PLAINTIFF’S EXHIBIT

Asbestos Information Association/North America

UC-2194

MR NERASX MHOSX IHAHNAX 1660 L Street, N. W. .
R TR KK XIRHK Washington, D. C. 20036
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October 1, 1973
MEMORANDUM TO MEMBERS

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

Attached is the announcement 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 In the 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

Notice of Proposed Rulemaking

The Commissioner of Food and Drugs
has received a petition from the Center
for Scicnee in the Publie Interest, 1779
Church Strect 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. Petitioners request that the Com-
missioner publish in the Frprrat Recrs-
Tea “immediately (within 30 days)* the
following proposed regulations:

1. Sudpart P of Part 121 1s amended by
adding ths following scction:
8121.... Filters containing asbestos.

*Poods that have come into contact with
filters made wholly or partiaily 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 ndaittve produced,
manufactured, processed or preprred using
s filter made wholly or partislly of nabestos
shalf be deemed to be adulterated La violation
of section 402(a) of the Act.

2. Part 133 13 smended by adding the fol-
lowing sections:

=
)

)
.

Co

.

§ 133.... Filters containing ashentas.

Drugy passed throuch filters made wholly
or partially of msbestos may reasonably he
expected 1o become contaminated with
asbestos purticles wnich may oe injuriaus to
health when Injected or Incested. Accord-
Ingly, any drug oF drug componcns proUuced.
manufactured, processed or prepared sing A
Dlter made wholiy of partially of nsbestos
shall be deemed to be aduilterated (n viola-
tion of section 401(a) of the Act.

§ 133.... Tolccontaining asbestos.

Tale is » naturally occurring hydrous
magnestum silicate which may reasonabty be
expected to be contaminsted With Asbestos
particles. Asbestos particles may be injurious
to health when ingested or injected. Accord-
ingly, it is not considered good manufaciur~
ing practice to add tale, directly or indirectly,
&8 & conuponent in the production, madu-
Iacture, processing of preparation of any
drug, unless the manufacturer or processor
of the drug Lrst demonstrates by appropriate
tests that the tale 50 used Ils Ifree of
asbestos particles. Any drug or drug come
ponent conlalning tale which has not:been
demonstrated to be {ree of asbestos particles
shall be deemed 1o be aduiterated !n viola-
tion of sectiop 501(a} of the Act.

Petitioners also request that the Com-
missioner “immediately (within 20 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 additive, pur-
suant to the proposal published in the
FEDERAL REGISTER Of August 12, 1972 (37
FR 16407, and take whatever other ac-
tion the Commissioner deems necessary
to eliminate contamination of foocd 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 Cenunissioner 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 Hearingz
Clerk.

“Asbestos” is a generic term fer a num-
ber of bydrated silicates that, when
crushed or processed, separate into flexi-
ble fibers made up of fibrils. Althougzh
there are many asbeslos minerals, only
six are of commercial importance.
Chrysotile, a tubular serpentine mineral,
recounts for 95 percent of the worid's
production. The others, all amphiboles
(erystals with 3 proups of metal ions), are
amaosite, crocidolite, anthonhylite, trem-
ollte and actinolite. These asbestos
minerals differ in their metalic ele--
mental content, range of fiber diameters,
flexibility, harshness, tensite strength,
surface propertics, and other attnbutes
that determine thelr industrial vses ond
which may affeet thelr resplrability, dep-
osition, retention, translocation and
blologic renctivity (Ref. 1),

Many products such as ccment, floor-
ing, shingles, pipes, fllters, textles, etc,
contaln asbeslos of one kind or another.
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There are great variations among such
products with respect to the chances of
fiber release during the use of the prod-
uct. The Hkehhood of such niber release
depends predoininantly on the ease with
which the fibers ¢an be dislodged and on
the degree to which the use of the prod-
uet deostroys the fibers. Almost all as-
bestos fiber used in the United Siates
for manulactuning products becconics
tightly bound within the products and
usually underpoes 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 Iriction; their rate of wear is con-
siderable, and at times they are almost
completcly worn away. In the case of
brake linings, the application of force is
£0 Intense and the hent created so great
. that most chrysotile fibers are destroyed
. by being converted into anotner sub-
stance which is non-fibrous. Neverthe«

less, an nppreciable percentage (1 to 3
‘percent} remains as fibrous asbestos,

and fiber release from products such as

asbestos. cloth, paper and sprayed fire-
proofing materials Is a serious source of
emission. This usually occurs in densely
populated areas. Most of the pipes de-

Uvering drinking water are of a mixture

of cement and asbestos.

8olid wastes produced during manu-
facture of asbestos-containing products,
use of such products, and dcmolition
can be emission sources, These waste ma-
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 municjpal 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-
terial which additionally is added to the
environment and to food and drugs by
the use of asbestos filters is not known.

'r’!g%gmmsma%mg_e_mwe
) estos in these products is only on
BW. 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 ctfcct of asbestos
in man. 1t is characterized by a pattern
of rocntgenographic changes in the lung
consistent with difTuse interstitial fi-
brosis of variable deqrce and at times
with fibrosis and calcificalion of the
pleura: clinical changes that include fine
rales, finger clubinng and shortness of
breath, each of winch may be absent in
an Individunl casc: and physlelonic
changes consistent with a restrictive lung
disorder (Refs. 2 through 8).

In these workers in asbestos mines,
malignancies of the hwg and of the body
Ining tissucs, natnely lung cancer and
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mesothelioma, occnr at rates fpreater
thmy in persons not so OCCUDRHOH:LUY
exposed. ‘There is & 5 o 7 fold incredse
in lunk cancer in asbestos workers which
is noted ns early as 10 to 14 years after
onset of exposure and s significant at 20
years (Rofs. 9 throush 1§). Seven per-
cent of deaths in asbestos workers are
caused by pleural and peritonecal meso=
thelioma (1lefs. 16 through 33). This is a
marked increcase since this tumor is €X-
tremely rare in the general population.
There is %u_cgg%ile_gmwmcmms
an incre: e 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 cccupationally exposed to asbestos
compared with the numbers found in the
occupationally exposed. The systematic
application of gquantitative techniques,
measuring both 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 field 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-
tionat Institute for Gccupational Safety
and Health (NIOSH) recoinmends, as a
technique for sampling of air, a method
based on counting fibers greater than 5
microns in length using phase contrast
ilumination at 430x magnification with
a 4 millimeter objective (Refs. 38 and
39). This technique s currently recom-
mended for liquid materials wuntil 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
hazard from ingestion of asbestos par-
ticles Is contradictory and inconclusive:

In an unpublished study by L. M.
Swinbumm (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 Yuiown to
producc tumors by other modes of ad-
nunistrition. no Lunoregenic effect was
noted, With a single large dose, the libers

27077

were totally cleared by the gastrointes-
tina) tract In 48 hours and no asbestos
was delected 151 the animal tissues at the
end of 1 week. The gastroinstestinal tract
of the rat secined to provide an etlecuive
barrier Lo penetration,

in a published study by W. E. Smith.
et al. (Ref .41), bamsters maintiined on
a diet of 1 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 S 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
other organs, 2-4 days after treatment.
Control rats, although having no asbes-
tos in blood, also had high levels of
asbestos in tissues.

These workers found that, whergas the
tap waler in Ottawa (having a filter
pilant) contained about 2 miilian fibers
per liter. the quality of fibers In soft
drinks and alcoholic beverages purchased
in the Ottawa area ranged from 1 to 12
millloan 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. asbestos was added to distuled
water and dispersed evenly by the action
of an ultrasonic gencrator. Electron
microscopy of this material clearly
showed large numbers of asbestos fibers.
This material was then fitered throush
an ashestos filter, and electron micro-
scopic examination of the filtered mate-
ria) 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 undger-
taken by the Food and Drug Administra-
tion concerning contamination of par-
enteral drizgs with asbestos. Aithough the
data are still preliminary, the following
obscrvations are pertinent. Parenteral
drug samples were collected from a num-
ber of firms. Based on phase contrast
microscopy. 11 of 13 samples had clear-
cut evidence of the presence of aspestos,
one sample was questionably positive.
and one was ncgative. The number of
fibers ranged from 2 to 27 in the postlive
specimens of variable sample size. Using
clectron microscopy. 12 of the 12 sumples
examined -were positive. Quantitalion i1s
not yel complete.

In this survey, seven of 13 manufac~
turers of parcenteral diuns <o not use as-
bestos fiters; four firms use such fudters

-,

FEDERAL REGISTER, YOL, 38, RO. 188—FRIOAY, SEPIEMBER 29, 1973

MRV AN

T UCC 003493

Union Carbide trial exhibit UC-2194: Asbestos Information Association Memorandum to Members on FDA Propose...
ACL Doc 17205 - Page 3 of 12

Published by AsbestosClaims.Law
asbhestosclaims.law/library/17205/3


https://asbestosclaims.law/library/17205/3

27038

© folfowed by Nind membeane tvpe fliters
(one of thuse uses ashestos Glters [or (s
rinse waler without finad flitradlon of
such watery: and two firms use ashrsios
Niters only for thelr rinse water, wilthout
final Niteation. '

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

Certain parenteral drugs, such as blood
fractionation products, may be filtercd
several times through asbestos fillers.
Thus {ar, it is not Lnown with certainty
whether thie more viscous products could
be successinlly processed throuzh ter-
mitnal membrane filters without com-
promising safety, identity, strength,

. quality or purity. The precise clfect of

" asbestos pad fillration on removal of
pyrogens (Ref. 46 and 47) is not com-
pletety known at the present time,
Currently thie Food and Drux Adminis-
tration Is surveying the industry for
information concerning the use of ash-
estos fllters. 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 stugies have been
perforntned to Investigate the etfect of
parenteral inoculation of asbestos fibers.
In 1958, Schmiihl (Ref, 48) reported that
implantation of asbestos fibers and
enunbs 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 perforrned a numbher of studles fa
which asbestos fibers were injected sub-
cutaneously (Ref. 49) into the fdanks of
mice. In the first experiments, crocido-
lte, amosite and chrysotile ashestos fi-
bers werc used and cach animal was in-
Jected twice subcutancously in both
flanks with 10 milligtrams 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 injfection site. The injection site
sarcomas twere prodiced by all three
types of fibers. In nddition, Roe ¢t al
(Ref. 49) shotwed that the asbestos fibers
were widely disseminated {rom the Jocal
injection siles being deposited rather
selectively on the scrosal sur{aces of the
abdominal organs and the retroperi-
toneal structurcs as well as on the peri-
cardium, dinphragmn. pleura and adja-
cent parts of the lunes and heart. These
serosal surfaces reacted vizorously to the
prescnce of the asbestos fibers and in 10
of 71 mice, malirnant mesotheliomas of
the thorax and/or abudomen developed.
In o later study (Ref. 51) Kanazawa
el al showed that, after subcutancous

, Injection of nsbestos fibers in miec, libers
eould Be found to have disscminated to
regional and distant lymph nodces, spleen,

.
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kidnevs and occasionally to braln tissue
suprkesting that some asbestos may enter
the circuiation.

Thus, there is experimental evidence
that parenteral administration ol asbes-
tos fibers may lead to wide dissemination
of such fhers in 2numals and to the de-
velopment of local malirnant tumors s
well as maliznant mesotheliomas of the
pleura and peritoncum similar to those
that occur after inhalation of asbestos
fibers.

The problem of asbestos in the total
cnvitonment, to which the worldwide
scientific community is addressing itself,
ts very comalex. The Environmental Pro-
tection Agency has published in the
FepkraL Recister of April 6, 1973 (38 FR
$820) national emission standards for
asbestos milling and manufacturing
bascd on the determination that asbestos
is a hazardous air pollutant. This stand-
ard has been developed despite the fact
the EPA also recognizes that a “stand-
ardized reference mcthod has not been
developed to gquantitatively determine
the conwent of asbestos in a material.”

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

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

(3} Assessment of excess eancer 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.

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

(2) Development of methods of quan-
titative assessment, size analysis and
characterization of particlies and fibers.
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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 all pipes
carrying drinking water, in bulldings in
which food and druqs are inanufactured,
and in many filtering systeins used in the
manuf{ncture of food and drugs, and is
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 {unctional
purpose in tale and are an unnecessiry
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-tibher-releas-
ing flter such as a membrane 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 of
the product.

2. The Commissioner intends to pro-
mulgate a final rezujation for talc under
§ 121.2006 as soon as a mcthod for deter-
mining asbestos fibers in {ood-grade talc
{s validated. Such a method is proposed
below, ns part of a republication of the
earlier proposal in wiich no methodolegy
was specified. The Ccoimissioner 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 taie 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 filtration require-
ments may require use of additional
cquipment, commment on the avpilahility
ol appropriate cquipmcent, the nced (or
use of nsbestos-cont:nung tilters as con-
trasted with filters which contain no_ ©
ashestos, and the Linic needed to ob- —
taia and begin using  non-asbestos-
containing final filters such as mem-

VAL

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

Therefore, 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 amendcd; 21 U.S.C. 312,
352, 371) and under authority delcgated
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) = s . '
Produoet Tolarsnce Limitstions ot
K restrictions
* L L] * -
) Miscelt '
and’or geoeral
purpose food -
additives.
L] - L] - L]
Tale (free ol 35bestos  ..oevewen-.- 10 chewline pum
ﬁb”f(“ deter- base and as 2
mined in ullsnchuz agent
§ 120.206G), usd 1
moldihg footd
shapea, i
- - L] [ ] -
. ” ’
‘h) L B 4

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

. . L) - .

(l) L
+ Talc (Ires of asbestos fibers ns determined
in 1 )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 subjcct to
a prier sanction for use in coating pol-
ishcd rice. It is found in natural deposits
that may be cont:munntcd with asbesios
fibers. . . — = ..

(b) Good m'mufncturmg prnchce Ié-
quires that talc be free from asbestos
fibcrs to the maximum extent prac-
ticable. Accordingly, any food or food-
packaging material containing talc That
is TIOUTT6C 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)y (1)
of the act. h

(¢} The following mcumd sh-dl be
used to determine compliance with this
section: .
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(1) The varlous kinds of ashestos are
distinguished from tale nand [rom each
other by their refractive indices, other
optical rrystallozraphic propertics, and
morpholory as determined with a polar-
tzing microscope ¢Mcethods of the Asso-
cintion of Offhicial Analytical Chemists,
1ith Ed. 1970, Scctions 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
tale vary from about 1.575 to 1.550. Leta
being very close to gamma. ARl of the
principal refractive indices of chry-
sotile are less ihan 1.500. Chrysotile
asbestos is therefore distinguishable
froma fibrous 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
{ndex lquid. The table of optical erystai-
lographic properties for talc and the
asbestos minerals in subparagraph (3)
shows refractive indices which are
usually encountered in these minerais,
but occasional samples may have indices
which are somewhat higher or lower. For
practical measurement 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 milligram of a repre-
sentative porticn of tale on each of two
microscope slides. Mix the talc with &
needls to spread evenly over the suitable
area on one slide with a drop of 1.57¢
refractive index liquid, and then the
other with 1.590 Hauid, and place on each
& square or rectangular cover glass suffi-
clently large so that the liquid will not
run out from the edge (ex. 18 inm.
gquare) and will provide a uniform par-
ticle distribution. Fibers counted by this
method should meet the followinz cri-
terla: (1) Length to width ratio of 3 or
greater (i1} length of 5 aum or greater
i) width of 5 um or less. Count and
record the number of asbestos fibers
found in each 1 milligram as determined
from a scan of both slides with a polariz-
ipg microscope at & magnification of ap-«
proximately 400 X. In the 1.571 refrac-
tive index liquid, chrysotile fibers with
tndlces 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. Ior specific
identification of asbestos fibers, maKe ad-
ditional mounts in appropriate refractive
index liquids, and refer to the optical
crystallographic dala in the table. A
count of nut more than 1000 amphibole
types of asbeslos tibers and not more
than 100 chrysotile asbestos fibers per
milligram-slide constitutes the maximum

sCoples may be obtalned from:
Arsocintion of Otlicial Annlytical Chemdsts
P.C. Box 640, Benfunin Frankiin Statlon
Weshington, DC 20014
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1imit for the presence of these asbestos
fibers In kde. Theso Umils assure a
purity ol lalc at least 99.9 percent free

of amphibole types of asbestos fthers and

\

at Jeast 99.99 percent frec of chrysotile
nshestos fibers.

(3) Optical crystallographic charace
teristics of asbestos minerals and tale:

F.XAMILLS OF REFHACTIVE INnirs (p)

Bubatanos 1] od ar Extinctica Elongation
Actinolits. 1.61% 1.0 1,84} Imclined...o.oooo...... Posltiva
LO15-1.485 Lo @S LML ... ...
Awosite. ... = 11,0A3 suvanvocracer-n LGRO
1].655 .
ANCopliytite. c coueennescesancaconans ! 448 i Positive.
1. 808-1. 874 .
1608 caucacimaacason | 3
1.89 b B
1.419-1.6 .
1.89 1
3.6 .
Cheysotileeeannaencaenn ermarerensesan 1.403 5 Positive
3.803 .
5.820-1. 059 .
L3 =M ... .
i L 18- SR 1
LMY L343 {cslc) L
L6 1.850 1,
- 1.546 3. 857 |8
L8 1660 L . .
C d .- 1.098 aesven PO Nogative,
. L0 LGS 1. 607 '
1097 1700 L7
Talke LB M8 (imenaao.o L 578-1.5%0 Positivs.
1.5839 1 889 1.485%
1.539 1 889 1. 89
1539 1.88% 15802
= 1340 nearly~-n 1413
L&l ). 588 1. 585
~ 3,04 1.2 L&92
Buanssansssaa 1. 594 L&MW
. L.848 1.634 3.584
Tremolite. ..covssacacicsmecsnscocces L5 1.613 1.6 Positive.
.59 1.623 1.825
3. 509-1. 812 LO13-1. 6% 1.6251 637
1. 600 1.618 1.622
1602 184 1035
L6 168 LeM
L602-5.623  L613-1.633 1624-1.85%
L 604 1,842 1LE63R
1. 604 1. 617 1,630
LW 1.622 1.8
L6509 163 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 maguesium silicate which may
reasonably be expected 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 VLe
dcerned to be ndulterated in violation of
seclion S01(a) of the Act.

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

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

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

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

products. No asbestas-containing or fi-

o -

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

- enteral drug ingredient unless 1t is nos

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-asbestos-contawmniing

or non-flber-releasing filter such 8s a
membrane filter shall subsequently bte
used to reduce the content of any asbes-
tos-form particles in the drug or drig in-
gredient. Evidence for reduction shail be
based on the use of the methcds de-
scribed, in "Criterin for a Recom-
mended Standard—Occupational Expo-
surc to Ashestos.” Report of Review Com-
mittee, National Institute for Occupa-
tional Safety anad Health, Publication No.
HSM 72-10267 (1972).7 Use of an asbes-
tos-containing fiter without subsequen:
use of an additional non-asbestos-con-
taining membrane flter is permissible
only upon submission of proof{ to the
Food and Drug Administration that uss
of & non-asbestos-containing membrane

? Copics may be obtained from:
Superintendent of Documents
U.S8. Guovernment Printing Oitice
Washington, DC 20102

Al‘u;}lb
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flter will, or is Hkely to, compromise the
safety or etfectivencss ol the drug.

Interested persons may,‘on or before
December 27, 1573, file with the Hearing
Clerk. Food and Drug Adminfstration,
Rm, 6-86, 5600 Fisiers Lane, Rockville,
MD 20852, written comments {prefer-
ably in quintuplicate) rezarding the pe-
tition and the Commissioner’s proposal.
Comments may be accompanied by a
memorandum or brief in support thereol.
The petition, background information re-
ferred to in this proposal, and comunents
received may be seen in the above office
during working hours, Monday through
Friday.

Dated September 24, 1973.

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

* {FR Doc.73-20T11 Filed 5-27-73.8:43 am}

Socizl 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(a)(3)
(i15) " in itern number three of the pre-

.amble, fourth lire, to “221,6¢(¢c) (3) 4ib)”;

4. The code designation "211.6(a)(3)
(vi)” in item number four of the pream-
ble, fourth line, to "221,6(¢) (3) (viD) "}

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

8. The code designation *“211.8¢(b} (3>
in {tem number seven of the preamblie,
sixth line, to “221.9(b) (3}

7. The code designation “221.6(2)(3)”
in the words of issuance, number three,
first line; and In § 221.6(a) (3) itself, first
Une, to “221.6{(c) () "";

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 § 221.0(b)
(5), fourth line, to “secure”.

Approved September 24, 1973,

THoOMAS S. McFEE,
Depuly Assistant Sccrelary for

- ~ Management Planning and

Technology.
ITR Doc.73-20728 Filed 9-27-13:8:45 am}

ATDS
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Sopteniber 28, 1967

Dr. T, J. dall

Subjact: Asbestcs Fiber Inporters Camdttee
Daar Tous

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

Youpr feoaling of continuing o cooperate with the Asdestos Tlber
Inporters Coanitloe peens €9 ba ebout ¢the vigast courae to fallov
short; a8 you say, of incurring tay ciligsticns in my ctier arvea
of aur aabastca gcetivities, As Frmak Doxter pulints out, 1b is
aatirely possible tio satw probles will arize clsevhers oo that
vhat vu lsarmm bere oy continue €2 bo uwaseful in aoro wayo than cns.

On vuviewiecg the nistory cni corrsspondsace, the Lapresaion ie galoed
that wo have gone Qquite & ways towasr] meesting tho objections to kandliag
asbestos, and I wonder vhiathay our work with pellets, pgepar 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 us inforaed
of developronta.

Very truly youss,

ﬁ)_

T.7.Froagos/ jvo Associate Product lprieting Mansger
ezt Mr. P.D. Dextor - ITY0

ce; Mr. J.J. Batier « BYO

s Mr., M.2. Ballser -« DD

cer Mr. 0. Sayors - 1ondon
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CHEMICALS AND PLASTICS . © 270 PARK AVENUE. NEW YORK. NEW YORK 10017
‘o(Neme) Mr, T. F. Frangos Date September 20, 1967
division 29th Floor
“ocation Qriginating Dep).
Answeriny letter date
Zopy to Subjurt

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 answerced 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 possaibility of making
"T'" in Europe. We have nothing specific on this
yet and any plans will be thoroughly checked with the-
European 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,.
/
e
) A

F. D. Dexter

FDD/ir

UCC 003499
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REZEIVED
¢Ep 19 1w/

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

viREr. BRUXELLES S, 13 geptember, 1967

NnrerF. 1415 TIH/MLFE 149, AVENUE LOUIBE
' Mr. ¥.D. Dexter |
45th floor ,
Unien Carbide Corporation
270 Park Avenue
New York 10017

o“,f’ﬂ
4 e -
I am enclosing with this a of a report made by Ian 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. -

Dear Frank:

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 situation 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 committes, I am sure you are aware that we have

always avolided 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 thia group as long as we can do so without {ncurring
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 some comments back from you on this subject, If you are neutral
thon we will proceed to cooperate at "arms length', 1 will keep you
fully advised, What do you think?

o Bost regards,
ce: T.F. Frangos/ Bioovo 3
1. C. Sayers OMAS J. HALL

W.J. Setter
SCHALOBLAAN - ANTANERPEN 3 AVENUE «QUISE 148 - 8RUXELLES 8
TEL. (03)41.20.20 - TELEX : 31ST7? TZh. <O 36.80.60 - TELEX 23)890
TELEGR. UNICARGBIDE - ANTWEAPEN TR UNICARBIDE - BRUGLLES
HANDELSREGISTER ANTWERPEN 133.227
UCC 003500
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SRS REpoRT siciG BLE. SummRes Fotiaas:

AELC 1S 1) Exeusw imPoRTERS. Neos DOk & FRCTORY RECULBIarnS Lo/ NENT

A WORKR NG wirrty Gov'r & Uniomns rD (imiry REERA o HErTRIION £ YD RASLES oN USING-
IMPIR MEABLE BAGCS, DockZRS MRy upnT DRUMS OR CONTRINGRS.

OvR r=cescoting SHEQUp LO0KED GoopD YD EMPLOVERS' REP BUr pocsfs’ RE/
D1oNyr SsEE 7

Que mec CHRYSOritE Ri5o HAS PRORLEMS Wi FRicars SBITL/ING Durkirts SFHIPMENT
Ao So w) RAMoSirE o CLOC/DOL/yxe,

Conapinns Seem 7o Trine BY 16nOR NG THE PROBLEM 17 wii Go AwAY. AyeRs
THINKS THE DOCK ELS N 7maAp YD Srop Ail ASELESTDS SH/IPAIENTS,

UCC 003501
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UMNION CARBIDE CORPCRATION . 270PAR13!\'@ um‘?om(;‘ RK ms‘;;
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To (Name) Mr, J. L. Myers Dete May 14, 1971 1;2 /})!n .
Dlvision Mining & Metals Division inT
Locotlen P. O. Box 579 Originatiag Dept Medical Departmer:},:

Niagara Falls, New York
. Answaering letter date

Copy fo Mr, R.
Dr. C.
Mr. J.
Dr. H.

+ Byrne Subfect Toxicoloq&_:_

. Dernehl SealyiEpn

. Rawlings : . ’

. Rhodes ST ,

wE G

\'\-' CALIDR;
TY k. A

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 1ist., 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 vhere 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 1s 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 .
Bt 70 7 sreccc €
Paul W, McDaniel
Industrial Hygiene Engineer
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