Morgan County. The entire county.
Muskingum County. The entire county.
Noble County. The entire county.

perry County. The entire county.

Pike County. The entire county.

Portage County, The entire county.

Predble County. The township of Jefferson.

Richland County. The entire county.

Ross County. The townships of Colerain,
Pranklin, Green, Harrison, Huntington, Jef-
ferson, Liberty, Paxton, Scloto, Springfield,
and Twin; and the city of Chillicothe.

Sandusky County. The city of Bellevue.

Sencon County. The townships of Jackson
and Louden; and the city of Fostoria.

Scioto County. The entire county.

Stork County. The entire county,

Summit County. The entire county.

Trumbull County. The entire county,

Tuscarawas County. The entire county,

Vinton County. The entire county.

Warren County. The townships of Deer-
field, Hamilton, Harlan, Salem, and Unlon;
and the clty of Loveland, .

Washington County, The entire county.

Wayne County. The entire county.

Wood County. The townships of Lake,
Perry, Perrysburg, Ross, and Rossford; and
the citles of Fostoria and Perryaburg.

{2) Suppressive area, None,

PENNSYLVANIA

(1) Generally infested area. The entire
State.

(2) Suppressive aroa. None.
Ruoor Istanp

(1) Generally infested areca. The entire
State.

(2) Suppressive area, None,
SovTH CAROLINA

(1) Generally infested area.

Aiken County. The entire county.

Cherokee County. The entire county,

Dillon County. The entire county.

Florence County. The entire county,

Greenville County. The entire county,

Horry County, That portion of the county
bounded by o line beginning st & point
Where State Secondary Highway 215 junc-
tons with Bryant Road, thence extending
northeast nl sald road to its Intersection
With 20th Avenue extension, thence south-
st along sald extension to Its junction with
the corporate limits of the city of Myrtle
Beach, thence in a westerly direction along
fald corporate limits to its intersection with
Slme Secondary Highway 215, thence north
iong sald highway to the point of beginning.

Lancaster County. That ares bounded by
8 line beginning at a polnt where State
Primary Highway 0 (Business) junctions
Wih US. Highway 521 (Business) and State
Primary Highway 200, said junction being
Spproximately 1 mile southeast of the in-
rsection of State Primary Highway 9 (By-
Pass) and U.S. Highway 521, thence extend-
Ing south and southwest along State Pri-
Tary Highway 200 to its junction with State
Hﬂm‘é-’y Highway 914 and State Secondary
Prlsh?'n)' 25, thence northwest along State
Stlmary Highway 914 to its junction with
. &te Primary Highway @ (Business), thence
o‘mheuz nlong said highway to the point

beginning,

Lezington County. The entire county.

;‘:tm County. The entire county,

ariboro County, The entire county.

McCormick County. The entire county.

Oconee County, The entire county.

3 ckens County, The entire county.

~ iohland County, The entire county.

partandburg County. The entire county.

(3) Suppressive area. None.
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TENNESSEE

(1) Generally infested arca.

Carter County. That portion of the county
bounded by a line beginning at the inter-
section of Walnut Mountain Road and the
south shoreline of Watauga Lake; thence
extending In an easterly direction along
the shoreline of Watauga Lake to its Inter-
section with the Carter-Johnson County
line and extending southeast along sald line
to the Tennessee-North Carolina State line;
thence southwest along saic State line to its
intersection with Walnut Mountain Road;
thence northwest along Walnut Mountain
Road to the point of beginning.

Johnson County. The entire county.

Loudon County. The entire county ex-
cept the southeast corner lylng east of the
Little Tennessee River and lying south of
Federal Ald Secondary Road 2423,

Roane County That portion of the county
bounded by a line beginning at the inter-
section of US., Highway 70 and Federal
Ald Secondary Road 2555; thence easterly
along US. Highway 70 to the Roane-Loudon
County line; thence south along sald line
to its intersection with the Tennessee River;
thence In o westerly direction along the
north shoreline of sald river 1o its Inter-
section with Wolf Creek; thence north along
sald creek to Its Intersection with Federal
Ald Secondary Road 25556 thence north
along said road to the point of beginning.

Sulltvan County. That portion of the
county bounded by a line beginning st the
intersection of the Tennessee-Virginia State
line and the weatern city limits of Bristol;
thence easterly along sald State line to its
intersection with the Sullivan-Johnson
County line; thence southwesterly along sald
county line to its intersection with the Right
Prong Hatcher Creek; thence northwesterly
along sald creek to f{ts intersection with
Federal Ald Secondary Road 2373: thence
westerly and northerly along sald road to Its
intersetcion with the Bristol City limits;
thence westerly and north along sald city
limits to the point of beginning.

That portion of the county lying within the

Incorporated city boundary and the un-
incorporated urban boundary of the city of
Kingsport.,
Washington County. That portion of the
county lying within the incorporated city
boundary and the unincorporated urban
boundary of the city of Johnson City.

(2) Suppressive area. None.

VERMONT

(1) Generally infested arca,
State.

(2)

The entire

Suppressive area, None.
VIRGINIA

(1) Generally infested area.
State.

(2)

The entire

Suppressive area. None.
WesT VIRGINIA

(1) Generally infested area.
State.

(2) Suppressive ares. None,

(Secs. 8 and 9, 37 Stat. 318, sec. 106, 71 Stat,
33; 7T US.C. 161, 162, 150¢ce; 20 F.R. 16210, aa
amended; 7 CFR 301.48-2)

This supplemental regulation shall be-
come effective upon publication in the
FeoveraAL RecisTeR when it shall supersede
'i 9%"3 301.48-2a, effective December 28,

The Director of the Plant Pest Control
Division has determined that Infesta-
tions of the Japanese beetle exist or are

The entire
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likely to exist in the civil divisions and
parts of civil divisions listed above, or
that it is necessary to regulate such lo-
calities because of their proximity to in-
festations or their inseparability for
quarantine enforcement purposes from
infested localities, :

The Director has further determined
that each of the quarantined States,
wherein only portions of the State have
been designated as regulated areas, is
enforcing a quarantine or regulation with
restrictions on Intrastate movement of
the regulated articles substantially the
same as the restrictions on interstate
movement of such articles imposed by the
quarantine and regulations in this sub-
part, and that designation of less than
the entire State as a regulated area will
otherwise be adequate to prevent the in-
terstate spread of the Japanese beetle,
Therefore, such civil divisions and parts
of civil divisions listed above, are des-
ignated as Japanese beetle regulated
areas,

The purpose of this revision is to add
to the regulated areas all or parts of the
following counties: Barrow, Fayette,
Jackson, and Madison in Georgia; Jeffer-
son, Orange, and Switzerland in Indiana;
Clay, Gallatin, and Powell in Kentucky:
Hancock and Seneca in Ohio; and Lou-
don, Roane, Sullivan, and Washington in
Tennessee. It also extends the regulated
areas in some previously regulated
counties.

This document imposes restrictions
that are necessary in order to prevent
the dissemination of Japanese beetles
and should be made effective promptly
to accomplish its purposes in the public
interest. Accordingly, it is found upon
good cause under the administrative pro-
cedure provisions of 5 U.S.C, 553, that
notice and other public procedure with
respect to the foregoing regulation are
impracticable and contrary to the public
interest, and good cause is found for
making it effective less than 30 days af-
ter publication in the FrperaL REGISTER.

Done at Hyattsville, Md., this 3d day
of November 1969.

D. R. SHEPHERD,
Director,
Plant Pest Control Division.

[F.R. Doc. 69-13300; Filed, Nov. 6, 1869;
8:48 am.)

PART 354—OVERTIME SERVICES RE-
LATING TO IMPORTS AND EXPORTS

Commuted Traveltime Allowances

Pursuant to the authority conferred
upon the Director of the Plant Quaran-
tine Division by § 354.1 of the regulations
concerning overtime services relating to
imports and exports (7 CFR 354.1),
effective July 13, 1969 (34 F.R. 11548),

administrative instructions (7 CFR
354.2), effective August 19, 1967, as
amended February 9, 1068, April 19,

1968, July 25, 1968, December 14, 1968,
February 19, 1069, June 6, 1969, July 12,
1969, August 14, 1969, and October 9,
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1969 (32 F.R. 11981, 33 F.R. 2757, 5987,
10561, 18580, 34 FP.R. 2351, 9025, 11547,
13148, 15636) , prescribing the commuted
traveltime that shall be included in each
period of overtime or holiday duty, are
hereby amended by adding to and delet-
ing from the “lists” therein as follows:

§ 354.2 Administrative instructions pre-
scribing commuted traveltime,
- » - L »
OuTsing METROPOLITAN AREA
TWO MOURS

Add: Baytown, Tex. (served from Houston,
Tex.).
THREE HOURS
Delete: Baytown, Tex. (served from Hous-
ton, Tex.).
FOUR HOURS
Add: Arecibo, P.R. (served from San Juan,
PR.).

These commuted traveltime periods
have been established as nearly as may
be practicable to cover the time neces-
sarfly spent In reporting to and re-
turning from the place at which the
employee performs such overtime or
holiday duty when such travel is per-
formed solely on account of such over-
time or holiday duty. Such establishinent
depends upon facts within the knowl-
edge of the Plant Quarantine Division. It
is to the benefit of the public that this
amendment be made effective at the
earliest practicable date. Accordingly,
pursuant to the provisions of 5 US.C.
553, it is found upon good cause that
notice and public procedure on this
amendment are impracticable, unneces-
sary, and contrary to the public interest,
and good cause is found for making
this amendment effective less than 30
days after publication in the Feoeran
REGISTER.

(64 Stat, 561; 7 U.5.0. 2260)

This amendment shall become effec-
tive upon publication In the Fepran
REGISTER,

Done at Hyattsville, Md,, this 3d day
of November 1989,

[sEAL) F. A. JounsTON,
Director,

Plant Quarantine Division.

[F.R. Doc. 60-13200; Plled, Nov. 6, 1089;
8:48 am.]

Chapter IV—Federal Crop Insurance
Corporation, Department of Agri-
culture

PART 401—FEDERAL CROP
INSURANCE

Subpart—Regulations for the 1969
and Succeeding Crop Years
APPENDIX; DISCONTINUANCE OF INSUR~
ANCE IN COUNTIES PREVIOUSLY DESIG-
NATED FOR POTATO CROP INSURANCE

The counties listed below are hereby
deleted from the list of counties pub-
lished in the FeperaL REGISTER on Au-
gust 26, 1969 (34 F.R. 13651), which
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were designated for potato orop Insur-
ance for the 1970 crop year pursuant
to the authority contained in §401.101
of the above-identified regulations,

CALIFORNIA
Modoc,
Inano
Bannock, JofTerson.
Bingham, Minidoka.
Bonneville. Owyhee,
Canyon, Power.
Cassia. Twin Falls,
OrzcoN
Jeflerson. Malheur,
Klamath,
WASHINGTOR
Adams, Grant,
Pranklin,

(Secs. 500, 516, 52 Stat. 73, as amonded, 77,
as amended; 7 U.S.C. 1506, 1516)

[sgaL) RiIcHARD H. ASLAXKSON,
Manager, Federal
Crop Insurance Corporation,

[P.R. Doc. 69-13268; Piled, Nov. 6, 1960;
8:48 a.am.)

Chapter Vill—Agricultural Stabiliza-
tion and Conservation Service
(Sugar), Department of Agriculture

SUBCHAPTER F—DETERMINATION OF NORMAL
YIELDS AND ELIGIBILITY FOR ABANDONMENT
AND CROP DEFICIENCY PAYMENTS

[Sugar Determination 8472, Rev, Supp. 15]
PART 847—PUERTO RICO

Approved Local Producing Areas for
1968-69 Crop

Pursuant to the provisions of S.D.
847.2, as revised (27 F.R, 6080), the fol-
lowing determination is hereby issued:

§ 847.17 Approved local pmdu;ing areas
in Puerto Rico.

For purposes of considering eligibility
of farms for abandonment and crop de-
ficiency payments on the 1968-69 sugar-
cane crop in Puerto Rico, the Director
of the Caribbean Area Agricultural Sta-
bilization and Conservation Service Of-
fice, has determined with respect to the
local producing areas listed herein, that,
due to flood, the actual yields of com-
mercially recoverable sugar for the 1968-
69 crop year from 10 percent or more of
the total number of farms or part of
farms; or from 10 percent or more of
the total planted acreage of sugarcane
in each such local producing area were
below 80 percent of the applicable farm
normal yields:

Single wards. Wards Cldra, Corcovads,
Mirafiores, and Playa, of the municipality of
Anssco; and Ward Quebrada Vueltas, of the
municipality of Fajardo,

STATEMENT OF BASES AND CONSIDERATIONS

One of the conditions of eligibility of
a farm in Puerto Rico for an acreage
abandonment or crop deficiency pay-
ment In connection with the production
of sugar from sugarcane is that the farm
be located in a local producing area for
which the Director of the Caribbean

Arven Agricultural Stabilization and con.
servation Service Office determines that
drought, flood, storm, disease, or Insects
have damaged a substantial part of the
sugarcane crop in such area,

The purpose of this supplement is i
set forth that the specified single wards
have been determined to comprise local
producing areas for the 1968-69 crop
which have qualified under the require-
ments relating to crop damage. Any
sugarcane producer on a farm which {s
located in whole or in part in any ane
of these local producing areas, and which
is otherwise qualified, may apply for pay-
ment accordingly, if he has not already
done so.

(Secs. 303, 403, 01 Stat. 830, 932; 7 U.S.C. 1133,
1153)

Effective date: Date of publication.
Signed at Washington, D.C,, on No-
vember 3, 1969.
Crarres M. Cox,
Acting Deputy Administrator,
State and Couniy Operations.
[F.R. Doc. 60-13264; Piled, Nov. 6, 1669
8:45 a.m.|

Chapter IX—Consumer and Market-
ing Service (Marketing Agreements
and Orders; Fruits, Vegetables,
Nuts), Department of Agriculture

PART 906—ORANGES AND GRAPE-
FRUIT GROWN IN LOWER RIO
GRANDE VALLEY IN TEXAS

Expenses and Rate of Assessment and
Carryover of Unexpended Funds

On October 2, 1969, notice of rule mak-
ing was published in the FeneraL REGIS-
TER (34 F.R. 15361) regarding proposed
expenses and the related rate of assess-
ment for the period August 1, 1969,
through July 31, 1970, and the carryover
of unexpended funds, pursuant to the
marketing agreement, as amended, and
Order No, 906, as amended (7 CFR Part
906), regulating the handling of oranges
and grapefruit grown in the Lower Rio
Grande Valley effective under the appli-
cable provisions of the Agriculiunﬂ
Marketing Agreement Act of 1037, &s
amended (7 U.S.C. 601-674). After con-
sideration of all relevant matters pre-
sented, including the proposals set forth
in such notice which were submitted by
the Texas Valley Citrus Commitiee
(established pursuant to sald amended
marketing agreement and order), It is
hereby found and determined that:

§ 906.209 Expenses and rate of a--r'-'li
ment and ecarryover of unexpende
fun:

(a) Ezxpenses. Expenses that are m‘a-
sonable and likely to be incurred by the
Texas Valley Citrus Committee dunm{
the perfod August 1, 1969, through Jul¥
31, 1970, will amount to $660,000. ¢

(b) Rate of assessment. The rate b"
assessment for sald period, payabie 4"
each handler in accordance with § 906-3n-
is fixed at $0.045 per %o bushel cartol
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funds, in excess of
during the fiscal period ended July 31,
1969, shall be carried over as a reserve in
socordance with applicable provisions of
£006.35(a) (2) of the said marketing
sgreement and order.

It is hereby further found that good
cause exists for not postponing the effec-
tive date hereof until 30 days after pub-
lication in the FeoeraL RecisTer (5 US.C.
553) in that (1) the relevant provisions
of sald marketing agreement and this
part require that the rate of assessment
fixed for a particular fiscal period shall
be applicable to all assessable fruit from
the beginning of such period, and (2) the
current fiseal period began on August 1,
1969, and the rate of assessment being
ficred will automatically apply to all
assessable oranges and grapefruit begin-
ning with such date.

(Secs, 1-19, 48 Stat. 31, as amended; 7 US.C,
001-974)

Dated: November 4, 1969.
PauL A. NICHOLSON,
Deputy Director, Fruit and Veg-
etable Division, Consumer and
Marketing Service.
[PR. Doc. 69-13303; Filed, Nov. 6, 1969;
8:48 am.]

PART 989—RAISINS PRODUCED
FROM GRAPES GROWN IN CALI-
FORNIA

Expenses of Raisin Administrative
Committee and Rate of Assessment
for 1969~70 Crop Year

Notice was published in the October 18,
1809, issue of the FepEraL REGISTER
(34 F.R. 17032) regarding proposed ex-
penses of the Ralsin Administrative Com-
mittee for the 1969-70 crop year and rate
of assessment for that crop year, pursu-
Aot to 1§ 989.79 and 989.80 of the mar-
keting agreement, as amended, and
Order No. 989, as amended (7 CFR Part
889), regulating the handling of raisins
produced from grapes grown in Califor-
uia. The marketing agreement and order
ire effective under the Agricultural
Marketing Agreement Act of 1037, as
tmended (7 U.S.C. 601-674) .

The notice afforded interested persons
®Pportunity to submit written data,
Views, or arguments with respect to the
Proposal. None were received during the
Prescribed time.

After consideration of all relevant
matler presented, inecluding that in the
Motice, the information and recom-
Mendstions submitted by the Raisin
At}mlntqtmuve Committee, ané other
Wallable information, it is found that the
::!Dtnses of the Raisin Administrative
Im:ctfe and the rate of assessment

0D year innin, tember 1,
1965, shall be as l:ligwa: e e

5989.§29 Expenses of the Raisin Ad-
ministrative Committee and rate of
‘::':‘Mmcnl for the 1969-70 crop
Year,

\h;:; Erpenses. Expenses (other than
Specifled in § 989.82) in the amount

No. 215—2

RULES AND REGULATIONS

of $132,600 are reasonable and likely to
be incurred by the Raisin Administrative
Committee during the crop year begin-
ning September 1, 1969, for the main-
tenance and functioning of the Commit-
tee and the Raisin Advisory Board and
for such purposes as the Secretary may,
in accordance with § 980.79, determine
to be appropriate,

(b) Rate of assessment. The rate of
assessment for that crop year which each
handler is required, pursuant to § 889.80,
to pay to the Raisin Administrative Com-
mittee as his pro rata share of the ex-
penses is fixed at 85 cents per ton appli-
cable to each of the following:

(1) Free tonnage raisins acquired by
the handler during the crop year, exclu-
sive of such gquantity thereof as repre-
sents the assessable portions of other
handlers' raisins pursuant to subpara-
graph (3) of this paragraph;

(2) Reserve tonnage raising released
or sold to the handler for use as free
tonnage during the crop year; and

(3) Standard raisins (which he does'
not acquire) récovered by the handler
by the reconditioning of off -grade raisins
but only to the extent of the aggregate
quantity of the free tonnage portions
of these standard ralsing that are ac-
quired by other handlers during the crop
vear.

It is further found that good cause
exists for not postponing the effective
time of this action until 30 days after
publication in the Feoerar RecisTER (5
US.C. 563) in that: (1) The relevant
provisions of said amended marketing
agreement and order require that the
rate of assessment fixed for a particular
crop year which handlers are required
to pay shall be applicable to all free
tonnage raisins of the crop year and
to all reserve tonnage raisins released
or sold to handlers for use as free ton-
nage during the crop year; and (2) the
current crop year began on Septem-
ber 1, 1969, and the rate of assessment
fixed herein will automatically apply to
all such raisins beginning with that date.

(Secs. 1-19, 48 Stat, 31, aa amended: 7 US.C.
601-674)

Dated: November 3, 1969.

PavL A. NICHOLSON,
Deputy Director, Fruit and
Vegetable Division, Con-
sumer and Marketing Serv-
ice.
[FR. Doc. 69-13265; Filed, Nov. 6,
8:45 am.]

1960;

PART 991—HOPS OF DOMESTIC
PRODUCTION

Subpart—Administrative Rules and
Regulations

Apvance PayMmenTs BY EQUIity HOLDERS
or PooLep Resenve Hors

Notice was published in the Octo-
ber 18, 1969, issue of the Feoenran REeG-
1sTER (34 F.R, 17032) of a proposal based
upon the unanimous recommendation of
the Hop Administrative Committee,
whereby the Committee may require ad-
vances by equity holders of pooled re-
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serve hops to cover expenses relative to
such hops. This subpart is operative
pursuant to Marketing Order No. 991,
as amended (7 CFR Part 991), regulating
the handling of hops of domestic pro-
duction, effective under the Agricultural
Marketing Agreement Act of 1937, as
amended (7 US.C. 601-674).

The notice afforded interested persons
opportunity to submit written data,
views, or arguments with respect to the
proposal. None were received within the
prescribed time.

After consideration of all relevant
matter presented, including that in the
notice, the information and recom-
mendations submitted by the Committee
and other available Information, it is
hereby found that amendment of the
administrative rules and regulations, as
hereinafter set forth, will tend to ef-
fectuate the declared policy of the act,

Therefore, § 991.205 of Subpart—Ad-
ministrative Rules and Regulations Is
hereby amended to read as follows:

§991.205 Advance payments by equity
holders of pooled reserve hops.

As a condition of accepting and in-
cluding the reserve hops of any producer-
handler in the reserve pool, the Com-
mittee may require advance payments
from equity holders of pooled reserve
hops. Such advances shall be in an
amount, as determined by the Commit-
tee, as will be necessary to meet all
charges attributable to reserve pooling
but shall not exceed $4 per bale.

It Is found that good cause exists for
not postponing the effective time of this
action until 30 days after publication in
the Feoerar Recister (5 US.C, 553) in
that: (1) Producer-handlers are in the
process of beginning to deliver reserve
hops to the reserve pool; (2) should ad-
vances be required, and, if so, In what
amount, equity holders should be in-
formed as soon as possible prior to such
deliveries; and (3) no useful purpose
would be served by delaying the effective
time hereof.

(Secs. 1-10, 48 Stat, 31, as amended; 7 US.C.
601-674)

Dated: November 3, 1968,

Pavwn A. NICHOLSON,
Deputy Director,
Fruit and Vegetable Division.

[F.R. Doc. 66-13260; Filled, Nov, 6, 1969;
B8:45 am.]

Title 3—ANIMALS AND
ANIMAL PRODUCTS

Chapter I—Agricultural Research
Service, Depariment of Agriculture
SUBCHAPTER E—VIRUSES, SERUMS, TOXINS,

AND ANALOGOUS PRODUCTS; ORGANISMS
AND VECTORS
MISCELLANEOUS AMENDMENTS TO
SUBCHAPTER
On July 11, 1969, there was published
in the FeoeraL RecisTer (34 F.R, 11489)

and on July 17 republished in the Feo-
ERAL ReGisTErR (34 F.R. 12042) a notice
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of proposed rule making with respect to
proposed amendments to the regulations
relating fo viruses, serums, toxins, and
analogous products in Parts 112, 113, and
114 of Title 9, Code of the Federal Regu-
lations, issued pursuant to the provi-
sions of the Virus-Serum-Toxin Act of
March 4, 1913 (21 U.S.C. 151-158). A no-
tice extending the period to submit writ-
ten data, views, or arguments to Octo-
ber 17, 1969, was published in the
September 10, 1969, issue of the FEpErAL
Recister (34 P.R, 14224),

After due consideration of all relevant
matters, including the proposals set forth
in the aforesaid notice of rule making,
and the comments and views submitted
by interested persons, and pursuant to
the authority contained in the Virus-
Serum-Toxin Act of March 4, 1913 (21
US.C. 151-158), the proposed amend-
ments of Parts 112, 113, and 114 of Sub-
chapter E, Chapter I, Title 9, of the Code
of Federal Regulations, as contained in
the aforesaid notice are hereby adopted
and are set forth in full herein, subject
to the following noted modifications:

The words “Standard Requirements”
have been deleted from the section head-
ings as being repetitious and superfluous.
The index has been changed accordingly.

Section 113.3(a) (1) has been clarified
by deleting the word “inactivation' and
inserting “safety” in (i) and rewording
(i) and (1) to provide for random se-
lection. Subdivision (1) has also been
changed to provide for samples of bulk
material.

Sectlon 113.3(b) (4) has been clarified
by deleting the words “the exclusive of”
from the first sentence and rewording
the second sentence.

Section 113.4(a) has been redesignated
§ 113.4(b) and the proviso has been de-
leted. Section 113.4(b) has been redesig-
nated § 113.4(a).

Section 113.5 has been clarified by de-
leting the words “of day” from the sec-
ond sentence of paragraph (b); by re-
wording the second sentence of
paragraph (¢) to provide for results of
tests Instead of test reports; and by re-
wording paragraph (e) to limit applica-
bility to products not released and re-
strict release to products found to be
satisfactory.

The word “licensed” has been deleted
from § 113.6(a).

Section 113.7(b) has been rewritten
for clarification. The words “at least"”
have been inserted in § 113.7(d).

The word “animal” has been substi-
tuted for the words “vaccination chal-
lenge” in §113.8 (&) and (b). Section
113.8(c) has been deleted.

PART 112—LABELS

1. Part 112 is amended by deleting
§§ 11226 and 112.27. The heading and
index is to read as follows:

Lanms
Sec.
112.1
1122
1123
1124

Containers,

Required and permitted information.

Diluent labels,

Reference to distributors and permit-
tees.

Review and approval of labels and
other material,

1125
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Sec.
1126 Packaging deslccated products.
11297 Special additional requirements,

PART 113—STANDARD
REQUIREMENTS

2. Chapter I of Title 9 of the Code of
Federal Regulations is amended by add-
ing a new Part 113, reading as follows:

APPLICARILITY
Seo.
118.1
1132
1133
1134
1135
1136
1137
1138

Compliance.
Ingredients of blological products,
Sampling of blologieal produocts.
Outline of production.
General testing,
Divislon testing.
Multiple fractions,
Virus titrations in lieu of test for
antigenicity,
AvrHoriry ! The provisions of this Part 113
issued under 37 Stat, 832-833; 21 US.C. 151~
158.

APPLICABILITY
§ 113.1 Compliance,

The regulations in this part apply to
each serial or subserial of a licensed
biological product manufactured in a
licensed establishment and to each serial
or subserial of a biological product in
each shipment imported for distribution
and sale.

§113.2
ucts,

All ingredients used in a licensed bio-
logical product shall meet accepted
standards of purity and quality; shall
be sufficiently nontoxic so that the
amount present in the recommended
dose of the product shall not be toxic
to the recipient; and in the combina-
tions used shall not denature the specific
substances in the product below the min-
imum acceptable potency within the dat-
ing period when stored at the recom-
mended temperature,

§ 113.3 Sampling of biological products,

Each licensee and permittee shall fur-
nish representative samples of each
serial or subserial of a biological product
manufactured in the United States or
imported into the United States as pre-
scribed in paragraphs (a) and (b) of
this section. Additional samples may be
purchased in the open market by a
Division representative.

(a) Prerelease test samples for Divi-
sion use shall be forwarded to the place
designated by the Director and in the
number and quantity as prescribed. Com-
parable samples shall be used by the
licensee and permittee for similar tests,

(1) Each licensee shall select prere-
lease samples as follows:

(1) Nonviable liquid products—elther
bulk or final container samples of com-
pleted product shall be used for purity,
safely, or potency tests. Biological prod-
uct in final containers shall be used for
sterility tests.

(if) Viable liquid products; samples
shall be in final containers and shall be
randomly selected at the end of the
filling operation. Samples from bulk con-
tainers of completed product may be sub-
mitted when authorized by the Director.

Ingredients of biological prod.

(iii) Desiccated products; samples
shall be in final containers and shall be
randomly selected if desiccated in the
final container. Biological products
desiceated in bulk shall be sampled at
the end of the filling operation.

(2) Each permittee shall select pre-
release samples s0 that each serial or
subserial in each shipment shall be rep-
resented.

(b) Reserve samples shall be selected
from each serial and subserial of every
biological product. Such samples shall
be selected at random from finished
product by the licensee or permittee,
Each sample shall:

(1) Consist of 5 single dose or 2 multi-
ple dose packages as the case may be;

(2) Be adequate in quantity for ap-
propriate examination and testing;

(3) Be truly representative and in
final containers;

(4) Be held in & special compartment
or equivalent set aslde by the licensee or
permittee, for holding these samples
under refrigeration at 35° to 45° F. for
6 months after the expiration date stated
on the labels. These samples shall be
stored in this manner and shall be de-
livered to the Division upon request,

§ 113.4 Outline of production.

(a) The teést methods and procedures
contained in all applicable Standard Re-
quirements shall be complied with un-
less otherwise exempted by the Director
and provided that such exemption is
noted in the approved outline.

(b) To comply with the test require-
ments in § 114.8(b) of this chapter, each
outline shall designate the test methods
and procedures by which the biological
product shall be evaluated for purily,
safety, and potency,

§113.5 General testing.

(a) No biological product shall be re-
leased prior to the completion of required
tests necessary to establish the product o
be satisfactory for purity, safety, and
potency,

(b) Tests of biological products shall
be observed by a competent employes of
the manufacturer during all critical
periods. A critical period shall be the time
when certain specified reactions musi
occur in required tests to properly evil-
uate the results,

(¢) Records of all tests shall be kept
in accordance with Part 116 of this
chapter. Results of all tests shall be
submitted to the Division, Blank forms
shall be furnished upon request to the
Veterinary Biologics Division.

(d) When a serial or subserial has not
been found satisfactory by the test meth-
ods and procedures designated in § 1134
and a repeat test is to be conducted, the
same test method shall be used.

(e) When new test methods are de-
veloped and approved by the Division.
biological products released thcrcnfwé
shall be evaluated by such methods, &0
if not found to be satisfactory when 0
tested shall not be released.

§ 113.6 Division testing.

A biological product shall with reason:
able certainty yleld the results intended
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when used as recommended or suggested
{n it¢ labeling or proposed labeling prior
to the expiration date.

(a) The Director is authorized to
cause a Dbiological product, manu-
factured in the United States or im-
ported into the United States, to be ex-
gmined and tested for one or more of
the following: purity, safety, potency,
or cffectiveness; in which case, the li-
censee or permittee shall withhold such
product from the market until a deter-
minstion has been made.

(b) A serial or subserial of a blological
product which has not been found satis-
factory by applicable test methods or
procedures is not in compliance with the
regulations in Parts 101 through 121 of
this subchapter and shall not be released
for market,

§113.7 Muliiple fractions,

(s) When a blological product con-
fains more than one immunogenic frac-
tion, the completed product shall be
evaluated by tests applicable to each
fraction.

(b) When similar potency tests are
required for more than one fraction of
s combination biological product, dif-
ferent animals must be used to evaluate
each fraction except when written
Standard Requirements or outlines of
production make provisions and set
forth conditions for use of the same
animals for testing different fractions.

(c) When the same safety test is re-
quired for more than one fraction, re-
quirements are fulfilled by satisfactory
results from one test of the completed
product.

(d) Biological products containing one
or more chemically inactivated frac-
ton(s) and one or more live virus or
modified live virus fraction(s) shall be
prepared as recommended for use and
held at room temperature for at least
30 minutes before Initiating virus titra-
tions or potency tests.

(&) Virus titrations for a multivirus
Product shall be conducted by methods
which will quantitate each virus.

§113.8  Virus titrations in lien of test
for antigenicity.

(a) The Director may exempt a live
virus vaccine from a required snimal
wst for release if the efficacy can with
reasonable certainty be determined by:

(1) Testing the seed virus for potency
f;: ; manner approved by the Director;

(2) Establishing the lowest satisfac-
tory virus titer based on the minimum
pr‘otccuvc does plus an adequate overage
allowance for uncertain conditions; and

(3) Conducting virus titrations on
®ch zerial or subserial in an accepted
ttration test system.

Of‘b’ One or more serfals or subserials

& blological product which has been
fxempted from a required animal test
?"Gordma to the conditions in paragraph
‘:; of this section may be subjected to
ix d test by the Division or the licensee,

found unsatisfactory, the biological

Product sh
Market. all be removed from the

RULES AND REGULATIONS

PART 114—MISCELLANEOUS RE-
QUIREMENTS FOR LICENSED
ESTABLISHMENTS

3. Part 114 is amended by deleting
$8 1145(c), 114,13, 114.14, and 114,18,

Nore: The reparting and/or recordkeeping
requirements contained hersin have been
approved by the Bureau of the Budget In
accordance with the Federal Reports Act
of 1942,

Effective date: Thirty days after pub-
lication in the FEpErAL REGISTER.

Done at Washington, D.C., this 3d day
of November 1969.

R. J. ANDERSON,
Acting Administrator,
Agricultural Research Service.

[P.R. Doc. 69-13301; Flled, Nov. 6, 1969;
8:48 am.|

Title 14—AERONAUTICS AND
SPACE

Chapler l—Federal Aviation Adminis-
tration, Department of Transportation

SUBCHAPTER E—AIRSPACE
[Alrspace Docket No. 890-CE~-116)

PART 71—DESIGNATION OF FEDERAL
AIRWAYS, CONTROLLED AIRSPACE,
AND REPORTING POINTS

Alteration of Federal Airway

The of this amendment to
Part 71 of the Federal Aviation Regula-
tions is to redesignate the segment of
VOR Federal airway No. 430 between
Havre, Mont., and Williston, N. Dak.

V-430 airway Is presently designated
from Havre via Glasgow, Mont., to Will-
iston, with a south alternate segment be-
tween Glasgow and Williston, The FAA
is relocating the Glasgow VOR to a new
site on the Glasgow International Air-
port (lat. 48°12'48"* N., long 106°37°07""
W.) to provide better Instrument ap-
proach procedures into the International
Alrport. The relocation of the VOR must
be accomplished before inclement weath-
er prohibits the moving of the VOR. Ac-
cordingly, action s taken herein to re-
designate V-430 segment from Havre via
Glasgow; INT Glasgow 100* T (083° M)
and Williston 263° T. (248° M) ; to Willis-
ton.

Since the relocation of the VOR and
the redesignation of V-430 segment must
be accomplished before the onset of in-
clement weather and since the deviation
of the new alignment from the present
designation is minor in nature, notice
and public procedure are impracticable
and unnecessary,

In consideration of the foregoing, Part
71 of the Federal Aviation Regulations Is
amended, effective 0901 g.m.t,, Decem-
ber 11, 1969, as hereinafter set forth.

In §71.123 (34 F.R, 4509) V-430 is
amended by deleting all between ""Havre,
Mont.:" and “Minot, N. Dak.;" and sub-

18005

stituting “14 miles, 100 miles 50 MSL,
Glasgow, Mont.; INT Glasgow 100* and
Williston, N. Dak., 263° radials, 22 miles,
33 miles 55 MSL, Williston;” therefor.
(See¢. 307(a), Federal Aviation Act of 1058,
40 US.C. 1348; sec. 6(c), Department of
Transportation Act, 49 US.C. 1656(c))

Izsued in Washington, D.C., on Novem-
ber 3, 1969.
H. B. HELSTROM,
Chief, Airspace and Afr
Traffic Rules Division.

[PR., Doc, 60-13286; Filed, Nov, 6, 1909
8:47 am.]

[Alrspace Docket No. 69-80-128)

PART 71—DESIGNATION OF FEDERAL
AIRWAYS, CONTROLLED AIRSPACE,
AND REPORTING POINTS

Alteration of Transition Area

The purpose of this amendment to

Part 71 of the Federal Aviation Regula-
tions is to alter the Aiken, 5.C,, transition
area.
The Aiken transition area is described
in §71.181 (34 F.R. 4637). In the de-
scription, an extension is predicated on
the 048° bearing from the Alken REN
and has a designated width of 2 miles
each side of the bearing and a length of
8 miles.

U.S. Standards for Terminal Instru-
ment Procedures (TERPs), issued after
extensive consideration and discussion
with Government sagencies concerned
and affected industry groups, are now
being applied to update the criteria for
instrument approach procedures. The
criteria for the designation of controlled
airspace protection for these procedures
was revised to conform to TERPs and
achieve Increased and efficient utilization
of airspace.

Because of this revised criteria, it is
necessary to alter the description by
increasing the width of the transition
area extension from 2 to 3 miles each side
and the length from 8 to 8.5 miles.

In consideration of the foregoing, no-
tice and public procedure hereon are un-
necessary and Part 71 of the Federsal
Aviation Regulations is amended, effec-
tive immediately, as herelnafter set forth,

In §71.181 (34 F.R, 4637), the Alken,
S.C., transition area is amended as fol-
lows: All after “* * * longitude 81°41'-
25’ W.J; * * *"1is deleted and “* * *
within 3 miles each side of the 048° bear-
ing from Aiken RBN (lat. 33°39°06"° N.,
long. 81°40°38’' W.), extending from the
8-mile radius area to 8.5 miles northeast
?l the RBN * * *." is substituted there-

or.

(Sec. 307(a), Federal Aviation Act of 1068,
49 US.C. 1848(n), sec. 6(c), Department of
Transportation Act 40 U.B.C, 1656(¢c))

Issued in East Point, Ga., on Octo-
ber 27, 1969.

James G, ROGERS,
Director, Southern Region.

[F.R. Doc, 60-13282; Flled, Nov. 6, 1069;
8:45 nan.)
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