
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Froy-moxes

carcinogznicity rat study

can be salvzeed, FDA Div. of Food & Color Additives Caasumer Safety Officer Gerald McGowin explained
thet wltha st kane hewn sreATiest - fallowine the discovery that 3 still undetermined number of the total
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