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7 lishmient j
T Heeor & cony Ahersod, tnedited, at or:
- hear gach plaee s hazard: veferréd to in
“the notice pucurred, éxcept os provided
-Tbelow. Whete, ‘hécause ‘of the nature of -
- the: establishment; operations, it is not..
- 'practicable t¢ post:the riotice dt or near
.. each place of hazard, such notice will he .~ .
. posted, unedited, ih "a ‘prominent place
where 1t ‘will be readily ‘observable by all
aflected- employees. For example, where "
establistirent . activities are 'physically -

the ‘enforcement propedures otherils

establishment of the danger and require
immediate -abatement; including with-

. ~drawal of employees from the dangerous
- reircumstances.y LT ~ L

1960.26 Notices of bazards.

- (2) Fach ageney will establish a pro-
cedure for issuing notices of hazards dis-

" covered upon inspection. Notices will de-
. scribe ‘with particularity the nature of
the hazard, including & reference to the

standard or other requirernent 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 charge of the establishment.
(h). If a notiee of hazard is issued as

“a result of a request for inspection under

§1960.24(a> or a notification of hazard

.- under §1660.24(c), a copy of the notice
+.. of hazard will alzo be zent 4o the em-

ployes or tepresentative’ of  employees
who tasde

immediately post such no-

dispersed, the notice may be posted at

the location to which employess 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 ensutre that the notice is not
altered, ‘defaced, “or covered by other
material, L S o
(d) Yach notice of hazard, or a copy
thereof;, will remain posted until the haz-
ard has been abated, or for 3 working
days; whichever. s Iater. ~

8 1960.27 Correction of hazards. - o

(a) The procedures for correcting haz-
ards will include reinspection by the of-
fice of the designated safety and health
official to determine whether the correc-

tion was unade. I upen reinspaction the

correctlon was not made, the designated

" safety and benlth official shall male this
fact known to the hidad of the agency for-
Cappropriste action. T

(b) If in the judgment of the desig-

nated safety and health official abate-

ment of a zafety or health hazard will
not he possible within 39 working days,
tha official in charge of the establish-
ment will subiald an shatement plan to

. the destrmatad gafeby and health official
with a copy thercof to the bead of the:

azeney ‘and to the Seccretary of Tabor.

-~ Such plan will contain an explanation of
T the cireumsiances of tlhie delay in abale-
“ment; 8 proposed lef:tame for the abate~ -,

R

provided, hie shall inform the aﬁecfegé\
= employees” and official in charge:-of the"

- Federal Agency Safety Programs.

Cadding the following sectlon::

8121 .o ‘
"Foods Lhat have como Into contact with

- PROPOSED RULES =~ -

‘ment, ‘and a summary of steps being-

-taken ‘in the interliy4o--nrotect em-

ployees from being"#ijured by.the haz- -
ard. A copy of the glan.will be $ént to Texpected to  become contaminated with
the safety and hesit mmittee of the *

‘agency -for’ apptopriate commént. The
head of each 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 ageneics.

Each agency shall conduct an annual
detailed internal evaluation of its occu-
bational 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
“agendy for the purpeses set forth in the
C.applicable statutes and Executlve Order
. No. 11612, as deccribed in' § 1960.1, and

shall he maintained and made avoilable

by -each agenty for review by the Oﬂice qf

. Signed at Washington, D.C., this 24th
day.of Septernber 1973, e
L " “Joui H. SrENdER,

" [FR Doc73-20707 Filed 5-27-78;0:46 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 Proposecd Rulemaking
The Commissioner of Food and Drugs

“has recetved 8 petition from the Center
- for Sclence in the Public Interest, 1779
Church Street NW., Washington, D.C. K

20036, and the Environmental Defense
Pund, 1525 18th Street NW., Washing-

‘ton, D.C. 26036, requesting promulgation -

‘of regulations under the Federal Food,

Drug, and Cosmetic Act to prohibit the
- adulieration of food and drigs with as- -
“hestos. Petitioners request that the Com-

missloner publish in the FEbErAL Recis-
TER “immediately (within 30 days)’ the
following proposcd regulations: &

1. Subpart B ot Part 121 is a.mc’:ndéd by

Filiers containing ashestos,

“flsers mada wholly -or partlally of asbestos

L may reasouably be expected to becoms Cone

taminsted with gshestos particies which may
heinjurtcud o health when ingested. Ac-

Leordingly, sny food or food additive prodiuced,

manufuctured, processed or prepared \‘m;np;
i fiter mnds wholly or partially of ashestos

i ahall be daemied bobe adultorated in v;cﬂntlou

ot poction 402(n) of the Act, -

2. rurt 13348 amotuted by mldmgbthe Lot~

owlng settlonns; -

from “the receipt of  this' pati
- -promulgate as a‘final reguldtion a
~tolsianee for ashastos particies in

“suant'to the proposal

" FeorraL: REGISTER 0f AlUris -
~ FR 16407, and take whatever olticr aew o+
‘tion the Commissioner deeins neg '
1o eliminate contamination of

" Assistant Secretary of Lebor, .

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

§ 133._..  Filters containing ashestos.

Drugs passed through' filters made wholly
or partially of ashestos may reasonahly he

fishestos particies which may be injurious to
health when Injected or ingested. Accord-

-ingly, any drug or drug component produced,

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

§133.___ Talc containing ashestos.

Talc is a naturally occurring hydrous
magnesium silicate which may reasonably be
expected to be contaminated with ashestos
particles. Asbestos particles may be injurious
1o health when ingested or injected, Accord-
ingly, it is not considered good manufsctur-
ing practice to add talc, directly or indirectly,
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 -

ifibended for useas g fogd 'a,éaéiﬂwé,,};

; silsheq in the

drugs with asbestos. -

A complete copy of the petition and its |

493, 1972 (AT

S S
band L

attachments may be reviewed nt the office

ministration, Rm. 6-86, 5600 Tishers

. of the Hearing Clerk, Food and Drug Ade:

‘Lane, Rockville, MD 20852, during work-

ing hours, Monday through Friday.

‘The Commissioner has carefully re- .
viewed the petifion, its attachments, ang

other available information, and has.

reached the following conclusiens. Eaeh

conclusion indicates the spurce referenge
. upon which the conclusion is based and =
ccopies of all referenced materisl pre ©
~avallable from the office of the Hearing ‘

Clerk,

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

-there are many asbestos minerals, only

six are of commercial importance,

Chrysotile, 2 tubular serpenting mineral, -

*

caccounts for 95 pereent of the world’s
. production, The others, all amphiboles -

(crystals with 3 groups of metallons?, are
amosite, erocidolite, anthophyitite, trem-
These  ashestos

“Asbestos” is a generic term for s nume- -
ber of hydrated silicates that,” when

mental content, range of fiver dlanaters,

flexibility, ‘harshness, tensile -strength,

that determine their Industriat vses and

~surface properties, and other attributes .

which may affect thelr resplrabiiity, dep-

esition,. retention, i
blologie renctivily (Ref. 1.

translocation -and - -

Many products such as cement, fioor-

ing, shingles, pipes, filters, textiles, ete.,

contaln ashestos of one kind or another. -
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eat vaviatlons among sueh
Coarehs with vespook Lo the ehances of
¢ retense duning the use of the prod-
v Hielihood of such Qboy yolense
wedominantly on the

guers can be dlslodged and oi
st which the use of the prod-
X the Qbers, Abmost sl pa-
o Hber uded in the United Sintes
sanufactoriog  products becomes
t bound ‘within the producty and
p uinderoes little petual abraston
slora buing disearded, Ashestos

ga nsed In the United Siatese,

e and floor tiles ave in this cate~
v, Bome asbestos-coutaining produets,
v s brake Hniongs, arve subjected to
g frirtion: thelr rate of wear is con-
e, and ot tlmes they nre alosost
jately wornr away, In . the case of

LraRi

a0 intense and the heat craated so great

et most ehrysotile fibers ave destroyed
Ly belng converted - Into another sub-
siapcg which is non-fibrous. Neverthe-
1753, &1 appreciable percentage (1 to 3

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

i 1 materials is a serious source of

groiszion. ‘This usually cceurs in densely

populated avens, Mg =
tyvaciag d . ) iy

sment and g .
“Bolid wastes produced during manuy-
faciire of asbestos-containing products,

.Cwwacof. sueh products, and demolition
'+ ¢an be gmission sources: These waste ma~ -
1 are tsually disposed of withoud

2

ard 1o their: potential as emission

vesult In commingling of asbestos-
ainieg wastes with municipal wastes
g dumps nd thus create a long-
s iot souree, : e

- and g lavgs percentage of the
st
vhizh: addilionodly Is added to the
ament and to food and drugs by

- thin uss of asbestos fillers is not kilown.

rPhevefore it is obvious that the precence

;oo of asbestos In these produects is only one
. small source of exposure.

Asbestos inhalation has been knowrt to
be an occupational hazard in workers in
ashestos mines. The asbestos is inhaled
and lodges in the lungs causing the de-
velopment of o fibrotic disease kncwn as
“asbestosis.” Asbestosis, or abestotic

. pneumonoconiosis, was the first clearly

demonstrated adverse effect of asbestos
in man. It is characterized by a pattern
of roentgenographic changes in the lung
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

with,

orodeets (econniing for most of -

yocd, Alternate methods of disposal

fibers thws are ubiquitous i -

The smount of this ma-

PROPOSED RULES

ot 01364y Ernntly _&t Tﬂte& m"’ﬁ‘t‘e.’?
i&;:}::;t%;gﬂ o : ung: ot #o otehbationally
evposad, Where 18 8 B to 7 f‘?}d fnerenss
11 Tung cancer in asbestos workers which
1 noted i early o 106 to ldz"ymm after
vnset of exposure and 15 SggillliEC:x.)')t at 20
yoara (Refs. § through 15). Heven pey-
vunt of deaths In aobestos workers uro
einseid by plourid and 1361’1.‘13?1161.11 IR
theiloma (2eta, 16 throush 33) CChis is o
ke toepuase sines this tumoyr s £X~
fremnely vare i the general populativn,
iero fn supsestive evidence concerning
A inerease in the rate of gastrointosti~
nal maticpancies i asbestos workers
(hef, 34, .

H’E’{wﬁa ie considerable evidence that
miost human lungs harbor thousands or
wiliions of asbestos fibers although taost
people do not have asbestosls (Refs, 35
through 37). This is due to the ublquity
of the substanee, Some of these fibers are
chrysotile asbestos, and amphiboles are
probably present also. This number of
fibers is relatively small in most persons

“uot occupationally exposed to asbestos

compared with the numbers found in the
oceupationally exposed. The systematic
spplication of quantitative techniguecs,
reasuring both coated and uncoated
fibers, is needed to define a gradient of
accurnulated fibers for gorrection” with
incldence of disease, on the one hand,
and history of environmental exposure,
on the other. C(corpre lot Ibu%

The methodology for guantification of
ashestos fibers of varying sizes is such

that the results obtgined in one labora~
tory may vary subgbantially from those -

in another., An inter-agency govern-

mental task force together with other ~

scientists working in this fleld is cur-~
rently attempting to develop :standard

-technology which can be applied to the
identification and quelification of agbes-

tos ficers. The Environmental Protection
Avency is currenbly investigating four

separate techuigques in order to establish -
the best method for identification, quan-

tification, siving and typing of asbestos' -
an as

particles and fibers. At present, the Na-

tional Institute for Ccoupctional Safety’
and Tealth (NIGSH) recommends, a8 i

technique for samplinig of zir, 8 werthod

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 tale.

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 the 2

“showed inrge numnbers of ¢

T stopic ¢ ien of ths
criad shio sgde i Iy

enteral drugs snd found a0
“:Basged on their report & study

N
AL S

weires t,nté.l‘ly cleared by th
il fraoh do 48 hons L
s deiod
ead of 1w
of the rat
puprier to pendtl )

In n published study by W. L. G
el al. (et 41, hanwtars mwaintaiued on
a diet of 1 poreent chrysotile or aiosite
through dife had no pastrointestingl
tumors. -

A repoit by \’VC{B-‘.I
Smith (gtef. 42 indic
colonie mucoss, 18 Den

wned bo provide an
Lo,

Falith,

ake, Hpint snd
tey thiut the rat
Lo by clinyso-
{ conlaining 5 pei-
cent ashostes for 3 months,

Conninghom and Ponlefract (Ref. 43
and 44) injected chrysotile finers (9.4
and 94 x 10% directly into stoaiachs of
yats. Fibers were found in blood and
other organg, B-4 days after treatment.
Control rats, although having no ashes-
tos in bloed, 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 liter, the gquality of fibers in soit
drinks and alcoholic beverages purchased
in-the Ottawa area ranged from 1 to 12
millionn fibers per liter. Bven with the
technical problems of methodology, this

‘geems to indicate that in somie baverages

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. g
There is some evid
filters 1
gl In- a prelirur
ormed by the Food and Drug Adminis-

tration; ashestos was added. to distille

of an ultvasonic generator. Eiec

microscopy of this . ma

1al was then 0
filter, and

~asbastos | 5.

son and his coll
ted o number of ¢

Nizhno
investis

&8
was uniders
taken by the Food and Drug Adiainistra-
tion concerning contamination of par-
enteral drugs with asbectos. Although the
data are still preliminary, the following
observations are pertinent. Parenteral
drug samples were coliected from a num-
ber of firms. Based on phase contrast
niieroscopy, 11 of 13 samples had clear-
cutb evidence of the presence of ushestos,

one sample was questionably positive,
and one was negative. The number of
fibers ranged frows 2 to 27 inthe positive
“specimens of variable sample sive. Using
electron microscopy, 12 of the 12 samples
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followed by final membrane type filters kidneys and occasionally to pbrain tissue 8. Soper, W. B, “Pulmonary Ashestosis: A
(one of these uses asbestos filters for 1is suggesting that some sshestos may enter report of @ cese and & review,” Am. Eev.
“rinse witer without final filtration of the circulation. T‘lgbercq 22:571-584, 1930, 3 .
cuch water) ; and two fitms Use ashestos ~ Thus, there 18 experimental evidence mo;);‘rs}',nx‘ﬁ')eﬁ'o&'I?ﬁdcﬁéigéﬂ;;“g}’iu: “;r"l
filters ouly for their rinse water, without that parenteral administration of asbes- e tg-silicosis,” ATn. P Cancer o
final filkration. . tos fibers may lead to wide dissemination 1935 ’ > ”
. The prefiminaty yeport of these studies of such fibers in animals and to the de- 10. Doll, R., “Mortality from faung Cancer
P - ig on display at the Gifice of the Hearing velopment of local malignant tumors as in Ashestos Workers,” Brit. J. Industr. Med.,
‘ Clerk. Any other seientific data in this. well as malignant mesotheliomas of the 12:81-86, 1855,
regard should be submitted to the Hear~ pleura and peritoncum similar to those _ 1L Buchanad, w. D, “Asbestosis and
ing Clerk. fhat occur after inhalation of asbestos Primary Intrathoracic Neoplasmns, Ann.

, : N.Y. Acad. Sci., 132:507-518, 1365.

Gortain paventeral drugs, such as blood fibers, . . 5 fCeraova, 3. T., H. Tesluk and R. P,
fractionation -products, mMay be filkered The problem of as})estos in the t‘o"'a’l Knudicon, “Ashestosis and carcinomes of the
ceveral tuncs through ashestos fitters, environment, to which the worldwide  Lung” Cuncer, 15:1181-1187, 1962,

Thus far, it is not known with certainty scientific community 18 addressing itself, 13, Gross, P, R. T. P. deTreville, . B. Toker,
Whether the more viscous products could 1s very complex. The Environmental Pro- 3% Kaschak and M- A Babyak, “Experimental
he successtully proc essed throw ch ter- tection Agency has pubhshed in the Asbestosis. The development of lung cancer -

D il membrane filters withoub com- T man, RscisTer of April 8, 1973 (38 TR {;:gftgo;’fmégsl;’-mogf*r’gtdepgiijﬁ s hoting
tad :X ar eS| ; COL . ; shes et . iron. ealth,
promising cnfety, identity, strengt, 8890) national emission standards fOT 75 5433585, 1967

quality or puyity. The precise effect of psbestos milling and manufacturing - ia. selikoff, I 3., 3. Churg and It O. TE707

.. ashestos pad filbration. on removal of ~E:)ased on the detgrmmation that_asbestos mond, “Asbestos Kxposure and Neoplasia,”
- ; pyrogens (Ref. 46 and 4T) is not com-= is » hazardous air pollutant. This stand- JAMA, 188:23-26, 1664

petely  kmown . ab ihe present time. ard has been developed despite the fact 15 Borow, M., A. Conston, L. L. Livornese

rood and ‘Drug Adwminis- the EPA also recognizes that a “gtand- and N. Schalet, “Mesothelloma and Its Asso-

ing the industry for _ardized reference method has not been.. %%ﬁ;on with Asbestos, JAMA, 201:587-591,

anesening. the use of a8l devoioped 1o quantitatively ~determine :

N . ¥ P o ~iial 16. Elmes, P. C., W. T. £. McCaughey and
PR tts of. this swrvey mll.“ the content of aghestos 1n 2 material” oy, wade, “Diffuse Mesothelioma of the

Te incorporated in the public record: The preeent status of this problem 18 pleura and Asbestes,” Brit Med. J., 1:350-
CAWRoush o the major. ~ezperimental’ SUITIAL ed by t‘,lﬂ report of a commitied - 353, 1905. .
studics of ashestos have {nyolved inhala- prepred subsequent b meeting spOn- {4, Fames, P. €. and O. L. Wade, "ReInton
tion of fihers s0 ‘m to s'imulzgt o 0eOUDA~ sored by the I,x,suﬁma;tsﬂ.ona,l Agency m? shig ) Ec;twe‘an EEposure :r,o“zxgbsﬁsjgis a}%»’}
i L tlonal exz&osxlré'sew}era,l studics have been ~Rc‘ﬂ’mmh on Cgm_cer (.I-"Ef: §2). Tho “5‘"09-‘1 ’];}mf; ﬁqf-{ “’J%i’f’fﬁy ta Pelfest” L. T
‘ Lo performed to B,xxVéStiga.te the effect of and Drug Admlmstramon@revicw of this Aces. 5rt. Léaiox
.. parenteral inoeuniation of ashestos fibers.
In 1958, gchmihl (Ref. 48) reported that
implantation - of asbestos - fibers and
crumbs in either {he subcutaneous tissue
or in the peritoneurn lead to the develop-
~ment of mallgnant tumors (sarcomas)

5

‘report Indieates the following areas of -, 18 TMCLS, o B, gt

“pa weal " ot " ird Ashies
further resesroh are Necessary: I:L;'“ﬁ;fi L sl e

(1), Further epidemiology, particularly - 19, vowler, B B 8, J. C. N R
with respect to past exposure to asbestos ' warner, um{pbsum 0 ‘Ashestos nnd Brae
‘and. . cancer of sitos other than lung, ihelioma of the Plewn,” Brik, ifet J., Ziald
- pleura, and peritoneunt. 2126 1{;§>4. 05 G ;I J . m",‘f \ 3
' o . , Hammond, B, €., L. o Bnjilafl el .
in 11 of 30 rats which survived longer . . 1(,3') £55§5‘°1nent oi excslss can(:(ér riski | Churg, “Neoplasls Among Tnsulation Worll
than 15 months after such iraplantation. Jowing exposure to only one WPC O% i ghe United Giates with Eproial Refos
Roe and his colleagues (Ref. 49, 50, 51)  TPET: o Y intranbdominal Neopiasts,” AT MY
have performed a aumber of studies in (b Investigation of whether reduc- Acad. Sci, 132:519-525, 1965.
which ashestos fibers were injected sub- tion of asbestos exposure in lungs below 21. H()‘l'll'lhmlc' ». O'B., “The Patholosy of
cutancously (Rof. 49) into the fianks of thosc causing asbestosis abolishes €XCess Mesothelioma and an Analysis of Their Ase

mice. In the first experiments erocido-  Tisk of carcinoma. ig‘f‘;‘;&“:};’i}gﬁ fsmsms Exposure,” Thores,
lite, amosite and chrysotiie ashestos fi- {c) In\vgstigm,ion of evidence of an in- 9. Liebon, 1 and H. Pistawka, “Mesd-
bers were used and each animal was In- creased risk of cancer resulting from as- thelloma and Aspostons Exposure,” Arch. Ene
jected twice _gubcutancously in both hestos  in water, beverages, food, oOr. viron. Health, 14:559-663, 1267,

flahks with 10 milligrams of fibers jn. Haquids used for the administration of 23, Mann, R. o J. I (irosh and W. M.

eoline with an interval of five weeks be-  drusgs. o'ponnelt, “Mesothelloma £ ssociated with

fween the injections. Seven of seventy- (D Development of methods of quan- A?gfsﬁiﬁg“gﬁﬁge’#9,i‘52é"“§,6'égi‘ﬁ,;‘dc ond

one mice which survived 40 weeks or  titative assessment, size analysis and  p. S lmcs, “ExpOSUIe to Ashestos Dust snd -
more developed injection site tumors. In ;chamctcrimtion of particles and fibers. Diffuse Pleural Mesotheliomas,” Brit. Med. §
addition, one mouse developed 4 meso- REFENENCES J., 2:1307, 1962, '

“thetioma of the peritoneum underlying 25. McDonald, A, D. A. Harper, O. A, Tiat-

the injection site. The injection site 1-“A""b“"ffj"”f“’hf",}‘“d and feasibitity of aif tar and J. C. McDonsld, “Fpidemiolozy ©
cavcomas Wore produced by a1l three pollution "*_“‘v_“'l.‘“‘*"- Report of the Committee  primary Matiguant Mesothellal Tumors in
types Of’ fibers. In addition, Roe et 0l f)}xﬁl!ﬂf)?d‘« piig c_m of Atmospheric pollutants, Canada,” Carncer, 26:014-010, 1070,

A At e o pationnl Avndlemy of Sciences, 1971, o, Newhouse, ML, and IL Thompson,
(Ref. 49 showed that the pshestos ihers . 3. Cooit W T “pihrosis of the Lungs due  “Epidemlology of Mesothellal Tumoss in the
wore widely disserminated from the local ¢o the fubslation of Asbesios Dust,” Brit. . Jondon Area” N.Y. Aced: Sci, 132678035
injection sites ‘belng deposited rather ~Med.J. 20347, 102 1065,

soloctively on the sovosnl surfnces of the - & ("‘"“krej W B “Putmonary Asbestosts,” a7 Owen, W. G, “Mesotbelial qramers and
andorningl organs and. the vetroperi- - BTik ped. J.o 2130241025, 1927, Fxposiice to Sshestos Dust.” Ann. N.Y. Acad.

caosnen, Wo U 0L M ¢ A . . a7,
et shrnctures 25 well as on the port- b, S S Py Dullatte, o Lo scl, 1a2ioTheT 1085.
cnrditm, diaphragit, plevea and adja~ by bf_psbeaton i e Axbentos. o il . Seltkol, T, &, 9. Churg and . o Frame
cent parts of the unes and heatt, THese  gpanntsy.” sublie Health Bull, 241, Wasbing- mond, “Relation Beiwas rH

ure fi Ate

- eerosal surfnees reactod vigrorously 1o the  ton, U5 Covernment Printing Oice, 1988, 'g;ﬁi‘ﬁ‘éé“‘:}ff‘,";";'j‘,;'l;‘“‘“""‘“"‘5 e may s s
prezency of the ashestos Abers and in10 1268 pp 2:500-58D, 29w

R AN

PO mico, malignant mesotheliomas Wf  p Mevenwid, 8., UTslory of Taimottey “’3‘9‘.,"’"“6“’;':?‘ A };‘*Z‘ pod Retih I
{he thorax and/or ahdomen developeds Am‘w;nwvﬂi_i:y tit, Ated. J, a1 10a5-1028, 1007 135.9, :im- ew, R2sp. s‘..J u-ufnma‘-. FREEN
noa later gludy (Rof. 51 Ranasaws b “”“V"""’\”f?f{"‘ R. A, “'The Qcourrencd A0 ""CH“(“?”',,L' 3. B ¢ }h mond ond J-
A e e snbeutanieous Cpt PrIQURry x;\h!‘uuln und Other Pulmonaty Churg, CAsbasiod Brpoaure :

et al .(,mwm ghat, after subculd US - arrecstens i Avveston Workers, J. Ind. Hig. Neaplastn,” JAMA, 204:108--1
injertion nf ashestos fibers In mice, THES gy {5220 and 121200-36T, 1830, - : a1, Wagnex, J. @, C. A 8
couldt befound to have disseminated to 7. w 1<k, UDulimonary Arbostosis: Tra-© chand, VIDITUEd Pleurpl Musnib
regional and distant Iymph‘nodes. spleetl, pove Hf 8 cane, Bing. Med., 13:486-409, 1930, Asbestos maposure in the Nosiit Wes

oG 85
torn {apo
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el J. Ind, Bled., 17:960. a1,

s (m. 3’ "‘l'wo Caats G LY fattp.

BApG wd to. A

dspr, Krin, 1&}3.8 L-uag,

ol Epldemiolopy, YL Comunbity
Koneseupaitounl. ¥Bnvirontmental

J ., "L-sidemmlm;v of num
Tomors; Beldenoe of an ﬂ»:):‘()-
Shudles 10 Soutly Afvion ang
som,™ Ann, NY, dcad, Sel,
1065,

Joo KoL Taanny mﬁ A WL
9. Wichiolson, 6 J. Sciikofr and
“iiologieal Eflecta of Aubenton,t
&b the National Insiitutes of

‘J\:f Loand W M, Thurlbeck, “The
3 o8 Bodies 1n the Lungs at
gies In Montreal,” (,ma Med.
SRIN3-1102, 1986,
% DG, B Totton and P, Gross,
jsodies In Humau Lungs at Ags
g JARTA, X820 871873, 1966,
“Critevia for o Recomamended- Stand.
soeupationsl  Exposure  to  Asbestos,”
of Roview: Commities, National Y.
for Gegupational Safety and Health,
wloir Noo TI3AY 78-10287 (1972).
» J. Roand H. E. Ayer, “Meastire-
stos Exposure,” J. Gecup. Med
¢, 8.
intirize, T, M., “The ingestion of as-
(2] (unpublislxed data),” personal
ton to Bureau of Foods, FDA, -
: 1, W E, L. Miller, R, E. Blsasser and
;3 p Habert, “Tesfﬂ: for Carcinogenicity of
k 08, ALRLN.Y. Acad. Sei., 137 456488,

: 'rnmtion of (,olomc Mucosa by
Pirticles.-An Electron . Mieroscopic

S 5 12'1*“3 F«*d "Asbestos Dust,” Lab, In-

YAD-2083, 1065, .

v szninm)am, H. M, and R, POntefract 2
w “Ashicstos . Pibers in' Beverages and. ' j

Wuter,” Nutm'e' V8 32 3.52 433'9 1()71

S i3 ufm cleﬁca, 177:31771-178; 1072,
co i, Coand. Al XL Wright, “The Pene-
i of Non~Pyrogen Imuqlon and Other
svencus Pluids by Absorptive Filiration,”
wals Surg., 116:412-495, 1849, :

: +7. Remington’s Pharmaceutical Sciences,
. viuenteral Preparations, - Pyrogens,” Chap-
7 42, 14th Ed. (pg. 1524), 1070.

i3. Schmiahl, D, ‘“Cancerogene Wirkung
Asbest. bei Implautation von Ratten,”
sehrift fir Krebsforschung, 62:561-567,
14853,

49. Harington, J. 8. and F. J. C. Roe, “Stud-
%7 of Carcinogenesis of Asbestos Fibers and
:A r Natural Fibers,” Annals of the N.Y.
22emy of Sciences, 132 439-450, 1565,

J) Roe, I J. C., R. L. Carter, M. A. Walters
4 J. 8. Haunyton “The Pathological Ef-
sof S ibcutaneous Injections of Asbestos
in Mice: Migration of Fibers to Sub-

"

e ¢ "

Aheldomata,” Int. J. 0/ Cuncer, 2:628-638,
01,

5l. Ranazawa, K., M. S, C. Birbeck, R. L.
Certer and F. J. C. Roe “Migration of Asbes~
142 Fibres from Subcutaneous Injoction Sites

o Mice,” British Journal of Cancer, 24;96-
- 108, 15870,

No. 188—Pt, T——8

ot In F and T C, Hannuond, *fg. >

vmm\ * "i"!ﬂ] }uiv mmm 58 .

C’onmmmahon of

helial Tissues and Induction of Mes- -

s L sl

',Belaw g part of ¢

ng‘%‘é}m £ oRULES .

B4, um poit of the Advigory (‘)nmmittnc on
Anbiton Unnisra T thie Ditector of the Th.
“tovanticnsl g Iy for ¥
Brie. 7o pnduaty, Stody S i .

The Cominialaner recogeiaes that it iy
nm periblo to- elhningle all Bources of
u)a coutact wnn mm} and d!ugn.

«384, 1853,

Wiiiedy fui :
mul{nlx yrahy nlimiu{s v,‘lcma 1us ed in ihe
manutaeciure of food and drugs, and 1s
found {n some substatees, notably water
und tate, used in $hoe wanufacture and
rocessing of food and drugs, Neverthe-
legs, tim (,ummi»imwr also reeopnizes
that asbestos Nhera periorm oo functional

18230

purpose in tule and are an unhecessory
contadnant, It i thuoforelxea sonable
to requlre precautions to be taken e
manulaenre o rooda and drugs, as pavt of

rood manufseturing practices, to assure
that the meunt of ushestos fibers Ny

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

in animals <
fibers, the Commissioner is proposing that

_ the good manufacturing practice (GMP)

regnintions for drugs be amended to re-
quire that filtration procedures for pa-

- rental drugs shall utilize either a nomn-

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-
)mum level feasible unless such a sy
i

"2, The Commissioner intends to pro-

mwlmltu o figal vegulation for tale under
§ 121.2G0% as scon eier-

118 propoved

’xl,hc*atmn of the
earlier proposal in wmch no methodoloey
was speeified.  The Comialssio

cludes that a final reguls
under Part 121 cannst be promulgated
until a repreducible and accurate me hod
can be specified for compliarice purpose

3. The Commissioner is also proposmg
-that any 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 Hibers. Since
adoption of any new filtration require-~
ments may require use of additional
equmment comment on the availability
of appropriate equipment, the need for
use of asbestos-containing filters as con-
trasted with filters which contain no
asbestos, and the time needed to ob-
tain and begin using non-asbestos-
containing final filters such as mem-

weh on Cunegr,” !; :

Aeb (sees. 409, 502,

from injection of asbestos .

-4 prior sanction for wse in co

brang fitters, s nlio 1 g'z*“wd

mett o anelhods of gan
spent, slwe Tanclysly, o
Saeterisation of pastleles and fibes
egsentind In ovder - to devel
methiods oo which secwate snd

34
i

Ceomptinnes can be based,

Therefore, purst

ang to t;r)wtvim;v of
the Yederal }"uod 1wl

Orug, and o
0L, by g
1047, ns mncnded, 10501051, os
1066-10506, as amended; 21 X
3!32. ;71) and mldm* uuth:mf VL

’I’)He 21 of the Lodb 01 p d mi iix

tong ag follows:

1. In Part 131 by amending § 121.101

) 8y by alphebetically adding to the-

Lable o new jtem and in paragraphs ()
and (1) by revising the entry for “mlu’,
to read as follows:

§ 121103

recognized as safc.

* " ® . P . -
(d) * ¥ %
Produet Toleranes . Limitations or
. resitictiong
: * . . Toe »
8) Miscellaneous - .. ._.......
: and/or genoral
purpose food
additives. . - - L
* . * LI * Lo

Tale (free of asbestos
fibers as deter-
mined in
§ 121,2006).

......... wee TN eliewing gum
. base and as tn
antisticking sgent
informs used in
molding foed
. shapoes.

. e B . . »

(h)##t

11’1 § Hl 2008). . )
I * t' B0 L
4y * % % R

Tale (free of asbestos ﬁbar% as dctenminnd’

in § 121.5006), i
s R *‘ K2 R

2. T Part 121 by ‘\mezm
by adding the follos nu" 3
§ 122966 Yule.
(a) Tale i3 o nsatm*a}l'{
hydrous magnesium silicate.

ished rice. It is found &1 natural
that may be contauvn&*ad vqth Aﬁbu,th
fibers.

(1 Good manufacturing practice re- 4

quires that talc be free 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 aduyl-
terated iu violation of section 402(a) (1)
of the act.

(¢) The following method sh'xll he
used to determine compliance mth this
seclion:
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(1) TThe various kinds of asbestos are

- distinzuished from tale and from each -
. othor by their refractive indices, other

optical crystallographic properties, and
moiphiclogy &8 determined with a polar-
izing microscope (Methods of the Asso-
ciation of Official 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 inicro-
scopic view. Beta and gamma indices of
tale vary from about 1.875 to 1.590, beta
being very- close to gamma. All of the
principel ‘refractive indices of chry-
sotile are less than  1.530. Chrysoiile
asbestos is therefore distinguishable
from fibrous looking tale particles in a

© 1.574 refractive index liomid and the

other five amphibole types of fibrous
zcbostos Trom tale in o 1.590 refractive

- index liquid, ‘The table of optical erystal-
1

paphic proveriies’ for tale and the

indlces  which  are
pd 1 these minersls,

A
nt

i

needle to spread evenly over the suitable

" aves on one slide with a drop of 1.574

refractive - index liquid, and then the
other with 1.599 Yquid, 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 par-

ticle distribution. Fibers counted b 5
A h N

F5_m Ot creater
™ Or 1053, couny and

V% e number asnestos fibers

) foﬁnd 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 Hquid, chrysotile fibers with
indices less than 1.574 in both extinction
positions may be present; in the 1.590
vefrachive index liguid, the other five

amphibole tynes of asbestos fibers with .

jndlses exeeeding 1590 in both extine-
tion positions may be present. Cheek the
‘extinetion and sign of clongation for
tentative identificatlon.  For specific

" 1derdification of asbestos fibers, make ad-

ditional mounts in appropriate refractive

©index liquids, and refer to the optical

crysialtogrophic data in- the table. Q.
1ot puore ‘than 1060 amphibo

1 Coplen may bo oblsined fromv B

‘seaoctiation of Ofcial Analytieni Chemists
7 p.0, Box BAG, Bonjszoin Frankln Station
SIWashington, DC 20044 I :

T NG it ST R e R

3. rofnerals: in ‘suhparagraph (3

pics oy hoave indiogs.
higher or lower, For o
sremint 08 optieal prop- T
ok i he table, particles idene .
T aified By this method should be at least -
B um or longer. : . S
- (2) Weigh out 1 milligram of a repre-
"~ gentative portion of talc on each of two . .

"~ microseope siides. Mix the tale with a0

PROPOSED RULES

limit for the preserice of these asbestos
S0

purity ol ¢ at least £9.9 percent free

of amphibole types of asbestos fibers and

at least 99.99 percent free of chrysotile
asbestos fibers.

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

FxiMPLES OF REPRACTIVE INDICES (n)

Bubstancs na ng ny Extinction Elongation
Actinolite. 1.614 1.630 1.641 Inclined. .ooeecovmunns Positive.
. 1, 8156-1. 6565 1.625-1.666 1.64-1.68 ___._.. ...
AMOSIte. . toietaicncmameie et enn e 11,663 1.680 ...
] L1675 1702 Co L.
Anthophyllite. .o ooeocmeeeeacanen 1608 1623 ... P Positive.
1, b08 1,623 .
1, 598-1, 674 1.615-1, 607 _
1. 608 - 1.631 .
1. 619 1.640 .
1.619-1.633 1.630-1. 642 1,640-1.657 _
1.629 1.635 1. 640 .
1,633 1.633 1,652
Chrysotile. . ..oenacoeann PO, 1.403 1. 504 1. 617 Positive.
R 508 1.512 .
1,530-1. 664 1.837-1. b6
............... 1.54 ~1.8
............... 1. B
1. 543 (calc.) 1.
1. 850 1. B
1,657 1.
1. 660 1, 660
1695 e Negative.
1.6u56 697
’ 1.700 703
B wwemmeccmnnn-oo 1875 Positive.

N9
-1,813-1. 620
1.6

1 B89

1,813

1.814

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

§ 133.6 Components,
* s * s *

() Tale i3 a naturally. occurring hy-
drous magnesium silicate which may
reasonably be expected to contain as-
bestos fibers which may be injurious fto
heslth: Current methodology cannot as-
sure the absence of asbestos in tale.
Accordiugly, any drug, drug ingredient,
or. drug packaging material containing
iale that falls to meet the specifications
of paragraph (¢) of §121.2006 of this
chapter as determined by the method
set - out In that paragraph shall be
deemed to be adulterated in violation of
seetion 801(8) of the Act. :

4. By sdding the following new para-
groph () to §133.8 Lo read as follows:
§ 153.8 ° Production and control proce-
dares

* . . . .
3y Use of ashestos-containing filters:
witers wsed N the mapufacturs of o
parsz-m.eml deug or paventersl drug Ine

e

- predient shiall not release fibers into such

producta. & shestosp aing op fl-

g filter.

an odditlonal non-asbestos-centoining
or non-fiber-releasing flter such £5 &
membrane filter shall suhsequently be
used to reduce the content of any eehoo-
tos-form particles in the drng or diug in-
gredient. Bvidence for reduction ehzll b2
based on the use of the metheds de-
seribed - in “Criteria for a HRoe
mended Standard-—Occupationgl Fupp-
sure to Ashestos,” Report of Review Comn-
mittee, Nationnl Tnstitute for Oecupn
tional Safety and Health, Publication No
HOM 72-102687 (1972 2 Usz of an ol

(24

i b b

¥ Coptes may be ebtalned fram:
tandent of Docnents
U A, Governmant Printing Otfice
Washington, DO 20103
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B233

1010 withy the Heagiog
4. and Deug Ad'zn%asizs&mtmn.
488, BEDO Pishiers Lans, Rockeiile,
- 30803, Wrikten comments (prefer.
tn guiutuplicate) regarding the jaTe
on and the Couumissioner’s propoeal.
woraonds ey b2 neeompanied by »
{on or brtef dn support thereof,
pelition, backeround infermation e
d to in this proposal, and couitents
v Ay be geen in the above offies
working hours, Monday through

S o .
tiuled September 24, 1973.
U - AM. Scanpr,
Commissioner of ¥ood ang Drugs.
¥ 007320711 Filed 0-27-73;8:45 am]
Suclal and Rehiabilitation Service
[ 45 CFR Part 221 ]

 FAMILIES, CHILDREN, AGED, BLIND, OR

DISABLED INDIIDUALS
Service Programs; Corraction

PR Doc. 13-19242, publishied a page

24872 In. the issue dated Monday, Sep-
winker 10, 19738, is corrected by changing:

1, ’fhe number “233" in item number
teo. of the preamble, fitth line, to

AL
157

2. The code designation “291.6(z) (3)
)7 i item number two of the preamble,
h line, to “221.6(c) (3) (i) e )
4.0 he code designation ¥211.6(a) (3)

gt

DY in dtem number. Lhree of the pre.
eehinile, tourth line, to F221.8(0) (3) Uiy ;|
4o The codé designation “211.6() 3) -
o VIR in ftein number four of the preame- |
e, Tourth Hne, 46 “921.6(e) (3) (vil) ¥, _
sleaution “211.7(h) 7 in"
v iive of the preamble; fourth.

B Tho oo

. i,i.:.) .

et of the preamble,
B “2BL.8R s

in the words of issuance, number three,
fiest 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. McFe,
Deputy Assistant Secretary for
Monagement Planning and
Technology.

IFR D0c.73-20726 Filed 9-27-73;8:45 am]

DEPARTMENT OF
TRANSPORTATION
Federa! Aviation Administration
[ 14 CFR Part 71 ]
fAlrspace Docket No. 13-Gl~44]
VOR FEDERAL AIRWAYS
Proposed Alterstion

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

afore

Joliet -329°T(327°M)
Wis., 209°T(207°M) radials to Milway-.

ton“211.9() 3y

le designation “221.6(a) (3)

PROPOSED RULES:

Part 71 of the Federal Aviation Regy.
lntlons Lhet would alter several viig
Pederal firways 1 the viehulty of Ciy.
cago, T, due o the planned desormnmis.
stoniis of the Waperville, 1L, VO,
Intevested pevsons may participate 1
the proposed rule mekisg by Bubtilbtiyp
such weltlen data, views or arewmngglys
08 they may desirve, Communies tions
should identify the airspace docket, Nt
ber and. be submitted in triplicate 49 the
Director, Girent Lakes keglon, Attenting:

Chief, Ate 'Trafiie Division, Federal Avig. -

tHan - Admsinistration, 2300 Tast Devon,
Des Plataes, i 60018, ANl connnunies.
tions reeeived on or before October 29,
1973, will be considered before actioy ig
tuken on the proposed amendment, The
proposad contained in this notice gy be
changed in the light of conitnents
received,.

An official docket will be available for

cxmnination by interesled persong at

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

© examination st the office of the Regional

Alr Traflic Division Chief.

The proposed amendment would:

1. Realign V-6 from Cordova, I, via
INT Cordova, 087°L(083°M) and DuPage,
111, 255°0(253°M radials to DuPuge,
Prom the INT of Chicago Heights, Iil.,
358°T(356°M) and South Bend, Ind,
271°T(271°M) radials to South Bend.

2. Renlign V-8 from Cordova, Iil, vig
INT Cordova 087°LI'(085°M) and Joliet,
111, 291°T(289°M) radials to Joliet.

3. Realign V-8 from Joliet, 1i1., via INT
and Milwaukee,

kee,

4. Designate néw VOR Fecleral Ai‘rwé,.v

V-9 west alternate from Pontiac, 111, via
INT Pontiac 34597 (349°%) and Milwau-

kee, Wis,, 209°T(207°M) radials to Mil-. S s !
RN TN S Administration, 1500

waukee.

5. 8. Realign V--10 from Plano, 111, jn-

tersection direct 1 Chicago, O'Hare, JI1
) that portion of V10 which
Hes between Plamo 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,.

., via Joliet, I, to Woodstock, I11.,
intersection. ’

8. Realign V-97 from Northbrook, 111,
direet to Janesville, Wis.

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

10. Delete V-116 from Joliet, IIL, to
Neptune, Mich., intersection.

11. Delete V-1168 from Waperville, 11.,
via Grand Beach, Ind,, to Keeler, Ind.

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

13. Delete V-218 from Rockford, I1I1.,
to Keeler, Mich.

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

direct to Rockford, 11,

15. Realign V-429 from Joliet, I11., via,
INT Joliet 351°T(349°M) and DuPage,
IIl., 185°7T(183°M) radials, to DuPage,

‘be submitted in triplicate to the Dircrw

ssonance with the ICAG International

160 vig ¥
g, #d ¢
M yadiniy, to €

The Bopevil]
sipped aboub Do
crensed cust of leavs i
perville slbe, snd the §
efiect that buildings plu
cinily woulid have on he
Dubega VOIL will ba frem
&6 that $t can zerve in
ture. Bome of the aivwess a £
ity would be rentigned Vi DursLe iy lieu
of Mapoirville, :

This avaendment is pro possd undey
aubhority ¢f See. 20700 of ihe W
Avintin £
and fee. 6(c) of the Departioent of
‘Transportation Act (49 UG, 18550 ).
Issued in Washington, D.C, on Septem-
ber 20, 1673,

CHarres H, Newrpor,
Acting Clief, dirspace and Air
Trafic Reles Division.
[FR Doc.73-20%03 iicd 0-27-%8,8:45 am]

i

Al

[ 14 CFR Part75
" [Airspace Docket No. 3-WE-10]

AREA HIGH ROUTE

Proposed Alterziion
The Federal Aviation Administration
(FAA) is considering an amendment to’
Part 75 of the ¥Fedeial Aviation Reguln-
tions that would realizn a segment of
J-938R  from Reno, Nev,, to Maple,

‘Calif,

Interested persons moy paticipate in.
the proposed rule making by submitting .
such written data, views or arguinents e

they may desire. Communications should

identify the alrspace docket munber and

tor, Weéstern Region, At
Alr "Traffic Divisisn, Feg

vard, P.O. Box 02457, 3/

i intg

e

o1 g i
b Tise

i,
An ofiicial docket witl he available for
exarmination by ititereste Bersous at the
Tederal Aviation Adming tion, Olics
of the Generat Ceounsel, Atiention: liules
Daocket, 806 Indepentdence Avenus SW.,
Washington, D.C. 20591, An informal
docket slso will be availabie for examina-
tion at the ofiice of the Regional Air
Traffic Division Chief,

As part of this proposal relates to the
navigable alrspace oubside the United
States, this notics is stbmitied in ecn-

Standards and Reeonmmended Pra Gs.
Applicability of Interna [ &
ards and Recommended Pr
Alr Traflic Service, P4 & inz: itle
domestic airspace of the United Sintes
is governed by Asticle 12 of gnd £
11 to the Convention on ¥
Civil Aviation, which e
establishment of air navigation
and services hecessary to promouiny the
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