PLAINTIFF’S EXHIBIT

Asbestos Information Association/North America

1R XERAEX NROIXKUHXX 1660 L Street, N. W. :
XUERUX RN MK YRAMK ~ Washington, D. C. 20036
RARRAXAXR

October 1, 1973
MEMORANDUM TO MEMBERS

SUBJECT: FDA Proposed Rulemaking "Asbestos Particles in Food
and Drugs"

Attached is the anncuncement of the Food and Drug Administration
notice of proposed rulemaking on "Asbestos Particles in Food and, Drugs
as appeared in the Federal Register, Vol. 38, No. 188, Friday,
September 28, 1973,

The Association proposes to comment on this matter and encourages
comments by individual members as well. Deadline of the FDA for
receiving comments is December 27, 1973 It is requested that
information to assist 1in e preparation of the Association response
be received by November 5.

- (]
R. H. Mereness
Executive Director
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PROPOSED RULES

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
[ 21 CFR Parts 121, 128, 133 ]
ASBESTOS PARTICLES IN FOOD AND
DRUGS

Notlce of Proposed Rulemaking

The Commissioner of Food and Druzs
has received a petition from the Center
for Science in the Public Interest, 1759
Church Street NW., Washington, D.C.
20036, and the Environmental Defense
Fund, 1525 18th Street NW., Washing-
ton, D.C. 20036, requesting promulgation
of regulations under the Federal Food,
Drug, and Cosmetic Act to prohibit the
adulteration of food and drugs with as-
-bestos. Petltioners request that the Com-
missioner publish in the Frprrat RECIS-
rea “immediately (within 30 days)' the
following proposed regulations:

1. Sudpart P of Psrt 121 13 amended by
adding ths following section:

§ 121.... Filiers containing asbestos.

*Poods that have come into contact with
filters made wholly or partinily of asbestos
may reasonably be expected to become cun-
‘taminated with asbestos particles which may

"be Injurfous to health when ingested. Ace

cordingty, Any food or food ndditive produced,
manufactured, processed or preprred using
s filter made whollf or partislly of sabestos
shall be deemed to be adullerated (a violation
of section 402(a) of the Act.

2. Part 133 13 amended by adding the fol-
lowing sections:
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§133.... Filicrs containing ashestos.

Drugs passed throuvch fliters made wholly
or psriinlly of msbeslws may seasonably he
expected 1o become conlaminnted with
asbestos purticles wnhich may oe injuriaus to
health when injected or incested. Accord-
Ingly, any druc or drug componcnt produced.
manufactured, processed or prepared using A
Dliter made wholif of partially of asbestos
shall be deerned to be sduilterated in viola-
tion of section 401(s}) of tho Act.

§ 133.... Toalc containing ashestos.

Tale is » naturally occurriong hydrous
magnestum silicate which may reasonabty be
expecied to be contaminated with Asbestos
particles. Asbestos particles may be injurious
to health when ingested or injected. Accord-
ingly, it is Dot considered good manulaciur-
ing practice to add taile, directly or indirectly,
&8 & coruponent in the production, madu-
facture, processing or preparation of anhy
drug, unless the Manulacturer or Processor
of the drug Lirst demonstrates by appropriate
tests that the talc 50 used Is Ifree of
asbestos particles. Any drug or drug com-
ponent conlalning tale which has not:<been
demonstrated to be {ree of asbestos particles
shall be deemed to be aduilterated !n viola-
tion of section 501(a} of the Act.

Petitioners also request that the Com-~
missioner “immediately (within 30 days
from the receipt of this petition)”
promulgate as a fina} regulation a zero
tolerance for asbestos particles in tale
intended for use as 2 food ndditive, pur-
suant to the proposal published in the
FEBERAL REGISTER Of August 12, 1972 (37
FR 16407, and take whatever other ac-
tton the Commissioner deems necessary
to eliminate contamination of focd and
drugs with asbestos.

A complete copy of the petition and its
attachments may be reviewed at the office
of the Hearing Clerk, Food and Drug Ad-
ministration. Rm. 6-86, 5600 Fishers
Lane, Rockville. MD 20832, during work-
ing hours, Meanday through Friday.

The Cen:amssioner has careiully re-
viewed the petition, its attachments, and

" other available information. and has

reached the following conclusions. Each
conclusion indicates the source reference
upon which the conclusion is based and
copies of all referenced material are
available from the office of the Hearing
Clerk.

“Asbestos” is a generic term for a num-
ber of bydrated silicates that, when
crushed or processed, separate into flexi-
ble fibers made up of fibrils. Althouzh
there are many asbeslos minerals, only
six are of commercial importance.
Chrysotile, a tubular serpentine mineral,
gecounts for 95 percent of the worid’'s
production. The others, all amphiboles
(erystals with 3 rroups of metal ions), are
amosite, crocidolite, anthophylite. treme-
olite and actinolite. These asbestos
minerals differ in their metallic ele--
mental content. range of fiber diameters,
flexibility, harshness, tensite strensth,
surface propertics, and other attnbutes
that determine thelr industrial vses ond
which may affcet thele resplravility, dep-
osition, retention, translocation and
blologic reactivity (Ref. 1).

Many products such as ccment, floor-
ing, shingles, pipes, filters, textles, etc.,
conlain asbestos of one kind or another.

FEDERAL REGISTER, YOL. I8, NO. 188—FRIDAY, SEPTEMBER 28, 197)

UCC 003492



——

Pee e et e e n e - b

.

‘There are great variations among such
products with respect to the chances of
fiber release during the use of the prod-
uct. The lkehhood of such 1ther release
depends predowminantly on the ease with
which the fibers can be dislodrert and on
the degree to which the use of the prod-
uct destroys the fibers. Almost all as-
beslos fiber used in the United States
for manufactuning products bcecomes
tightly bound within the products and
usually undergoes little actual abrasion
or wear before being discarded. Asbestos
cement products (accounting for most of
the asbestos used in the United States).
shingles and floor tiles are in this cate-
gory. Some asbestos-containing products,
such as brake linings, are subjected to
great friction; their rate of wear is con-
siderable, and at times they are almost
completcly woin away. In the case of
brake linings, the application of force is
s0 Intense and the heat created so great

. that most chrysotile fibers are destroyed
. by being converted into anotner sub-

stance which is non-fibrous. Neverthe-
less, an appreciable percentage (2 to 3

‘percent} remains as fibrous asbestos,

and fiber release from products such as
asbestos. ¢loth, paper and sprayed fre-
proofing materials is a serious source of
emdssion, This usually occurs in densely
populated areas. Most of the pipes de-
Uvering drinking water are of a mixture
of cement and asbestos.

Bolid wastes produced during manu-
facture of asbestos-containing products,
use of such products, and demolition
can be emission sources, These waste moa-
terials are usually disposed of without
regard to their potential as emission

- sources. Alternate methods of disposal

often result in commingling of asbestos-
contalning wastes with municipal wastes
in open dumps and thus create a long-
term emission source.

_ Asbestos fibers thus are ubiquitous in
air, water and a large percentage of the
earth’s crust. The amount of this ma-
ferial which additionally is added to the
environment and to food and drugs by
the use of asbestos filters is not known,

g%pﬂmﬂmg$%&mmm
[3) estos in these producls is only on
BWW B
€stos inhalation has been known to

be an occupational hazard in workers in
asbestos mines. The asbestos is inhaled
and lodges in the lungs causing the de-
velopment of a fibrotic disease known as
“asbestosis.”” Asbestosis. or abestotic
pneumonoconiosis, was the first clearly
demonstrated adverse cifcet of asbestos
in man. 1t is characterized by a pattern
of rocntgenographic changes in the lung
consistent with diffuse interstitial fi-
brosis of variable deqrce and at times
with fibrosis and calcilicalion of the
pleura: ¢linical changes that include tine
rales, finger clubbimg and shortness of
breatl, each of winch may be absent in
an Individunl casc: and physlolosic
changes consistent with a restrictive lung
disorder (Refs. 2 through 8).

In these workers in asbestos mines,
malignancies of the hug and of the body
lining tissucs, namcly lung cancer and

PROPOSED RULES

mesothelioma, occir at rates preater
thuy In persons not so occuptionally
cxposed. Thiere is a 5 to 7 fold incrense
in lung cancer in asbestos workers which
is noted as early as 10 o 14 years after
onsct of exposure and Is significant ot 20
years (Refs. 9 throush 15). Seven per-
cent of deaths in asbestos workers are
caused by pleural and peritoncal meso=
thelioma (1tefs. 16 through 33). This is a
marked increase since this tumor is €x-
tremely rarc in the general population.
There is&_cgggle_gﬂmwmcmms
an incre: 1¢ rate of gastroutesti-
nal! malignancics in asbestos workers
tRef. 34).

There 1s considerable evidence that
most human lungs harbor thousands of
millions of asbestos fivers although most
people do not have asbestosis (Refs. 35
through 37), This is due to the ubiquily
of the substance. Some of these flbers are
chrysotile asbestos, and amphiboles are
probably prescnt also. This number of
fibers is relatively small in most persons
not occupationally exposed to asbestos
compared w1th the numbers found in the
occupationaily exposed. The systematic
apnlication of quantitative techniques,
measuring bothh coated and uncoated
fibers, is necded to define a gradient of
accumulated fibers for correction with
incidence of disease, on the one hand,
and history of environmental exposure,
on the other. .

The methodology for quantification of
asbestos fibers of varying sizes is such
that the results obtained in one labora=
tory may vary substantially from those
in another. An inter-agency govern-
mental task force together with other
scientists working in this fleld 1s cur-
rently attempting to develop standard
technology which can be applied to the
identification and qualification of asbes-
tos fibers. The Environmental Protection
Agency is currcntly investigating four
separate techniques in order to cstablish
the best method for identification, quan-
tifleation, sizing and typing of asbestos
particles and fibers. At present, the Na-
tional Institute for Occupational Safety
and Health (NIOSH) recommmends, as a
technique for sampling of air, a method
based an counting fibers greater than 5
icrons in length using phase contrast
illumination at 430x magnification with
a 4 millimeter objective (Refs. 38 and
39). This technique s currently recom-
mended for liquid materials until more
accurate and sensitive practical methods
are developed. However, as indicated be-
low, another method 1is proposed for
analysis of asbestos fibers in a material
such as tale.

The evidence concerning the possible
Ihazard from ingestion of asbestos par-
ticles Is contradictory and inconclusive:

In an unpublished study by L. M.
Swinbuim (Ref. 40), asbestos particles
were fod once a week to SPP Wistar rats
for 16 and 18 weeks, The material was
administercd 1n butter. Although the par-
ticles were of the size range Yknown to
produce tumors by other modes of ad-
numstration, neo ttmorgenic effect was
noted. With a single large dose, the libers
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were totaily clearcd by the gastrointes-
tinal tract In 48 hours and no nsbestos
was delected In the animal tissues at the
end of 1 week. The gastroinstestinad tract
of the rat secined to provide an etlecuive
barrier Lo penetration,

In a published study by W. E. Smith.
et al. (Ref .41), hamsters maintiained on
a diet of ! pereent chrysotile or amosite
through life had no gastrointestinal
tumors.

A report by Westlake, Spjut and
Smith (Ref. 42) indicates that the rat
colonic mucosa is penetrated by chryso-
tile after feeding a diet containing 5 per-
cent asbestos for 3 months.

Cunningham and Pontefract (Ref. 43
and 44) injected chrysotile flbers 9.4
and 94 x 10°) directly into stomachs of
rats. Fibers were found in blood and
ather organs, 2-4 days after treatment.
Controi rats, although having no asbes-
tos in blood, also had high levels of
asbestos in tissues.

These workers found that, whereas the
tap water in Ottawa (having a filter
plant? contained about 2 millian fbers
per iiter., the quality of fibers In soft
drinks and alcoholic beverages purchased
in the Ottawa area ranged from 1 to 12
millian fibers per liter, Even with the
technical problems of methodology, this
seems to indicate that in some beverages
the asbestos content may be about the
same as in water, whereas, in others, it
may be increased, Thus, it Is reasonable
to conclude that water and many other
beverages for human consumption con-
tain substantial amounts of asbestos
fibers.

There is some cvidence that asbestos
filters may remove some asbestos mate-
rial. In a preliminary experiment per-
formed by the Food and Drug Adminis-
tration. asoestos was added to distuled
water and dispersed evenly by the action
of an ultrasonie¢ gencrator. Electron
microscopy of this material clearly
showed large numbers of ashestos fibers.
This material was then fitered through
an asbhestos filter, and electron micro-
scopic examination of the filtered mate-~
rial showed a reduction in the number of
asbestos fibers.

Nicholson and his colleagues (Ref, 45)
investigated a number of samples of par-
enteral drugs and found asbestos fibers.
Based on their report a study was unger-
taken by the Food and Drug Administra-
tion concemming contanmiination of par-
enteral drgs with asbestos. Although the
data are still preliminary, the following
obscrvations are pertinent. Parenteral
drug samples were collected from a num-
ber of firms. Based on phase conirast
microscopy. 11 of 13 samples had clear-
cut evidence of the presence of asoestos,
ore sample was questionably positive.
and one was ncpgative. The nwmnber of
fibers ranged from 2 to 27 in the postive
specimens of variable sample size. Using
clectron microscopy. 12 of the 12 sumples
examined -were positive. Quantitation 15
not yel complcte.

In this survey, seven of 13 manufac-
turers of parenteral diugs do pot use as-
bestos fiiters; four flrms use such fidters

-,
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© folfowed by fNinad mrinbeane tvpe fliters
(one of these uses ashestos Glters [or (ks
rinse waler without finad flitradlon of
such watery: and two firms use ohesios
Nters only for thelr rinse water, wilthiout
final Niteation. :

The prefiminary report of these studtes
Is on dusploy at the Otlice of the Iearing
Clerk. Any other seientific data in this
regard should be submitied to the Ifcar-
Ing Clerk.

Certain parcenteral druss, suchx as biood
fractionation products, may be filtercd
several times throughh asboestos Lillers.
Thus {ar, it is not Lnown with certainty
whether thie mmore viscous products could
be successinlly processed throuzh ter-
minal membrane filters without com-
promising salfcty, identity, strength,

. quality or purity. The precise effect of

" asbestos pad fillration on removal of

.

pyrogens (Ref. 46 and 47) is not comn-
pletety known at the present time,
Currently thie Food and Drux Adminis-
tration Is surveying the industry for
{nformation concerning the use of asb-
estos fliters. Results of this survey will
be incorporated in the public record.
Although the major experimental
studles of asbestos have involved Inhala-
tion of fibers so as W simulate occupa-
tional exposure, several stucics have been
perfortned to Investigate the ectfect of
parenteral inoculation of asbestos fibers.
In 1958, Schmiihl {Ref, 48) reportad that
implantation of asbestos fibers and
erunbs in ecither the subcutaneous tissue
or in the peritoncum Jead to the develop-
ment of malignant tumors (sarcomas)
‘in 11 of 30 rats which survived longer
than 15 months after such implantation.
Roe and his colleagucs (Ref., 49, 50, 51)
* have performed a numher of studles in
which asbhestos fibers were injected sub-
cutaneously (Ref. 49) into the danks of
mice. In the frst experiments, crocido-
lte, amosite and chrysotile asbestos fi-
bers werc used and cach animal was in-
Jected twice subcutancously in both
fBanks with 10 milligrams of fibers in
saline with an interval of five weeks be-
tween the injcctions. Seven of scventy-
one mice which survived 40 weeks or
more developed Injection site tumors. In
addition, one mouse developed 2 meso-
thelloma of the peritoncum underlying
the infection site. The injection site
sarcomas twere prodiced by all three
types of fibers. In nddition, Roe ot al
(Ref. 49) shotwed that the asbestos fibers
were widely disseminated {rom the Jocal
injection sites being deposited rather
selectively on the scrosal surfaces of the
adominal organs and the retroperi-
toneal structures as well as on the peri-
cardium, diaphrazm. plecura and adjn-
cent parts of the lunes and heart. These
serosal surfarcs reacted vizorously to the
prescnce of the asbestos {thers and in 10
of 71 mice, malirnant mesotheliomnas of
the thorax and/or abudomen developed.
In a later study (Rel. 51) Kanazawa
e al showed that, after subcutancous
, Injection of mbestos fibers in mice, libers
eould Be found to have disscminated to
regional and distant lymph nodes, splcen,

.
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kidneys and occasionally to braln tissue
supkesting that some asbestos may enter
the circuiation.

Thus, there is experimental cvidence
that parenteral administration ol asbes-
tos fibers may lead to wide disscmination
of such fihbers in 2numals and to the de-
velopment of local malirnant lumors as
well as maliznant mesotheliomas of the
pleura and peritonewm similar to Lthose
that occur after inhalation of ashestos
nthers.

The probicm of asbestos in the total
envitonment, to which the worldwide
scientific community is addressing itself,
is very commnlex, Thie Environmental Pro-
tection Agency has published in the
TFeoxaal Recister of April 6, 1973 (33 FR
$820) national emission standards for
asbestos milling and manufacturing
based on the determination that asbestos
is a hazardous air pollutant. This stand-
ard has been developed despite the fact
the EZPA also recognizes that a “stand-
ardized reference mcthod has not been
developed to quantitatively determine
the conent of asbestos in a material.”

The present status of this problem 1s
summarized by the report ef a2 committee
prepared subsequent to a meeting spon-
sored by the International Agency for
Rescarch on Cancer (Ref. 52). The Food
and Drug Administration’s review of this
report indicates the following areas of
Iurther rescarch are necessary:

1) Further epidemiology, particularly
with respect to past exposure to asbestos
and cancer of sites other than jung,
pleurs, and peritoneum. :

(a) Assessment of excess cancer risks
following exposure to only one type of
fiber.

(b) Investigation of whether reduc-
tion of asbestos exposure in lungs below
those causing asbestosis abolishes excess
risk of carcinoma.

{c) Investigation of evidence of an in-
creased risk of cancer resulting {rom as-
bestos in  water, beverages, food, or
liquids used for the administratlon of .
drugs.

(2) Development of methods of quan-
titative assessment, size analysis and
characterization of particles and fibets.
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The Commisstoner recornizes that it is
not possible to climinate all sources of
asbestos contact with food and drugs,
Asbestos is ured in virtualiy ail pipes
carrying drinking water, in bulldings in
which food and druis are inanufactured,
and in many filtering systeins used in the
manufacture of food and drugs, and !s
found ih some substances, notably water
and tale, used in the manufacture and
processing of food nnd drugs. Neverthe~
jess, the Commissioner also recognizes
that asbestos fibers perform no functional
purpose in tale and are an unnccessary
contaminant. It is therefore reasonabie
to require precautions to be taken in the
manufacure of food and drugs, as part of
good manufacturing practices, to assure
that the amount of asbestos fibers in any
food or drug is reduced to the minimum
feasible level, Accordingly, the Commis-
sioner has conciuded to take the {ollow-
ing action:

1. In view of the demonstrated hnzard
in animals from injection of asbestos
fibers, the Commissioner is proposing that
the good manufacturing practice (GMP)
regulations for drugs be amended to re-
quire that filtration procedures for pa-

rental druzs shall utilize either 2 non- ~

ashestog-containing or non-fiber-releas-
ing filter such 3s 2 mémbrane filter or, if
an asbestos-containing filter is neces-
sary, shiall also utilize an additional non-
asbestos-containing or non-tiber-releas-
ing filter such as 2 membrune filter to
reduce asbestos fiber content to the min-
imum level feasible unless such a subse-
quent filter will compromise the safety,
identity, strength, quality or pu:ity oi
the product.

2. The Commissioner intends to pro-
mulgate a final rezujation for talc under
§ 121.2006 as soon as a method for deter-
mining asbestos fibers in {ood-grade talc
is validated. Such a method is proposed
below, as part of a republication of the
earlier proposal in which no methodolcgy
was specified. The Commissioner con-
cludes that a final reguiation for talc
under Part 121 cannot be promulgated
until a reproducible and accurate method
can be specified for compliance purposes.

3. The Commissioner is also proposing
that any taic used in the manufacture or
processing of drups meed the specifica-
tions for this substance that will be im-
posed by § 121.2006.

4. The Commissioner realizes that the
Issues raised in tlis notice are complex

and have widespread ramtfications. Com«"

ment is requested on all aspects of thé
public health signifieance of ingestion
and injection of ashestos fibers. Sinte
adoption of any ncw filiration require-
ments may require ur¢ of additional
cquipment, commment on the availahility
ol appropriate cquipment, the nced (or
use of asbestos-contuning tilters as con-
trasted with filters which contain no_ ©

VAL

brane filters. §s also requested. Finally,
cominent on methods of quantitative
assessiment, size analysis, and char-
acterization of particles and fibers, s
essential ifn order to develon finad
methods on which accurate and fair
cominlianee can be based,

Thercfore, pursuant to provizions of
the Federal Food, Diug, and Cosmctic
Act (sees, 402, 502, 701, 52 Stat. 1046-
1047, as amendced, 1050-1051, ns amended,
1055-1056, as amendced; 21 U.S.C. 312,
352, 371) and under authority delegated
to him (21 CFR 2.120}1, the Commissioner
of Food and Drugs proposes to amend .
Title 21 of the Code of Federal Regula-
tions as follows:

1. In Part 121 by amending § 121.101
(d)(8) by alphabetically adding to the .
table & new item and in paragraphs (h)
and (1) by revising the entry for “talc”,
to read as follows:

§ 12).101 Substances that are generally
recognized as safe.

. . » L] *
(d) *= » » . '
Produoet Tolarsnce Limitstions ot
K restrictions
* L L] * L]
) Miscelt ’
and’or geoeral
purpose food -
additives.
L] - L] - L]
Tale (free ol 35bestos  ..oevewen-.- I chewline pum
ﬁb”f(“ deter- base and as 2
mined in ullsnchuz agent
§ 120.206G), usd 1
moldihg food
shapea, i
- - L] [ ] L]
. ” ’
‘h) L 4

Talc (Iree of asbestos AAbers as determined
in § 121.2008).

. . L) - .

) &+ ¢
+ Talc (fres of asbestos fibers as determined
in {)21.2008).

. . .. . »

2, In Part 121 by amending Subpart £
by adding the following new section:
§ 121.2006 Tale.

(a) Talc i{s a naturally occurring
hydrous magnesium silicate subscct to
a prior sanction for use in coating pol-
ishcd rice. It is found in natural deposits
that may be cont:munntcd with asbesios
nbers._, LT TTTTTT .

(b) Good m'mufncturmg pmchce I¢-
quires that talc be free from asbestos
fibcrs to the maximum extent prac-
ticable. Accordingly, any food or food-
packaging material containing tale That
is TIOUTTEe TF0M asbestos fibers as deter-
mined by the mcthod set out in para-
graph {¢) shall be deemed to be edul- |
terated in vielation of scetion 402¢a) (1)
of the act. -

Carter and F. J. C. Roe, “Mipratinn of Asbes- o !
tos FPibres from Subcutaucous Infection Sites ashestos. end the Liue needed to ob-" (¢} The fo!)ow!ng mﬂhod sh.'dl be
I Miece," Drnitish Journal 01 Cancer, 24:96- tala and begin usng non-asbestos-  used to determine compliance with this
100, 1970. containing final fllters such as mem- section:
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(1) The varlous kinds of asbestos are
distinguished from tale nand [rom each
other by their refractive indices. other
optical rrystallographic properties, and
morpholoy as determined with a polar-
fzing microscope (Mcthods of the Asso-
ciation of Official Analytical Chemists,
1ith Ed. 1970. Sections 36.541-36.543,
p. 717-721)} Tale occurs mamly in the
form of thin plates, which may appear
fibrous when seen edeewise in micro=
scopic view. Beta and gamma indices of
talc vary from about 1.575 to 1.500, beta
being very close to gamma. All of the
principal refractive indices of chry-
sotile are less ihan 1.500. Chrysotile
asbestos s therefore distinguishable
frora fibrotts looking talc particles in a
1.574 refractive index liquid and the
other five amphibole types of fibrous
asbestos from talc in a 1.500 refractive
fndex liguid. The table of optical erystal-
lographic properties for talc and the
asbestos mincrals in subparagraph (37
shows refractive indices whnich are
usually encountered in these minerals,
but oceasional samples may have indices
which are somewhat higher or lower. For
practical measurcment of optical prop-
erties shown in the table, particles iden-
tified by this method should be at least
8 am or longer.

(2) Weigh out 1 millizram of a repre-
S~ gentative portion of talc on each of two
microscope slides. Mix the talc with =&
needle to spread evenly over the suitable
area on one slide with a drop of 1.57¢
refractive index lquid, and then the
other with 1.590 llquid, and place on each
& square or rectangular cover glass suffi-
clently large so that the liquid will not
run out from the edge (ea. 18 mm.
square) and will provide a uniform par-
ticle distribution. Fibers counted by this
method should meet the followingz eri-
teria: (1) Length to width ratio of 3 or
greater (1) length of 5 um oOF greater
i) width of 5 um or less. Count and
record the number of asbestos fibers
found in each 1 milligcram as determined
from a scan of both slides with a polariz-
ipg microscope at a magnification of ap-
proximatcly 400 X. In the 1.574 refrac-
tive {ndex liquid, chrysotile fibers with
indices less than 1,574 in both extinction
positions may be present: in the 1.590
refractive index liquid, the other five
amphibole types of asbestos fibers with
{ndices exceeding 1.590 in both extinc-
tion positions may be present. Check the
extinction and sign of elongation for
tentative identification. For specific
identification of asbestos fibers, make ad-
ditional mounts in appropriate refractive
index liquids, and refer to the ontical
crystallographic dala in the table. A
count of nut more than 1000 amphibole
types of asbestos tibers and not more
than 100 chrysotile asbestos fibers per
milligram-stide constitutes the maximum

sCoples may be obtalned from:
Arsocintion of Ouicial Annlytical Chemdsts
P.C. Box 640, Denfuinin Frankiin Statlon
Weashington, DC 20014
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iimit for the presence of these asbestos
fibers In kde. Theso Umits assure a
purity ol ialc at least 999 percent free

of amphibole types of asbestos ftuers and

\

at Jeast 99.99 percent {rec of chrysotile
nshestos flbers.

(3)» Optical crystallographic charac-
teristics of asbestos minerals and tale:

Pxaurtis or Rervacnivx Ixnwys (n)

Bubatanos (1] od ar Extinctica Elongation
Actinolits, 1.61¢ .60 ee. Posiiva
16131, &89 1,625-1 1.8
ADosite. ... = 11,6R3 60
. | 9
Anthopliytlite. (oo vcesvoenncaconasns Positive.
1,858 1
608 |5
. 819 . 810
&9 1
Chrysotild. canemencaenn —vaasvovacesan X . Positive
1,803 1.822 ..
5.820-1, 859 -1. 567
Le3 -5 . 1,28
. 3.842 . 1.5
1.3 L5858
L6 1,587
- 1.545 ). 887
L0488 L W0
C d .- N e Nogative,
. 1.0 3.0u8 L .
1097 1700 L)
Tale LES-LBS cemaeaanaes L378-1.6K Positivs.
1.5 1 889 1588
1.539 1 889 1. 59
. 352 1.58% 1.38%
1 340 nearly~n 1.518
L& 3. 188 1,588
~ .04 1.2 L&92
Snanssanscsoa 1.594 L&
. 1848 1.684 3.584
Tremolite. c cannsrsanccocmncsnsccaces L 1.813 1.623
L 1.623 1.2
3. 509-1. 812 LO13-1. 6% 1.625L 637
1. 600 1.618 1.622
1602 184 1035
1.2 168 Lo
1602-1.823  L.613-1.633 1.524-1.850
L 04 1,842 1LE63R
1,604 1. 617 1,630
L& 1.622 1.833
L6509 L63 1,636
1.813 .82 L34

’!ﬁl.

3. In Part 133 by adding the following
new paragraph (1) to § 133.6 to read as
follows:

§ 133.6 Componenis.

(1) Tale §s a naturally occurring hy-
drous magmesium silicate which may
reasonably be cxpected to contain as-
bestos fibers which may be injurious to
health. Current methodology cannot as-
sure the absence of asbestos in talc.
Accordingly, any drug, drug ingredient,
or _grt%g__n:\ckaging materTal containing
talc that fails to meet the specifications
of paragraph (¢) of §121.2006 of this
chapter as determined by the method
set oul in that pararraph shal bLe
dcemed to be ndulterated in violation of
section S01(a) of the Act.

4. By adding the following new para-
graph (j) to § 133.8 to read as follows:

§ 133.8 Production and control proce-
dures,
* . 2 L] L]

(}) Use of ashestos-containing filters:
Filters uscd In the manufacture of o

parenteral drug or parenteral drug ine
gredient shall not release fibers into such

producls. No asbestos-containing or fi-

PSR
oy U

UCC 00349 .,

ber:releasing filter may be used in the
manufacture of a parenteral drug or par-

- enteral drug ingredient unless 1t is not

possible to manufacture that drug or
drug ingredient without the use of such
a fliter. If use of such a filter is requirec,

.an additional non-ashestos-contamning

or non-flber-releasing fllter such as a
membrane filter shall subsequently bte
used to reduce the content of any asbes-
tos-form particles in the drug or drug in.
gredient. Evidence for reduction shai be
based on the use of the methcds de-
scribed, in “Criterian for a Recom-
mended Standard—Occupational Expo-~
sure to Ashestos.” Report of Review Corm-
mittee, National Institute for Occupa-
tional Safety and Health, Publication No.
HSM 72-10267 (1972).” Use of an asbes-
tos-containing fliter without subscgquen:
use of an additional non-asbestos-con-
taining membrane fiter is permissible
only upon submission of proof{ to the
Food and Drug Administration that uss
of a non-asbestos-containlng membrane

* Copics may be obtained from:
Superintendent of Documenta
U.8. Guovernment Printing Oitice
Washington, DC 20102



filter will, or is Hkely to. compromise the
safety or etfectiveness of the drug.

Interested persons may,‘on or before
December 27, 1873, file with the Hearing
Clerk. Food and Drug Administration,
Rm, 6-86, 5600 Fishers Lane, Rockville,
MD 20852, written comments {prefer-
ably In quintuplicate) rezarding the pe-~
tition and the Commissioner’s proposal.
Comments may be sccompanied by a
memorandum or brief in support thereol.
The petition, background information re-
ferred to in this proposal, and comments
received may be seen in the above office
dwsing working hours, Monday through
Friday.

Dated September 24, 1973.

A. M. ScHMIDT,
Commissioner of Food and Drugs.

* {FR Doc.73-20711 Filed 9-27-73;8:45 am}

Social and Rehabilitation Service
{ASCFR Part 221 ]

FAMILIES, CHILDREN, AGED, BLIND, OR
DISABLED INDIVIDUALS

Servica Programs; Correction

FR Doc. 73-19242, published at page
24872 in the issue dated Monday, Sep-
tember 10, 1973, is corvected by changing:

1. The number “233” in item number
two of the preamble, fifth line, to
“233%":

2. The code designation 7221.8(a) (3)
(1)* in item number two of the preamble,
seventh line, to “221.6(c) (3) (i} ";

3. The code desighation '211.6(2)(3)
(iif) " in ftern number three of the pre-

-amble, fourth lire, to “221.6(¢) (3) (i) *;

4. The code designation "211.6(a)(3)
(vi)” in item rnumber four of the pream-
ble, fourth line, to "221.6(¢c) (3) (vih) ";

§. The code desiznation "211.7(b)"” In
item number five of the preamble, fourth
Jine, to “221.7(b)";

8. The code designation *“211.9¢b} (3)”
in {tem number seven of the preambie,
aixth line, to “221.9(b) (3)*;

7. The code designation “221.6(21 (3 ”
in the words of issuance, number three,
first line; and In § 221.6(a)(3) {tself, first
lne, to “221.6{c) (3)"";

8. The number “3" in § 221.6(a) (4),
(now corrected to § 221.6(c) (4)), fourth
Une, to “6”; and

8. The word "sccured” in § 221.9(b)
($), fourth line, to “secure”.

Approved September 24, 1973,

THOMAS S. McFLE,
Depuly Assistant Sccretary for

- . Management Planning and

Technology.
|FR Doc.73-20726 ¥Filed 9-27-73;8:45am|
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Sopteniber 28, 1967

Dr. T, J. Hall

Subjact: Asbestcs Fiber Inporters Camdttes
Danr Toas

Plasas rofer to your latter of Septeaber 13 to Hr. Doxtur.

Youpr feoling of continuing o cooperate with the Asdeastos Tlber
Loporters Coanitloe peens €9 ba ebout ¢the vigast courae to fallov
short; a8 you say, of incurring tay ctligsticns in my ctier area
of aur aabastca gctivities, As Frmak Doxter puints out, ib is
aatirely possible tio satw probles will arize clsevhers o0 that
vhat vu lsarmm bere oy continue €2 bo uwaseful in aoro wayo than cns.

On vuviewicg the nistory cni corrsspondsace, the ifapresaion ie galoed
that wo have gone Qquite & ways towasr] mesting tho objections to handliag
asbeatos, and I wonder vhathay our work with pellets, gepar ratbher than
cloth bage, cardboard boxes, eto. doetn't stand us ia good steed.

In triel wa sugiest you coopersts with tis Camittec aad keep ua inforaed
of developnonta.

Very truly youss,

ﬁ)_

T.7.Froagos/ jvo Associate Product lprieting Mansger
ezt Mr. P.D. Dextor - Y0

ce; Mr. J.J. Batter « BYD

s Mr., M.2. Bsllser -« OO

cer P 0. Sayors - 1ondon

UCC 003498
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CHEMICALS AND PLASTICS . * 270 PARK AVENUE, NEW YORK, NEW YORK 10017
fo(Name) Mr, T. F. Frangos Dote September 20, 1967
diien  24th Floor
‘ocation Qriginating Depl.
Answeriny letter date
Zopy to Subject

Relative to the letters Tom Hall wrote to me dated 5 September and
13 September, I suggest we answer as follows:

a. The matter of price in the 5 September letter was
already answerci by you although you may wish to expand
upon it, ‘

b. We appreciate the efforts to establish a '68 plan and
await the details with interest,

c. We recognize the problems of selling Asbestos T in
Europe and are looking at the possibility of making
"T'" in Europe. We have nothing specific on this
yet and any plans will be thoroughly checked with the"
Eurcpean people before they are firmed up,

d. In reference to the work with the Importers Committee,
I would recommend that we continue to maintain an
active contact with this group and work with them,
Naturally, we will wish to avoid obligations on our part
insofar as possible and also if we can capitalize on the
fact that we ship pellets we .should do so. Under any
conditions, close communications with what's going on
here I regard as highly desirable since there is at
least a possibility that this same type of situation will

spring up elsewhere,
f
'
Ve ad

F. D. Dexter

FDD/ir

UCC 003499



REZEIVED
sep 19 o/

UNION CARBIDE BELGIUM N.V. 1.F. FRANGOS

viREF. BRUXELLES S, 13 geptember, 1967

NirREF. 14158 TJH/MLF 148, AVENUEL LOUISE
| Mr. ¥.D. Dexter 1
45th floor
Union Carbide Corporation
270 Park Avenue
New York 10017

Dear Frank:

o“,f’ﬂ

4 e -
1 am enclosing with this a of a report made by lan Sayers,
our asbestos representative in the U, K., concerning a recent
meeting he attended of the Asbestos Fiber Importers Committee,

The details of the meeting are given in the report. -

I believe it is evident from the report that all asbestos producers
are facing a very serious problem in the U, K. in getting their
material handled on the docks, It appears that the gituation is
not going to get any better as the popular publications continue
their series of exposés about the dangers of asbestos.

My purpose in writing to you is to ask for your comments

concerning the advisability of our continuing to work with this
industrial committee, ! am sure you are aware that we have

always avoided any close connections with the conventional

asbestos producers so that we could maintain a free hand in all

of our production and marketing decisions., In this case, however,

it appears that we may have something to gain in joining in a common
fight against an emotional problem. I feel that we should continue to
coopsrate with this group as long as we can do so without incurring
any obligations in any other area of our asbestos activities, Herel
guess you will have to rely on us to keep out of any unwanted entangle-
ments, I do not intend that either lan or I proceed further until we
have sormne commenta back from you on this aubject. If you are neutral
thon we will proceed to cooperate at "arms length', 1 will keep you
fully advised, What do you think?

e Bost regards,
ce: T.F, Frangos/ BiLvovo \
1. C. Sayers OMAS J. HALL

W.J. Setter

SCHALOELAAN - ANTANERPEN D AVENUE «QUISE 149 - BRUXELLES 8

TEL. [0O3) 41.2P.20 - TELEX : 313V TLk. ¢OR> IB.B0.80 - TELEX 23780

TELECR. UNICARBIDE - ANTWERPEN TR UNICARBIDE - BRUYELLES
NAMDELSREGISTER ANTWERPEN 1s23.227

UCC 003500



SRLels’ pEroey sicoe @E, SummRey Fotiows: o

ACIC 1S 1 Empusw impoRTERS. Near Dock & FACT0RY RECULABT1anS 2ol N ENTT

L T Yy P Wi/ Gov'r & UnionsS ro mir REER oF RE/TRIION £ o RAsees oN YSING-
IMPER MEABLE KAGS. Do cksRs MRy wpNT DRUMS OR CONTHINGRS,

Ove reipe COOING SwEp

Vo L00KED G000 YO EMPLOVERS' RES BUr pousRs’ REF
10/ y sEE 77

Quvm mec CHRYSOriLe Hiso MAs PRORLEMS W Ficaers SBITL/ING DURING SFRIPMENT,
AOY So wy BoS rym OR CLOC/poL/re.

CANAD»V;V; SEEM 7o THIME BY 14NOR G THE PROBLEM 17 wree Go ALAY. \99}4"4’5
THINKS THE DOCK ERS N 7man YO SYDP Ail BSEESTDS SWIPIIENTS,

UCC 003501
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. ...%0L, | INTERNAL CORRESPONDENCE ‘-‘t\
e 4 S,
T - . L /(
UMION CARBIDE CORPORATION . 270 Pm&\'@ um"{om(; ‘%RK 109:7
To (Nams) Mr. J. L. Myers Dete May 14, 1971 '!;c /})!n o,
Dlvision Mining & Metals Division inT
Locatlon P. O. Box 579 Originaliag Dept. Medical Department.
Niagara Falls, New York 7
. Answaering letter date
Copy fo Mr, R, E, Byrne Subject Toxicology -
Dr. C. U. Dernehl 813“_.‘__;:!.? =D
Mr. J. W. Rawlings ) N :
Dr. H, B. Rhodes Sl |
uzs

~=C- CALIDR;A
TY .
Dear John:

For some time it has been rumored, if not officially stated,
that asbestos would be on the first list of hazardous materials to be named
by EPA. Actually the few materials named so far are only the beginning of
the list, I believe there will be added lead, arsenic, selenium, chromates,
manganese, some nickel compounds, chlorine, sulfur dioxide, phosphine,
arsine, nitrogen dioxide and various organic compounds along with other
materials that I have overlooked. As a matter of fact, if toxic response
to small quantities is the criteria, then the list will be long indeed,
Therefore, you can reasonably argue, I believe, that the need for control
of exposure to asbestos is not greatly different from a similar need in
relation to many materials that are common in our daily lives, We believe
that adequate control is practically possible.

Asbestos, of course, is a toxic material that must be carefully
controlled to prevent over-exposure of people who handle it or live near
areas wvhere it is handled. This we must accept. However, we argue that it
is a material of great merit in many applications and that the control
required {s not greatly different from that we would provide for many other
materials., This will be particularly noted as the nation feels the full
impact of the new Occupational Safety and Health Act that became effective
April 29, 1971,

I see nothing to be gained by questioning EPA on the toxicity of
asbestos at this time. There has been too much publicity on it recently
for their stand to be modified without strong evidence to the contrary,
Actually, if we can get them and other official agencies to accept a belief
that control in use and application is reasonably possible, we shall have
accomplished a great deal.

Very truly yours,
"
, s A .
CRe 2 77 etrcce €
Paul W, McDaniel
Industrial Hygiene Engineer

PWM: dp Lo A
f \.l J ; .:
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