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8/31/73
. ALEXANDER M. scuwzm- |
'comnxss:ox
FOOD AND DRUG ADHIVISTRATION ‘
" $600 FISHERS LANE

ROCKVILLE, MARYLAND 20852

' Jonwu-nanvxLLB Appnnc*a"gs YOUR PROMPT- stpousz TO MR. PERRY
MARTINSON'S TELEGRAM. OF 8-24-73. MAY I REITERA”E TUAT IF FINAL
PDA REGULATIOVS ARE ADOPTED PROHYBITING THE USE OF TALC CONTAIN~-

 ING ASBESTOS IN FOOD AND FOOD PACKAGING MATERIALS UNLESS THE
TALC IS 99.9% FREE OF AMPHIBOLE ASBESTOS FIBERS AND 99,993 FREE
OF CHRYSOTILE AJBESHOS FIBERS THE MEREL PUBLICATION 0F SUCH
REGULATIows IN TUE FEDERAL REGISTLR WILL CAUSE IRREPARABLE

"AND IRREVERSIDLE UARM TO JOMNS-MANVILLE AND OTHER COMPANIES

IN THE TALC INDUSTRY,

WE UWDERSTAND THAT FDA IS PROPOSIWG TO USE A TEST ME“HOD EN«
TITLED "MICROSCOPIC, DETBCTION OF ASBESTOS IN TALC" FORHULATED
, BY ARNOLD E. SCHULZB AND WILLIAM v. EISENBERG 70 DETECT TEE |
PRESEUCE OF ADBBSTOS IN TALC PURSUANT TO THE CONTEMPLATED
"RBGULATIOJS AND ”HAT PDA IS OP-TBE OPISION THAT ALLv“FOOD
GRADE" TAIC WILL 'PASS THIS TEST USING THE DESCRIBED METHOD. -

JOﬂHS-HANVILLE'S RESEARCH CENTER dAS ANALYZBD OUR TALC USING

THIS TEST METHOD' AND ou“['ff ”"'fﬁfnow PA S THIS wzsr NOR -

WILL THE TALC PRODUCED BY MAHY OTHDR COHPANIDS PASS 'THIS TEST.
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WE HAVE OBSERVED MARKED AND SERIOUS INCONSISTENCIES BETWEEN

THE PROPOSED SPECIFICATION'AND THE PROPOSED TEST Pnocnpunz.f

"IN THE INTEREST OF FDA ann TUE INDUSTRIES INVOLVED, THESE
INCONSISTENCIES SHOULD BE ANALYZED AND RESOLVED PRIOR TO
PUBLICATION OF ANY REGULATIONS. 'THE PROPOSED TEST WOULD
REQUIRE A DEGRBB OF PURITY WHICH EVEN THE PINEST GRADE OF

o ANALYTICAL REAGENTS CANNOT BE ASSURED OF MCETING. OBVIOUSLY

'WE ARE NOT COMMUNICATING'EFFECTIVELY ON TECHNICAL AND SCIENTIPIC
PROCZUCRES. SUCH éOﬁK"N;CATiONS ARE ABSOLUTELY ESSENTIAL IF

WE ARE TO AVOID THADVERTANTLY CAUSING IRREPARABLE HARM DUE TO

A LACX OF UNDERSTANDING.

WE RESP&CTFUﬁLY SUGGEST>THAT THE MEDICAL AHND SCIBNTIFIC.LITERA-
TURE IS DLVOID OF ANY EVIDEHCE WHATSOEVER OF A CAUSAL RELATION-
- SHIP BETWEEN THE INGESTION OF TRDMOLI”E (THE MOST COMMON ASBESTOS
CONSTITUENT OF COMMERCIAL TALC) AND ANY INCREASED INCIDENCE CF
GASTROiHTESTINAL CANCER AMONG INﬁIVIDUALS EXPOSED fOR PERIODS

IN EXCESS OF ?5 YEARS TO TALC CONTAINING UP TO 70% TREMOLITE.

WE SPECIFICALLY'INVITE YOUR'CAREFUL ATTENTIOH TO THE EPIDEMIO-~
LOGICAL STUDIES CONDUCTED BY DR. MORRIS KLEINFELD ET AL (1967)

.'MORTALI"Y AMONG TALC MIV»RS AND MILLERS IN NEW YORK STATE."

ARCIIIVES or ENVIRONMENTAL HEALTH 14: 663-667 AND TO DR.
KLEIHFELD'S L“TTLR 0 JOHN ~HANVILLE DATED JANUARY 24, 1973,
A COPY OF WHICH WAS ATTACHLD TO JOHNS—MANVILLE'S COMMENTS TO

FDA DATED APRIL 20, 1973, AS EXHIBIT G,
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| puE SOLE EPIDEMIOLOGICAL STUDY OF WORKERS OCCUPATIONALLY EX~

POSED TO TRENOLITE WAS CONDUCTED BY DR. KLEINFELD, WE CONCLUDED

' AS FOLLOWS: |

. WITH REGARD 70 CANCER OP THE GASTROI&TESTINAL
"RACT AND PLRITONEUM AMONG THE TALC WORKERS, WE
DID NOT FIND ANY SIGNIFICANT DIFFERENCES BETWEZEN
- THE oaszﬁ#zo AND  EXPECTED VALUES IN THE OVERALL

-:AND srzcxrxc AGE GROUPS STUDIED. THESE FINDINGS
DIFFER FROM THOSE OBSERVED IN ASBESTOS. INSULATGRS
WHERE A SIGNIFICANT INCREASE IN THE OBSERVED IN-
CIDENCE OF GASTROINTESTINAL MALIGNANCY WAS FOUND
IN THE OVERALL AND SPECIFIC AGE GROUP STUDIED BY
uS PREVIOUSLY. THE ASBBSTOS DUST EXPOSURE AMONG
INSULATORS IS cuInFLY CHRYSOTILE. OUR FINDINGS
AMONG ASDESTOS INSULATORS WAS SIMILAR TO THOSE

REP_ORTED BY SELIKOFF , HAMMONWD, AND CHURG, "

STUDILS CONDUCTED BY SELIKOFF AND OTHERS :AS TO BIOLOGICAL EFFECT
OF CROCIDOLITE, AMOSITE AND CHRYSOTILE CANHOT BE VALIDLY RELATED
TO TREMOLITE WHICH IS RHYSiCALLY AND CHEMICALLY DIVERGENT FROM

. THOSE. MINECRALS. IT WOULD BE SCIENTIFICALLY IRRESPONSIBLE TO
INCRIMINATE 'TREMOLITE AS A HEALTH HAZARD TO THE GENERAL PUBLIC
oW THE BASIS OF THE SELIKOFF STUDIES AMD IN THE FACE OF THE
PINDINGS OF TiE SOLE SCIENTIFIC STUDY ON THE QUESTION WHICH
CONCLUDED NO EXCESS OF GASTROINTESTINAL CANCER AMONG WORKERS

OCCUPATIONALLY EXPOSED TO TREMOLITE TALC. IT MUST BE KOTED

.
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_PUAT ALL TUE STUQIES IHDICATIHG ANY SORT OF EXCESS GABTROI%TE&»'
TINBL CANCBR RELATED TO CROCIDOLITB, AMOSITE AND CHRYSOTILE AND
‘NOT TO TREMOLITE.' A8 DR; GEORGE WRIGHT COHCLUDED IH HIS ?h?ER
-ATTACHED AS EXHIBIT E TO OUR COMMEWTS, IT WOULD BE MOST yNscI-
ENTIFIC AND, IN'?ACT. NOT AT ALL CORRECT TO ASSUME THAT TREVMOLITPE
HAS THE SAME PROPLRTIES IN THIS REGARD AS Do CHRY”OTILB, CRO-

CIDOLITE, AND AMOSITE.

AS DR. WRIGHT STATES IN HIS PAPER, "THE EVIDENCE AVAXLABLE AT
THIS TIME CLEARLY INDICATES THAT TIE ROLE OF ASBESTOS IN.
cAncIvoanEsxs VARIES FROM IMPORTANT TO now-zxzsmznm DEPENDENT -
UPON THE VARIETY OF FIEER AND ESPECIALLY UPON THE CIRCUMSTANCES
or OCCUPATIONAL 'EXPOSURE. THE ASSUMPTION THAT ASBESTOS IN ALL
OF ITS VARIED FORMS AND USES 1S UNIFORMLY CARCINOGENIC IS 1OT
VALID......BOTH TREMOLITE AND ANTHOPHYLITE HAVE BEEN SHOWR TO
BE FREE OF ASSOCIATION WITH AN FXCESS OF EITHER MESOTHELTOMA

OR GASTROINTESTINAL CANCER."

.

WE ARE SENDI&G TO YOU BY MAIYL COPIES OF PR. WRIGHT®S PAPER AND

DR. KLEINPELD'S PAPER AND. LETTER TO JOHNS—MANVILLE

4ﬁE PIRMLY BELIEVE THAT A THOROUGH ANALYSIS OF THE MEDICAL AND
SCIENTIFIC LITERATU ON ASBESL03 AND HBALTH WILL L“AD FOA TO
Tﬂﬁ CONCLUSI“N THAT NO FURTHER REGULATICHS oF THE USE OF TALC'
CON"AINING TREMOLITE I FOOD AND FOOD PACKAGING MATERIAL 1S

WARRAHTBD.

e
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YCU ARE YO DOUBT )\WARE or 'rz'm IMPORTA}JT JOINT SYMPOSIUM OF THE
E?A AND NEZIUS CALLED BY DR. SELIKOFF POR HOVEMEER 19 AND 20 |
S ON THE EFFEC’!.‘S or INGESTIO‘G OF I\IORGMIIC PARTICALS AT WHICH

.'ALL LEADING SCIENTIS‘I’S IN THIS FIELD WILL BE EXPEC’I’BD TO A’I‘TL’ND.

JOHNS=-MAN/ILLE RESPECTFULLY REQUESTS '.I‘!_IE FOLLOWING ACTION BY

THE FDA.

: PIR":I‘, 'l‘vm FDA IS REQT“’LTED TO INVITI! QUALI?II'D SCIE‘JTIFIC
PERSONNEL OF JOHIIS~MANVILLE AND OTIER INDUSTRY LEADERS TO
MEET WITH SCIEIITIS’I’S N THIZ FDA T0 ESTABLISH REASONABLE
_LIMITATIOIJ.: ON TREMOLITIC TMC AS AN INCIDENTAL FOOD ADDF&TIVE

AND TO FORMULATE RESPONSIDLE TEST METHODS IN THAT REGARD.

SECON’D, TRL FDA PARTICIPATE IN THE JOINT SYMPOSIUM OF THE MEIUS

mD EPA.

THIRD, . HO FINAL OR PROPOSED RIIGUIATIONS ON THE USE OF 'I’ALC R?
FOOD PROCESSING OR PACKING BE. D_ISSEMI IATED UN""IL THE RESULTS

 OF THOSE SYMPOSIUM DELIBERATIONS ARE KHOWM.

FOUR’I’H, I THE EVENT ACTION DE'I‘RI\‘IE"ITAL TO JOHNS*W\NVILLE GR
THE TALC INDUSTRY IS PROPOSFD, OPPURTUNITY TO DISCUSS S‘UCH
ACTION WITH THE FDA BE AFFORDED JOINS =MANVILLE PRIOR TO PUB~

LICATION,
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| X WOULﬁ GREA&LY APPRECIﬁ¢B YOUﬁ‘SYMPATHETIC CONSIDERATION.OP

~ THESE REQUDSTS AND YOUR RBCOG”ITION OF TUE GENUINE CONCERN

. JOHNS~MANVILLE HAS THAT RUMORED ACTIONS BY THE FDA, IF TRUE,
WOULD, ON TIHE, BASIS QF HIGHLY SUSPECT DATA, UWNECESSARILY
DBSTROY AN INDUSTRY WITH A LONG HISTORY OP OPERATIOWS FREE

»

OF HEALTH HAZARDS.,

“WE AGAIN PLEDGE FULL COOPERATION WITH TﬁE FDA IN CONDUCTING
WHA? SVER STUDIES MAY PR REASONABLY REQUESTED 7O ESTABLISH TRE

BIOLOGICAL EFFECTS OF. TREMOLITE on HUMANS WﬁEN INGESTIED.

I WOULD AP?RECIATE.HAVING'A RESPONSE FROM YOU TO THIS TELEGRAM
AND AM AT YOUR DISPOSAL IN qu EVENT FURTHER DISCUSSIONS WOULD

BE HELPFUL IN RBACHING A RESPOYSIBLE COWCLUSIOW T0 THIS MATTER.,

' SINCERELY YOURS,
“_,?REDRICK L. puunsncx, PH. D.
. SENIOR VICE pnnsxnznr RESEARCH AND DEVELOPMENT, .,'

JQHHS—MANVILLE,CORponAmxpN -

CRMC-HT-TALC-000094




