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. ALEXANDER H, scunxuw |
'connxss:ox
?OOD AND DRUG ADHIVISTRATION ‘
" 5600 FISHERS LANE

ROCKVILLE, MARYLAND 20852

| Jouus—ahaszLz_Appﬁzcvafss YOUR PROMPT- RESPONSE TO MR. PERRY
MARTINSON'S TELEGRAM OF 8-24-73. MAY I REITERATE THAT IF FINAL
FDA REGULATIONS ARE ADOPTED PROMIBITING THE USE OF TALC CONTAIN-
. -ING ASBESTOS. IN FOOD AND FOOD PACKAGING MATERIALS UNLESS THE
TALC 15 93.9% FREE OF AMPHIBOLE ASBESTOS FIBERS AND 99.99% FREE
OF CHRYSOTILE ASBESTOS FIBERS, THE MERE PUBLICATION OF SUCH
REGULATIONS IN THE FEDERAL REGISTLR WILL CAUSE IRREPARABLE

AND IRREVERSIDLE HARH O JOINS-MANVILLE AND OTHER COMPANIES

- IN THE TALC INDUSTRY,

WE UVDERSTAND THAT FDA IS PROPOSING TO USE A TEST ME“HOD EN«
TITLED ”HICROSCOPIC DETDCTION QF ASBESTOS IN TALCH FORHULATED
: BY‘ARNOLD E. SCHULZE AND WILLIAM V. EISENBERG 70 DFTECT TBE |
PRESENCE OF AJBBSTOS IN TALC PURSUANT 70 THE CONTEMPLATED
'RBGULATIONS AND ”HAT PDA 18 OP-Tuﬁ OPISION THAT ALL “POOD
GRADE" TAIL WILL PASS THIS TEST USIMNG THE DESCRIBED METHOD. -

JOHNS-HANVILLE'S RESEARCH cnumzn {AS ANALYZED OUR TALC USING |
THIS TEST METHOD' AND ounf ALC /T T,;uow PAQS THIS wzsr NOR -

WILL THE TALC PRODUCED BY MARY OTHFR COMPANIES PASS THIS TEST.
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WE HAVE OBSERVED MARKED AND SERIOUS INCONSISTENCIES BETWEEN

THE PROPOSED SPECIFICATION AND THE PROPOSED TEST PROCEDURE,

"IN THE INTEREST QF FDA AND THE INDUSTRIES INVOLVED, THESE
INCONSISTENCIES SHOULD BE ANALYZED AND nnsowr:o PRIOR TO
PUBLICATION OF ANY REGULATIONS. 'THE PROPOSED TEST WOULD
REQUIRE A DEGREE'OF PURITY WHICH EVEN THE PINEST GRADE OF

o ANAi.Y'rx_CA;. REAGENTS CANNOT BE ASSURED OF MCETING. OBVIOUSLY

'WE ARE NOT coz-nmméwmé EFFECTIVELY ON TECHNICAL AND SCIENTIFIC
PROCZULORES. SUCH éo:ﬁrw;cmiows ARE ABSOLUTELY DSSENTIAL IF
WE ARE TO AVOID THADVERTANTLY CAUSING IRREPARABLE HARM DUE TO-

A LACK OF UNDERSTANDING.

WE RESPECTPUtﬂY SUGGEST>THAT THE MEDICAL AND SCIBNTIFIC.LITERA-
TURE IS DLVOID OF AHY'EV;DEﬁCE WHATSOEVER OF A CAUSAL RELATION*

- SHIP BETWEEN THE INGESTION OF'TRBHOLiTB (THE MOST COMMON ASBESTQS
CONSTITUENT OQF COMMERCIAL TALC) AND ANY INCREASED INCIDENCE CF
GASTROrNTESTINAL CANCER AMONG INﬁIVIDUALS EXPOSED fOR PERIODS

I¥ EXCESS OF 25 YEARS TO TALC CONTAINING UP TO 70% TREMOLITE,

| WE SPECIFICALLY INVITE YOUR' CAREFUL ATTENTION TO THE EPIDEMIO-
LGGICAL STUDIES CONDUCTED BY DR. MORRIS KLEINFELD ET AL (1967)
'MORTALITY AMONG TALC MINERS AND MILLERS IN NEW YORK STATE."

ARCHIVES OF ENVIRONMENTAL HZALTH 14: 663-667 AND TO DR,

KLEINFELD'S LETTER TO JOINS-MANVILLE DATED JANUARY 24, 1973,
A COPY OF WHICH WAS ATTACIHED TO JOHNS-MANVILLE'S COMMENTS TO
FDA DATED APRIL 20, 1973, AS EXHIBIT G

~ P
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| THE SOLE CPIDEMIOLOGICAL STUDY OF WORKERS occu?nrxounnnw EX-
POSED TO TREMOLITE WAS CONDUCTED BY DR. KLEINFELD, HE CONCLUDED

'AS FOLLOWS: | . |

. "wxrn'nscanu,wo CANCER OF THE,GASTnoinESTquL~
RACT AND PCRITONEUM AMONG THE TALC WORKERS, WE
DID.NOT FIND ANY SIGNIFICANT DIFFERENCES BETWCEN
THE OBSERVED AND EXPECTED VALUES I THE OVERALL

| AND SPECIFIC AGE GROUPS STUDIED. THESE PINDINGS
DIFFER FROM THOSE OBSERVED IN ASBESTOS INSULATGRS
WHERE A SIGNIFICANT INCREASE IN THE ODSERVED TH-
CIDENCE OF GASTROINTESTIVAL MALIGNANCY WAS FOUND
IN THE OVERALL AND SPECIFIC AGE GROUP STUDIED BY
US PREVIOUSLY. THE ASBLSTOS DUST EXPOSURE AMONG
Iusungmons'xs-cuxnrnf CHRYSOTILE. OUR PINDINGS
AMONG ASBESTOS INSULATORS WAS SIMILAR TO THOSE
REPORTED BY SRLIKOPF, HAMMOND, AND CHURG.®

STUDIES CONDUCTED BY SELIKOFF AND OTHERS -AS TO BIOLOGICAL EFFECT
OF CROCIDOLITE, AMOSITE AND CHRYSOTILE CANNOT BE VALIDLY RELATED
TO TREMOLITE WHICH IS BHYSICALLY AND CIEMICALLY DIVERGENT FROM

' THOSE MINLRALS. IT WOULD BE SCICNTIFICALLY IRRESPONSIBLE TO
INCRIMINATE TREMOLITE AS A HEALTH HAZARD TO THE GENERAL PUBLIC
o TuE ASIS OF THE SELIKOPF STUDIES AND IN THE FACE OF THE
PINDINGS OF THE SOLE SCIENTIFIC STUDY ON THE QUESTION WHICH
CONCLUDED MO EXCESS OF GASTROINTESTINAL CANCER AMONG WORKERS
OCCUPATIONALLY EXPOSED TO TREMOLITE TALC. IT MUST BE NOTED

.
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TUAT ALL THE STUDIES INDICATING ANY SORT OF EXCESS cnswnoiumms»'
TIHRL cnncnn RELATED TO CROCIDOLITE, AMOSITE AND CHRYSOTILE AND
‘NOT 0 TREMOLITE. A8 DR, GEORGE WRIGHT CONCLUDED IH HIS PAPER
ATTACHED AS EXHIBIT E TO OUR COMMENTS, IT WOULD BE MOST UNSCI-
ENTIFIC AND, IN FACT, NOT AT ALL CORRECT TO ASSUME THAT TREMOLITE
HAS THE SAME PROPLRTIES IN THIS REGARD AS DO CHRYSOTILE, CRO-

.

CIDGLITE, AND AMOSITE.

AL DR, WRIGHY STATES IN RIS PAPER, PTHE EVIDFNCE AVAILABLE AT
TKIS TIME CLEARLY INDICATES THAT THE ROLE OF ASBESTO .
CARCIVOGENESIS VARIES PROM.IHPORTKNT TO NOH-EXISTENT DEPIIDBHT
UPON THE VARIETY OF FIBER AND ESPECIALLY UPON THE CIRCUWGTANCES
OF OCCUPATICNAL EXPOSURE. THE ASSUMPTION THAT ASBESTOS IN ALL
OF ITS VARIED FORMS AﬁD ﬁSES IS UNIFORMLY CARCINOGENIC IS NOT
VAI:ID; «++..BOTH TREMOLITE AND ANTHOPEY LITE HAVE BEEN SHOWL TO
BE FREE oz ASSOCIATION WITH AN I2 CESS OP EITHER MESOTHELIGMK

OR GASTROINTESTINAL CANCER."

.

¥E ARE SENDING TO YOU. BY MAIL COPIES OF DR. WRIGHT'®S PAPER AHND

DR. KLEINPELD'S PAPER AND. LETTER TO JOﬁNS~MANVILLE.

WE PIRMLY BELIEVE THAT A THOROUGH ANALYSIS OF THE MEDICAL AND
SCIENTIFIC LITERATURT RE ON ASBES£0S AND HEALTH WILL LGn FOA T0
THE CONCLUSTCN THAT HO FURTHER REGULATIONS OF THE USE OF TALC
CONTAINING TREMOLITE IN POOD AND FOOD PACKAGING MATERIAL IS

WARRANTED.
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YOU ARE NO DOUBT AWARE OF THE IMPORTANT JOINT SYMPOSIUM OF THE
EPA AND NBIUS CALLnn'B? DR.:'SELIKOFF FOR HOVEMEER 19 AND 20 '
oN THE anncms OF INGESTION OF INORGANIC PARTICALS AT WHICKH

.'ALL LEJ\DING SCIENTIS‘I’S IN THIS FIELD WILL BE EXPECTBD TO A’I‘TIIND.

JOHNS-MAN7ILLE RESPECTFULLY REQUESTS THE FOLLOWING ACTION BY

THE FDA.

f anur, THE FDA IS 'REQI'SITED TO INVITE QUALIFIED SCIENTIFIC
PERSONNEL OF JOMMS-MANVILLE AND OTIER INDUSTRY LEADERS TO
}'EJET WITH SCIEIITISTS I\I THIZ FDA TO ESTABLISH REASONABLE
 LIMITATIONS ON TREMOLITIC TALC AS AN INCIDENTAL FOOD ADDATIVE
ANQ 70 FORMULATE RESPONSIBLE TEST METHODS IN THAT REGARD.

SECOND, THDC FDA PARTICIPATE IN THE JOINT SYMPOSIUM OF THE MNEIHS

AND EPA. -

THIRD, NO FINAL OR PROPOSED REGULATIONS O THE USE OF TALC TN
FOOD PROCESSING OR PACKING BE DISSEMINATED UNTIL THE RESULTS

 OF THOSE SYMPOSIUM DELIDERATIONS ARE KNOWH.

FOURTH, IN THE EVENT ACTION DETRIMENTAL TO JOHNS-MANVILLE OR
THE TALC INDUSTRY IS PROPOSED, UPPURTUNITY TO DISCUSS SUCH
ACTION WITH THE FDA BE AFFORDED JOINS=MANVILLE PRIOR TO PUB~

LICATION,
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| X WOULﬁ GREA&LY APPRECIkTB YOUR:SYMPATHETIC CONSIDERATION.OP

~ THESE REQUBSTS AND YOUR RECOGWITION OF THE GENUINE CONCERN

. JOHNS~-MANVILLE HAS THAT RUMORED ACTIONS BY THE FDA, IF TRUE,
WOULD, ON THE, BﬁSIS oF HIGHLY SUSPECT DATA, UWNECESSARILY
DESTROY AN INDUSTHY WITH A LONG HISTORY OP OPERATIOWS FREE

»

OF HEALTH HAZARDS.,

'WE AGAIN PLEDGE FULL COOPERATION WITH THE FDA IN CONDUCTING
WHA?SVER STUDIES MAY PR REASONABLY REQUESTED TO ESTABLISH THE

A BIOLOGICAL EFFECTS OF TREMOLITE ON HUMANS WHEN INGESTED.

I WOULD APPRECIATE HAVING A RESPONSE FROM YOU TO THIS TELEGRAM
AND AM AT YOUR DISPOSAL IN THE EVENT FURTHER DISCUSSIONS WOULD
BE HELPFUL,IN REACHING A RESPONSIBLE CONCLUSION TO THIS MATTER.

 SINCERELY YOURS,
ﬁ,rREDRICK L. puuvsncx, PH. D.
. | SENIOR VICE PRBSIDENT RESEARCH AND DEVELOPMENT, .,'

Jom:s—ummr..w conpomwzoa: | '

CRMC-HT-TALC-000094




