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s teedor Shcony ,
- neargach plaes arhazard referred to in
“the fotice vecurred; ‘éxcept as provided °
..“below, Whete, ‘hecause of the nature of -
= the: establishment; operations, it is hot- :
. practicable to post the notice at or near
- each place of hazard, such notice will be -~

. the enforcement propedures otherwlsq; ;
cprovided, he ‘shall inform the nffected
“enmloyees and official In charge.of the "

-~ establishment of the danger and require

immediate abatement, including with-
“drawal of employees fmm the dangerous

- ~circumstances.” -

§1960.26  Notices of hasards.

+ (a). Bach agency will establish a pro-
cedure for issuing notices of hazards dis-

- covered upon inspection. Notices will de~
. seribe ‘with particularity the nature of

‘the hazard, including a reference to the
standard or other requirement involved.
The notice ‘will “also. fix a reasonable

~ time for the abatement of the hazard. A

copy -of ‘the notice will be sent to the.
official in chiarge of the establishment.
(h). It a notiee of hazard is issued as

< “a result of a request for inspection under

§1960.24(n) or & notification of hazard
under:§ 1960.24(c), a gopy of the notice

.. of hazard will also be sent to the em-

ployee or' tepresentative: of employees
who ‘tasd
{e) Kipon v

1, request ‘or netification.
iph of any notice of haz- -
Ay chargg of aa esta
snediately post sueh no-
Trersof, neditéd, at or -

amend

_posted, unedited, in a prominent place
where it will be readily observable by all
aflected employees. For example, where ©
establishiment  activities are physically
dispersed, the notice may be posted at
the location to which ‘employees report -
each day. Where employees do not pri-
-marily work at or report to a single lo-
cation, the notice may be posted at the
location from which the employees oper-,
‘ate to carry out their activities. The of-
ficial in charge of an establishment will
take stops to ensure that the notice isnot
altered, "defaced, ~or covered by other
material, e S R

(d) Yoach notice of hazard, or a copy
thereof; will remain posted until the haz-
ard hos heen abated, or:for 3 working
days, whichever.is Iater. ~

8 1960.27 Correction of hazards.

{a) The procedures fof correcting haz-
ards will include reinspection by the of-
fice of the designated safety and health
official to determine whether the corree-
tion wos made. If upon reinspection the

“correctlon was ot made, the designated
" safety and benaith official shall make this
fact.kniown to the head of the ageney for:
appropriste action, T 0
(b) If in ihe judgment of the desig-

nated gafety and health official ahate- -

ment of a safely or health hazard will
1ot he possible within 30 working days, -
the official in charge of the establish-
ment will snbimald an shatement plang to
. the desiimatad gafety and health officind
wiflx 8 ‘chpy thereof to the head of the
ageney and to the Sceretary of Labor. .
Such plan will contain an explanation of .

Y the cireumstances of the delay in abale-

“ment; aproposed timetable for the abate~

- §121.. .- ‘
"Foods Lthat have come into contact wish
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‘ment, ‘and a summary of steps being "

{ taken in the interliy4o--nrotect em- ]
jured by.the haz-
-Will be 5€nt to “expected to become contaminated with
ominittee of the *

ployees from being iAjur
ard. A copy of the gplar
the safety and heatthic
‘agency -for’ appiopriate comment. The
head of eagh ageney will inform the Sec-

~.retary of Labor, at regular intervals to
“be determined by the Secretary as to the

Progress made in carrying out the abate-
ment plan. Any changes in the abate-
ment plan will require the submission of
& new plan in accordance with the pro-
visions of this section. )

Subpart E~—Federal Agency Internal
Evaluation

§ 1960.28 Duties of Federal agencies.

Each agency shall eonduct an annual
detailed internal evaluation of its occu-
pational safety and health program. Basic
guidelines for this evaluation will be is-
stied periodically by the Office of Federal
‘Agency Safety Programs. These internal

 evaluations shall be utilized by each

ageney for the purposes set forth in the

-applicable statutes and Executlve Order
= No. 11612, a3 described in' §1960.1, and ~
shall hbe matintained and made available

by each agenty for review by the Office of
Federal Agency Safety Programs,” "

. Bigned at Washington, D.C,, this 24th

-day.of Septeruber 1973, o oy
SR Joun H. STENDER,

" [FR Doc72-20707 Filed 5-27-73;8:45 am]

- DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

" Food and Drug Administration

[ 21 CFR Parts 121,128,133 ]
ASBESTOS PARTICLES IN.FOOD AND .
_ DRUGS ' . .

" Motice of Proposed Rulemaking

The Commissioner of Food and Drugs
‘has recelved g petition from the Center
for Sclence.in the Public Interest, 1779
Church Street NW., Washington, D.C.
20036, and the Environmental Defense
Pund, 1525 18th Street NW., Washing-

‘ton, D.C. 20038, requesting promulgation

‘of regulations under the Federal Food,

Drug, and Cosmetic Act to prohibit the
adulieration of food and drugs with as- -

‘hestos. Pelitioners request that the Com-
missloner publish in the Feperal Recis-
Tre “immediately (within 30 days)” the
following proposed vegulations: /-

1. Subpart' B ot Part 123 s a.mc’ez)déd by

cadding the folowlng sectlon:’

Filiers containing asbestos,

“Albers mads Wholly or partlally of asbestos
may reasoundly be expected to hecoms o
tnmingted with asbestos pavticies which may
heinjurfond 1o health when ingested. Ac-
cordingly, any food or food additive produced,
manufactured, processed or prepared uaing
i fiter miads wholly or partially of ashestos

shall be deeined bove adulterated in v;cﬂntlou

ot pection 402(a) of tho Act, -

2. rurt 13448 amended by mldmgbthe Lot~

owlng sedtions:

~toletance for ashestos v
_intended for use
“suant-to the proposal pu
Assistant Secretary of Labor. -+ FR, 18407, and take whate ? i

; “tion the Commissioner deeirs ne 5
o eliminate contamination of food and. -

-there are many asbestos minerals, only

“olite and. - actinolite.
cndneraly differ in thelr msiallie ola<

v

§ 133._..  Filters containing ashestos.

Drugs passed through filters made wholly
or partially of asbestos may reasonahly be

tishestos particles which may be injurious to
health when Injected or ingested. Accord-

-ingly, any drug or drug tomponent produced,

manufactured, processed or prepared using a
filter made wholly or partially. of ashestos
shall be deemed to be adulterated in viola-
tion of section 401 (a) of the Act, -

§133._.._. Tale conlaining ashestos.

Talc is a naturally occurring hydrous
magnesium silicate which may reasonably be
expected to be contaminated with asbestos
particles. Asbestos particles may be injurions
1o health when ingested or injected, Accord-
ingly, it is not considered good manufsctur-~
ing practice to add tale, directly or indirestly,
85 a component in the production, manu-
facture, processing or preparation of any
drug, unless the manufacturer or proocessor
of the drug first demonstrates by appropriate
tests that the talc so used is free of
asbestos partieles. Any drug or drug com-
ponent containing tale which has not been
demonstrated to be free of asbestos particles
shall be deemed to be adulterated in viola~
tion of section 501(a) of the Act.

Petitioners also request that the Com-

missioner “immediately (within 30 days
_from - theé receipt of. th

is petition)”.
promulgate as afinal régu!

859 focd:

Prerran REGIsTER of AU

drugs with nsbestos. - o< e

A complete copy of the petition and jts .
attachments may be reviewed'nt the office |
. of the Hearing Clerk, Food and Druz Ad-

ministration, Rm. 6-86, 5600 Fishers
‘Lane, Rockville, MD 20852, during work-
ing hours, Monday through Friday.

‘The Commissioner has carefully re-. .
viewed the petition, its attachments, and -

other available information, and ‘has.

. reached the following conciusions. Each . ..

conclusion indicates the source reference’’

. upon which the conclusion is based and .
: copies of all- referenced material pre ©
:,»':availab}evfrom the office of the Hearing

Clerk,

crushed or processed, separate into floxts
ble fibers made up of fibrils. Althoush

six are of commercial: importance,

Chrysotile, a tubular serpentine minersl, -
caccounts for 95 perecent of the world's
. production, The others, all amphiboles -

(crystals with 3 groups of metations?, ars
amosite, erocidellte, anthophyilile, trem-
These  ashostos

mental content, range of fiber dinmenars,

flexibility, harshness, tensile  slrength, -
~Burface properties, and other attributes .

that determine their iIndustrinl vses anud

which may affect thelr respirability, dep- 0,
translocation -and - -

osition,. retention,  to
blologle renctivity (Ref. 1.

. Many products such as cement, flooy=
ing, shingles, pipes, filters, textiles, ete.,
contain asbestos of one kind or another. -

" FEDERAL REGISTER, VOL. 38, NO. 188.—FRIDAY, SEFIEMBER 28, 1973

“Asbestos” is a generic term for & num- -
ber of hydratsd silicates that, when
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st which the use of the prod-
the fibers, Almost all na~
+ Bber wited i the United States
Tmenufacturlag products bBecomes
iy bound within the products and
v uindergoes little petual abraston
. wfore budng dscarded, ashestos

o8 nsed In the United Siatesy,

1ea and floor tiles are in this cate-
v, Bome ssbestos-condaining produets,
v as brake Uniongs, are subjected to
§ frirtion: thelr rate of wear is cone
e, and ot times they are almost
ately worix awny, It the case of
1a linings, the application of force i3
so intense and the heat created so great
et most ehrysotile fibers ave destroyed
Ly helng converted  Into another sub-

siancg which is non-fibrous. Neverthe-

1753, &1 appreciable percentage (1 to 3

Cpantnt)  remains - as ilbrous asbestos,
" und fiber release from products such as

35 cloth, paper and sprayed fire-
§ ¢ materials is a serious source of
proission, ‘This usua:lly oceurs in densely

T wsacof such products,  and- demolition
- van be emission sources: These waste ma-

13 are ususlly disposed of withoub
~to their -potential as emission
vead, Alternate methods of disposal
sild in commingling of asbestos-
wgwastes with municipal wastes

mps find thus create a long-
iot spuree, : :

- and g lavgs percentage of the
b The amount of this ma-
vhish additionally is added to the
anient and to food and drugs by

- thin uss of asbestos fillers is not kitown.

Phevefore it is obvious that the presence

;- of asbectos in these products is only one
. small source of exposure.

Asbestos inhalation has been known to
be an occupational hazard in workers in
ashestos mines. The asbestos is inhaled
and lodges in the lungs causing the de~
velopment of g fibhrotic disease known as
“asbestosis.” Asbestosis, or abestotic

. pneumonoconiosis, was the first clearly

demonstrated adverse effect of ashestos
in man. It is characterized by a patiern
of roentgenographic changes in the hung
consistent with diffuse interstitial fi-
brosis of variable degree and at times

. with fibrosis and calcification of the

pleura; clinical changes that include fine
rales, finger clubbing and shortness of
breath, each of which may be absent in
an individual case; and Dphysiologlc
changes consistent with a restrictive lung
disorder (Refs. 2 through 8).

In these workers in ashestos mines,

- malignancies of the lung and of the body

lining tissues, namely lung cancer and

s fbers can be atlodged and vy

gdtets (necounting for most of .

fibers thus are ubiquitous i -

PROPOSED RULES

enthlloing, gcour 6t rates mrenter
sg;:}::;t%;gli x}f;»;t;mms rmt- #Q cec;upab‘himzu‘ly
v posnd, Wheve 18 6 B to 7 fold Inereass
i Tony canver i asbestos workens which
1 noted aa early w10 to 14 yeors after
el of eUposIre and 18 Si_glm{cu.)’)t ot 20
yoara (Refs. 9 through 15). Beven pey-
cant of deaths i asbestos W})rl;m-.‘; urg
cansed by plourid and 13@«1’{@911&;11 mase-
theilomn (efs, 16 through 33) This iy &
marked neroase sines this tumor is ex.
tremely vare b1 e general population,
iero 1a sugsestive evidence concerning
an neveass 1o the rate of gastrointosti-
nal malignancles asbestos workers
hef, 34, .

There is considerable evidence that
miost human lungs harbor thousands or
willions of nsbestos fihers although aost
people do not have ashestosis (Re_r:;. 35
through 37, This is due to the ubiguity
of the substance, Some of these fibers are
chrysotile asbestos, and amphiboley ave
probably: present also. This number of
fibers s relatively small in most persons
not occupationally exposed to asbestos
compared with the numbers found in the
oceupationally exposed. The systematic
spplication of gquantitative technigues,
reasuring both coated and uncoated
fibers, is needed to define a gradignt of
accunulated fibers for correction’ with
ineldence of disease, on the one hand,
and history of environmental exposure,
on the other. Ccorpe lod Ibu%

The methodology for guantification of
ashestos fibers of varying sizes is such
that the results obtgined in one labora~
tory may vary subgtantially from those
in another. An ihter-agency govern-
mental task force together with other
scientists working in this field is cur~
rently attempting to develop standard

techmology which can be applied to the

identiication and qualification of asbes-
tos fibers, ‘The Environmental Protection
Agency is currently investigating four

separate techuigues in order to establish -
“{he best method for identification, quan-
tificstion, siving and typing of asbestos

particles and fibers. At present, the Na-

technique for sampling of zir, 8 method

based on counting fibers greater than &

microns in length using phase contrast
illumination at 430x magnification with
a 4 millimeter objective (Refs. 38 and
39). This technique is currently recom-
mended for liguid materials until more
accurate and sensitive practical methods
are developed, However, as indicated be-
low, another method is proposed for
analysis of asbestos fibers in a material
such as talc.

The evidenee concerning the possible
hazard from ingestion of asbestos par-
ticles is contradictory and inconclusive:

In an unpublished study by L. M.
Swinburn (Ref. 40), ashestos particles
were fed once a week to SPF Wistar rats
for 16 and 18 weeks. The material was
administered in butter. Although the par-
ticles were of the size range known to
produce tumors by other modes of ad-
ministration, no tumorgenic effect was
noted. With a single large dose, the fibers

tile atter feeding o di

_water and dispersed evenly by th

“showed iarge numbers
SThiis mpte
Can gsbest
tional Institube for Ceoupational Safety
and Heglth (NIOSH) recommends, a5 a- vial shov
~asbestos §

“Baged on their report g study was unsder-

were totally cleared By the g
Hnad traoh g 48 notws wad N
was detected L ths snion il
e of 1 wisk, The gisie
of the rob secied Bo prov
papeier to peuetration. o

In u publistied study by W. L, Smith,
el ul. (ftet 410, hia s mnbataiued on
a dlet of 1 pereent chyysotile or arigsite
through iife had no gastrointestingl
tumors.

A report by Westl
Smith (el 48) indic
colonie mucoss 13 per

BSpint and
; thiut the rat
fod by cliiyso-
=L conlaining 5 peb-
cent ashostes for 3 muonths,

Cranningham and Pontelr: ot (Ref. 43
ard 44) injected chiysotile finers 94
and 94 x 10% directly into stomachs of
yats. Fibers were found in blood and
other organs, 4- s alter trestment.
Control rats, although having 1o ushes-
tos in blood, also had high lovels of
ashestos in tissues.

These workers found that, whereas the
tap water in Ottawa (having a filter
plant) contained sbout 2 millicn fibers
per liler, the quality of fibers in soit
drinks and alcoholic beverages purchased
in- the Ottawa area ranged from 1 to 12
millionn fibers  per liter. Even with the
technical problems of methedology, this

“geems to indicate that in sonie buverages

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 cousumption . con-

“tain substantial amounts of asbestos
fibers. :

There is some evidence that

vial. In a preli Aty cxperiment per-

"forx:ﬂed by the Food and Drug Adminig-

tration, asbestos was added to distilled
e a1
Electro:

of an ultrasonic generate
microscopy of this mo

scopic &

NMichiclzon and is colle

taken by the Food and Drug Adininistra-
tion concerning contamination of par-
enteral drugs with asbastos. Although the
data are still preliminary, the following
observations are pertinent. Parenteral
drug samples wers coliected from a num-
ber of firms. Based on phase contrast
niieroscopy, 11 of 13 samples had clear-
cutb evidence of the presence of ashestos,

one sample was questionably nositive,
and one was negative. The number of
fibers ranged froin 2 to 27 in-the positive
“specimens of variable sample sive. Using
electron microscepy, 12 of the 12 samples
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followed by final membrane type filters
(one of fhese uses asbestos filters for its
water without final Altration of
such water) ; and two firms use asbestos
filters ouly for {heir rinse wafer, without
final fAltration. ‘ L

The prefiminaty yeport of these studies
s on display ab the Gifice of the Hearing
Clerk. Any other seientific data in this
regard ghould be submitted to the Hear-
ing Clerk. -

Certain paventeral drugs, such as hlood
fractionation products, may be filtered
several 'thncs through - ashestos filters.
Thus far, it s not known with certainty
whether the more viscous produets cotld
bhe successiully processed through ter-
minal membhrane filters without com-
promising safety,  identity, strength,
quality or puity. The precise effect of
ashestos pad filtration. on removal of
PYTOLENS (Ref, 46 and 47 is not oM~
Pletely - known. at the present time.
rand and Drug Adminis-

ing the indosty for
‘onanrning the vee of asb=’
A0 3

studics of ashestos have {nvolved inhala~
tion of fibers so as o gimulate coeuba~
tional exposure, several apudics have beel
perfermed to nvestigate the effecty of
parenternl mnoeniation of ashestos fibers.

JIn 1958, aehmihl (Ref. 48) reported that
- jmplaniation

of asbestos fibers and
crumbs in either the subcutaneous tissue
or in the peritoneum lead to the develop-

~ment of malignant tumors (sarcomas)
in 11 of 30 yats which survived longer .

thon 15 months after such implantation.

Roe and his colleagues (Ref. 49, 50, 51)

have performed a number of studies in
which asbestos fibers were injected sub-
cutancously (Ref. 49) into the flanks of
mice. In the first experiments, crocido-
Jite, amosite and chrysotile ashestos fi-
pers were used and each animal was in-
jected twice “subeutaneously |
flahks with 10 milligrams of fibers in
gnline with an interval of five weeks be-
tween tho injections. Seven of seventy-
one mice which survived 40 weeks OF
more developed injection site tumors. In
addition, one mouse developed 4 meso-
“thelioma of the peritoneum underlying
the injection. site. The injection silte
sareomas WwWere produced by all three
types of fibers. m addition, Roe et al
(ef. 49 showed that the ashestos fihers
were widely disseminated from the local
injection sites potng. deposited yvather
soloctively on the serosal surfoces of tho
abdominal organs and. the vetroperi-
toreal sbruckures 28
cavdinm, dlapliragio, pleura and adjd-
cent parta of the lungs and nieart, These
quriaces veacted vigorously 10 the
prezence of the axhestos hers and in 10
of 11 mice, malpnant mesotholiomas ©
{he thorax and/or ahdomen developed.
oa later shudy (1of.
et al showed that, aiter gubcutaneous
injertion uf ashestos fibers In mice, fibers
could be found to have dis;;cmhmwd to
regional and distant Iy niphnodes, spleetl,

Lot e T S i T LR TS FHn S IR PR e R R

{te of this survey will .
be incot porated in the public record. ’
major. experimen Lol

well as on the peri~.

51) Kanszawad :
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“kidneys and occasionally to brain tissue
suggesting that some ashestos may enter
the circulation.

Thus, there 18 experimental evidence
that parcnteral administration of ashes-
tos fibers may lead to wide dissemination
of such fibers In animals and to the de-
velopment of local malignant tumors as
well as malignant mesotheliomas of the
pleura and peritoneum similar to those
that occur after inhalation of asbestos
fibers.

The problem of asbestos in the total
environment, . to which the woridwide
scientific community is addressing itself,
ig very compiex. The Environmental ¥ro-
tection Agency has published in the
FEDFRAL REGISTER of April 8, 1973 (38 R
8890) national emission standards for
ashestos ailling and manufacturing

- based on the determination that asbestos

is » hazardous air pollutant. This stand-
ard has been developed despite the fact
the EPA also recognizes that a “gtand-

ardized reference method has not been.

devoloped to guantitatively determine
the content of ashestos In 2 material.”
The presend stats of this problem is
suminarized by the report of 5 committes
prepare
sored by the Trtemationnl AgENcy for
“Pesesrell ont concer (Ref, 52). The Food
and Drug Administration’s review of this
report indicates the {following aress of
further resenrch axe necessary:

(1) Furtler epidemiology, particniarly
with respect to past cxposure to asbestos
‘gnd cancer of sites other than lung,
pleura, and peritoneum.

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

() Investigation of whether reduc-
tion of ashestos exposire in lungs below
fhose causing asbestosis abolishes excess
yisk of carcinoma.

(¢) -Investigation of evidence of an in-
crensed risk of cancer resulting from as-
hestos i water, beverages, food, oY
Lquids used for {he administration of
drugs. '

() Development of methods of quan-
titative assessment, size ansalysis and
;charm?tcrimtion of particles and fibers.
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Hhedt, T i and T C, ‘Hm;mmna G

3 vmm\ rdAmd, }uiv lhmm 58 .

dngham, H. M, and R, Pontefract:’

v Industrial Chemicsls -
oj the.

Cmulgate g In;@} regulation for tale under
§ 121.2000 as socon eier-

,jfl me I)ig’ﬁ::"'_
f'e,‘ 245 ébu“':‘u;},
" '.Belaw,, 28 part of s
earlier proposal mwn ch no methodolory
B5I0TI8E cot .
cludes thab a final regulution for tale.

helial 'Tissues and Induction of Mes-

ng‘%‘i}’ﬂ £ RULES

B4, up“m,g, ot the Advigory (‘)nmmittnc on
Anbeitons Ut bu Wi Ditector of the Tn.
“tonntiona) Apcacy JoF Feicare hon Unnoer,*
Brie. & Paduate, 8o, $00GE-180, 1805,

Thie Contnivslongr recogaizes that 1 1y
Hot pudtlo b ellwinuts sll sonrces of
tos contact with mmi and dxugn.

. 1 ?

o TvT o ey -
mxi;{nlx yrahy nl(miu{s v,‘lcma 1us ed in ihe
manutaciure of food and drugs, and s
found in some substadees, notably wuter
und tat, wed n the manufacture and
rocessing of food and drugs, Neverthe«
less, the Commlssioner also recoghizes
that asbestos Nbera periorm no functional
purpose in tule and are on unnecessuiy
contarninant, It is thuoforelxea sonable
to yequlre precautions to be taken e
Tanuiacure of rood and drugs, as part of

rood manufseturing practices, to assure

that the meunt of usbestos fibers

Biy,
! ronciuded to take the follow-
ing netion:
1. Iin view of the demonstrated hazard

in animals <
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 drugs shall utilize either a non-

asbestos-containing or non-fiber-releas-
ing filter such as a membrane filter or, if
an asbestos-containing filter is neces-
sary, shall also utilize an additional non-

asbestos-containing or non-fiber-releas~"
Jing filter such as a membrane filter to
reduce asbestos fiber content to the min-

imum level feasmle unless such a s

2. The Commlssxoner intends to pro—

5 . AGC
thcatmn of the

was specified. The Comra

under Part 121 cannot be promulgs
until a repreducible and accurate methed
can be specified for compliaiice purposes

3. The Commissioner is also preposing
-that &ny tale used in the manufacture or

processing of drugs meet the specifica-
tions for this substance that will be im-
posed by § 121.2006.

4. The Commissioner realizes that the
issues raised in this notice are complex
and have widespread ramifications, Coin-
ment is requested on all aspects of the
public health significance of ingestion

and injection of asbestos fibers. Since
adoption of any new filiration require-
ments may require use of additional
equmment comment on the availability
of appropriate equipment, the need for
use of asbestos-containing fiiters as con-
trasted with filters which contain no
asbestos, and the time needed to ob-
tain and begin using - non-ashestos-

containing final filters such as mem-

Sy
23

Ceomptinnes can be

Aet (seos.

from injection of asbestos .

118 propoved

brang fitters, 15 ol veguestes

ment o nelhods of gan
ssypaent, sive abulyols, :g
Saeterisation ol pastleles um
egsentinl i orter  to develon :
methiods o wh "L}z ziccu“m, and faip
sed.

f;uﬁ to provisions of

Therefore, pUrst
the Federal Fuoﬁ g, and Conn
402, G2, 0L, by & ;t wﬂm
1047, ns mncnded, 1050-1051, as o
1066-10506, s amended; 21 U’
352, 371y and under uuth:mf VL
to bim (21 CFL 2.120), the (‘mmw
of Pood snd Drugs proposey to aner
Title 21 of the Code of Fodurad ozl

tong ag follows:

1. In Part 131 by smending § 121.101
Y8y by alphebetically adding to the
Lable o new jtem and in paragraphs ()
and (1) by revising the entry for “mlu’,

to read as follows: ]
§121.103 ‘sulnt«nu\s that uve g,,oncrdly
recognized as safc.
* " ® : PR . -
(d) * ¥ %
Produet Tolerance . Limitations or
. resitictions
- * . . Toe »
8) Miscellaneous - .. ._....L..
and/for genoral
purpose food
additives. - - - L
* . * LI * Lo

Tale (free of asbestos
fibers as deter-
mined in
§ 121.2006).

......... w-e TN eliewing gum
. base and as 4o
antisticking sgent
informs used in
motding food
. shapes.

H L. . L . »

(h) L L R 4
Tale (free of asbestos fibers as detemuned
in § 121.2006)... g

# . * t' ¥ 4
(1 % % % D
Tale (free of asbestos ﬁbar% as dctenminnd’
in § 121.2006). ! '
s R *‘ 2 S
2. T Part:121 by ‘\men
by adding tle folix:‘.u." z’
§ 1202006 Tule.

ta) Tal ale i3 3 n,ttgu'ail\
hydrous magnesium silie am
a prior sanction for use in cova i
ished rice. It is found i natural deposits
that may be contaxmna*ad with ‘mbu,tw
fibers. )

(1 Good manufacturing practice re-
quires that tale be fres from asbestos
fibers to the maximum extent - prac-
ticable. Accordingly, any focd or food-
packaging material containing tale that
is not free from asbestos fibers as deter-
mined by the method set out in para-
graph (¢) shall be deemed to be adul-
terated iu violation of Sﬁctlm 402(a) (1)
of the act.

(¢) The following method sh'xll he
used to determine compliance mth this
seclion:

iz
to
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(1) TThe various kinds of asbestos are

. distinsuished from talc and from each -
by their refractive Indices, other

optical crystallographic properties, and
moiphiclogy &8 determined with a polar~
izing microscope (Methods of the Asso-
ciation of Ofiicial Analytical Chemists,
1ith Td., 1970, Sections 36.541--36.543,
p. T17-421) 2 Tale occurs mainly in the
form of thin plates, which may appear
fihrons when scen edgewise in micro-
scopic view. Beta and gamma indices of
tale vary from about 1.575 to 1.590, beta
being very- close to gamma. All of the
principel ‘refractive indices of chry-
sotile are less than 1.580. Chrysotile
asbestos is therefore distinguishable
from fibrous looking tale particles in a

© 1.574 refractive index ligmid and the

other five amphibole types of fibrous
zcbostos Trom tale in o 1.530 refractive

-+ index Hquid, The table'of ontical erystal-

paphic proveriies’ for tale and the

indices - which are
syed 1 these minerals,
ios Ay hiave indioss.

sremimb of optical prop-. . T
& in the table, particles idene .

e T

(2) Weizh out 1 milligram of a repre-
sentative portion of talc on each of two:
microscope slides. Mix the tale with a
needis to spread evenly over the suitable
aren on one slide with a drop of 1.574
rofractive  index lquid, and then the

other with 1.590 liguid, and place on each

" squars or rectangular cover glass suffi~

ciently large so that the liguid will not

run out from the edge (ca. 18 mm.

square) and will provide a uniform patr-

ticle distribution. Fibers counted b; 5
A h N

or b am or greate
—
or 1ess, cotng and

73 e number asnestos fibers

3¢
" found in each 1 milligram as determined

from a scan of hoth slides with a polm’iz—_
ing microscope at a-magnification of ap-

* proximately 400 X. In the 1.574 refrac-

tive index Houid, chrysotile fibers with
indices less than 1.574 in both extinction
positions may be present; in the 1.590
vefractive index lquid, the other five

amphibole types of asbestos fbers with

jndlses exeecding 1590 in both extinc-
tion positions may be present; Cheek the

‘extinelion and sign of. elongation for

tentative identification.  For specific

" jderdification of asbestos fibers, make ad-

ditional mounts in appropriate refractive

©index liquids, and refer to the optical

crysiattogrophic data In the table. O
10t Juore thon 1060 azqphibo

1 Coplen may bo obtained froms B

‘seaociation of Ofcial Analytical Chemists
7 p.0, Box BA0, Ponjazoin FrankHn Station
SIWashington, DC 20044 I :

wingrals in ‘subparagraph (3

gher or Iower, For -

A < v this metihod should be at-least -
B um or longer. : C

T A S S DA NI s SR

PROPOSED RULES

limit for the preserice of these asbestos at least 99.99 percent free of chrysotile

SU.
purivy o

¢ at least £9.9 percent free

asbestos fibers.
(3) Optical crystallographic charac-

of amphibole types of asbestos fibers and teristics of asbestos minerals and tale:
‘ FxAMPLES OF REPRACHVE INDICES (n)

Bubstancs na

ng ny Xxtinction Elongation

ACt0OMED. —rererenmmeeeana et 1.614

1, 6156-1. 655
AMOSIte . toiiiiam e it el e 11,663
Anthophyliite

1.625-1.665 164~

1.630 1.641 Inclined.....cocoomenns Positive.
1. 68

Positive.

1. 635

§ 133.6 Components.

P . * . *

() Tale {s a naturally occurring hy-
drous magnesium 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 tale.
Accordingly, any drug, drug ingredient,
or. drug packaging material containing
iale that fails to meet the specifications
of paragraph (¢) of §121.2006 of this
chapter a8 determinegd by the method
set - out In that parggraph shall be
deemed to be adulterated in violation of
seetion 801(3) of the Act. .

4. By sdding the following new para=-
groph (O to §133.8 to read as followa:

§ 1528 Production and control proce-

dares

< . . . )
(1 Use of ashestos-containing filters:
wilters wsed In the mapufacture of o
punz-m.eml deug or parventersl drug in-

- predisnt shall not refease fibers 1nto such

products. Hogdshestos-contalning op fl=

1,633 1.652 z
Chrysotilo . .oovumennaans et 1.403 1.504 1.617 Positive.
T 1. 508 1.512 1522 ...
1, 520-1, 659 1,530-1. 564 1,537-1.567
1,68 “1.64 e eam 1.54 -1.55 :
1.542 comremcemmnaana 1.5585 ’
1,542  1.543 (calc.) 1. 855 .
1. 546 1. 850 1. B57
L 546 1.657 1.557
1. 660 1660 oo -
1695 oo Negative.
1.6u5 1,607 oo -
- .69 1.700 1,703 e ccae—e
Talo.. 1.633-1.545 o T 1. 57&1.??42 Parallel or 2°or 3°._._ Positive.
 Tremolite. .
4
tntn : o f S :
2 : : i .
3. In Part 133 by adding the following = ber-releasing filter may be used in ths
new paragraph (1) to § 133.6 to read as - manuiacitre ol a paten o~
follows: : rug Ingrealent unless [ )

g filter.

a0 aaditl ?
or non-fiber-releasing filter such os a
membrane fllter shall suhsequently be
used to reduce the content of any gohos-
tos-form particles in the drug or diug in-
gredient. Bvidence for reduction gt bo
based on the use of the metheds de-
seribed - in- “Criteria for a Hoeome
mended Stoandard-—Qccupational Eups
sure to Ashostos,” Report of Review Com-
mittee, Nationnl Institute for Qeccus
tional Safety and Health, Publication Ne,
HOM 72-100687 (1972 .2 Uz of an ashad

o t24 H “ y ~

of & yion-ashe 3

Wi b g,

¥ Coptes may he thtalned from:
Buperd et of Doonny
U A, Government Printing Ofica
Washington, D62 303103
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ay, on oy ¢
Bl witly the Heoxlay
4. and Deug Admdalstration,
-84, 5800 Pishiers Lane, Rockeiile,
CaEest o writben comments (Brofeps
Ay by quitbupteats) regarding the Ditw
ton and the Commissloner’s proposal.

spondd ey b2 peeompanicd by o
{on o brief dn supporg thereof,
peiition, backpround informution e~
d bo in this proposad, and comnenty
vid Y be seen in the above offten
working howrs, Rionday through

Y, o .
tiuled September 24, 1973.
U - AUM. Scuupr,
Commissioner of ¥ood and Drugs.
¥ D0c.T3-20711 Filed 9-27-73;8:45 am)
Sucial and Rehiabilitation Service
[45CFR Part 221 ]

. FAMILIES, CHILDREN, AGED, BLIND, OR

DISABLED INDIVIDUALS
Service Programs; Corraction

PR Doc. 13-19242, published at page

24872 In. the issue dated Monday, Sep-~
winker 10, 1973, is corrected by changing:
1, ‘The number “233"” in item number
two. of the preamble, ffth line, to
B R
2. Whe code desighation “221.6(a) (3)
{37 i item number two of the preamble,
b line, to “221.6(c) (3) i) )
3. The code designation “211.6(a)(3)
fly” in item number hree of the pre-
2, Tourth line, to “221.6(e) (3) (i) s

line, t6 “221.6(0) (3) (vi) 7,
de desizution “211.70 » in
i £ iiie preamble, fourth

wven of the preaanble,
L 221800 (D P

4
in the words of Issuance, number three,
fiegt line; and in § 221.6(a) (3) itself, first
e, to“221.6(e) (3)7;
¢ ‘The number “8” in §221.6(a) (4),
{now corrected to § 221.6(c) (4)), fourth
line, to “6"; and .
9. The word “secured” in § 221.9(b)
5), fourth line, to “secure”.
Approved September 24, 1973.
Tromas S. McFeE,
Deputy Assistant Secretary for
Management Planning and
Technology.,

IFR D0, 73-20726 Filed 9-27-73;8:45 am]

DEPARTMENT OF
TRANSPORTATION
Federa! Aviation Administration
[ 14 CFR Part 71 ]
{Alrspace Docket No. 13-Gl~44]
VOR FEDERAL AIRWAYS
Propased Alteration

The Yederal Aviation Administration
(FAA) fg considering an amendment to

4. 1The code designation “211.6(n) (3)
i iternumber four of the preame-

ablon “211.9() (37

le destgnation “221.6(g) (3)”

PROPOSED RULES:

Parvt 71 of the Federal AV!:‘IHKHI'Hﬁguu
Intlons bhot wonld alter sovernl VG
Pegeral adrways i the vieiulby of. ¢
eawo, TH, due to the plahned desormnmis.
stonisiy of the Waperville, 1L, Vi,

Intevested persons may participate 1
the proposed rule muoking by Bubtilbtiyp
stch - weltten data, views or are Wheits
08 they maoy degire, Communicy tions
should identify the airspace doelket Nitim=
ber and be submitted in tripieate 19 the
Wirecior, Girent Lakes begion, Altention:

Chief, Ate "traffie Division, ¥Federal Avig.

tHan - Adminicteation, 9300 Tast Devon,
DLes Plataes, i 60018, All conmmuniea.
tions received on or before October 29,
1973, will be consideved before action ig
tuken on the proposed amendment, The
proposad contatned in this notice gy be
changed In the light of conitnents
received.

An official docket will be avallable for

cxamination by interesled persong at

the Federal Aviation Administration,
Oifice of the General Counsel, Attention:
Rules Docket;, 800 Independence Avenue
SW., Washington, D.C. 20591. An infor-
mol docket also will be available for

- examination at the office of the Regional

Alr Trafiic Division Chief.

The proposed amendment would:

1. Realign V-6 from Cordova, I, via
INT Cordova 087°°L(083°NM) and DiuPage,
111, 255°T(253°M radials to DuPuge,
Prom the INT of Chicago Heights, 111,
358°T(356°M) and South Bend, Ind,
271°T(QTI°MD radials to South Bend.

2. Realign V-8 from Cordova, I, via
INT Cordova 087°I'(083°M) and Joliet,
Iii., 291°T(285°M) radials to Joliei,

3. Realign V-9 from Joliet, 1t via INT
Joliet -320°(397°M) and Milwaukee,
Wis., 209°T(207°M) radials to Milwau-
kee, . i

4. Designate new VOR Federal Airway ..

V-9 west aiternate from Pontiac, 11, via
INT Pontize 34597(349°M) and Milway-

kee, Wis,, 2007 (207°M) radials to Mil- S ol -
C T S Administration, 150

waukee., ’

5. 8. Realign V10 from Plano, 111, in-’

tersection direct to (%

Cug0, G'Hare, TH.
) thiat portion of V10 which
Hes bebween Plaio Intersection ond Niles,
TiL, intersection. :
6. Delete that portion of V-10N which
lies from Naperville vig Neptune, ind,
intersection to South Bend,

1. Delete V-97 from Chicago Heights,.

1., via Joliet, 1., to Woodstock, -I11.,
infersection. '

8. Realign V-87 from Northbrook, I11.,
direct to Janesville, Wis.

9. Realign V-100 from Rockford, 111,
to Northbrook, M., via INT Rockford
030°TO71°M) and Northbrooks 252°T1
(290°MD) radials. :

10. Delete V-118 from Joliet, IIl., to
Neptune, Mich., intersection.

11. Delete V-116S from Waperville, 11.,
via Grand Beach, Ind, to Keeler, Ind.

12. Realign V-177 from DuPage, I11.,
direct to Janesville, Wis.

13. Delete V-218 from Rockford, 111,
to Keeler, Mich.

14. Realign V-227 from Pontiac, 111.,-

direct to Rockford, 11,

15. Realign V-429 from Joliet, 111, via
INT Joliet 351°T(349°M) and DuPage,
I, 185°71(183°M) radials, to DuPage,

The Foperyitl
sioned aboub Juns o
reised cust of less
perville slle, and she £

efiect that buildings plug
{

Vicing-

ture. Bome of ths alvwess 0 this
By would be realinned viu Dutase
of Mapoirvilis, :

This nrnendment is propossd unde
aubhority of See. 20703 of ihe ¥e
Avintion Act of 1958 (46 D& 13482
and See. €(cy of the Departioent of
‘Transportation Act (49 USCL 165500) ) .
Issued in Washington, D.C., on Septein-
ber 20, 1073,

CHanres H. Newrpor,
Acling Cidef, dirsuace and Air
Trafic Keles Division.
[FR Doc.73-20403 Filed 0-87-75:8:45 am]

[ 14 CFR Part 75 ]
" [Alrspace Docket No. T3~WE-10]
AREA HIGH ROUTE
Proposed Alterziion

The Federal Aviation Administration
(FAA) is considering an amendment to
Part 75 of the ¥ederal Aviation Reguls-
tions that would realicin a segment of
J-938R  from Reno, Nev,, to Maple,
Calif,

Interested persons may paticipate in
the proposed rule making by submitting
such written data, views or argitinents e
they may desive. Communications should
identify the airspace dockei niinber and
be submitted in triplicate to tie Dirce~
tor, Western Region, Atta :
Afr Traffic Divigisn, F

% n
R
vard, ¥.0. Bax 03447
Center, Yo

An ofiicial docket will be available yor
examination by interested Bersous at the
Federal Aviation Adminis tion, Olics
of the General Ceounsel, Atiention: 1iules
Dacket, 806 Xndependence Avenus SW.,
Washington, Tn.C. 20591, An infornial
docket also will be availabie for examina-
tion at the office of the Regional Air
Traffic Division Chief,

As part of this proposal relates to the
navigable alrspace oulside the Uniied
States, this noetice is stibmitied in econ-

Lsonance with the ICAG International

Standards and Reeommended pre
Applicability of Interna
ards and Recommended Pr 203 by the
Alr Traflic Service, ¥4 &, in s outeide
domestic airspace of the United Sintes
is governed by Asticie 12 of and A
11 to the Convention on
Civil Aviation, which pertal
establishment of air navigation
and services necessary to promo

wl 1ud-

g thwe
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