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search prior to formal publication when 
such release would adversely affect the 
public interest.

(e) Interagency or intra-agency mem­
orandums or letters which would not be 
available by law to a party other than an 
agency in litigation with the agency. 
This would include but would not be lim­
ited to:

(1) Records involving any pending or 
expected claim actions against the Gov­
ernment resulting from property damage 
or personal injury.

(2) Documents covering agency plans 
which may be subject to revision before 
presentation.

(3) Reports of internal deliberations 
where premature release could harm the 
authorized and appropriate purpose for 
which they are being used.

(4) Preparatory budget material.
(f) Personnel and medical files and 

similar files the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy.

(g) Investigatory files compiled for law 
enforcement purposes except to the ex­
tent available by law to a party other 
than an agency.
§ 510.14 Determinations.

The appropriate official, depending 
upon whether the request is regional or 
national in origin, shall promptly make 
available any ARS records requested in 
accordance with § 510.10, unless he de­
termines that it is an exempt record. He 
shall give prompt written notice of any 
such determination together with the 
reasons therefor.
§ 510.15 Appeals.

The denial of any request for an ARS 
record or records may be appealed by the 
person who made the request to the Ad­
ministrator of ARS. The appeal shall be 
made in writing within 30 days of the 
date of the notice of denial. The Admin­
istrator will give written notice of the 
final determination of ARS.

The foregoing action is taken to reflect 
organizational changes within the De­
partment of Agriculture, Agricultural 
Research Service, and does not substan­
tially affect the rights or obligations of 
any member of the public.

This amendment shall become effective 
May 9,1973.

Done at Washington, D.C., this third 
day of May 1973.

T. W. Edminster, 
Administrator,

Agricultural Research Service.
[FR Doc.73-9214 Filed 5-8-73;8:45 am]

CHAPTER IX— -AGRICULTURAL MARKET­
ING SERVICE (MARKETING AGREE­
MENTS AND ORDERS; FRUITS, VEGE­
TABLES, NUTS), DEPARTMENT OF 
AGRICULTURE

[Valencia Orange Reg. 430]
PART 908— VALENCIA ORANGES GROWN 

IN ARIZONA AND DESIGNATED PART 
OF CALIFORNIA

Limitation of Handling
This regulation sets a minimum size 

requirement for the period May 11, 1973,
FEDERAL

through January 15, 1974, applicable to 
the handling of Valencia oranges grown 
in the production areas of California and 
Arizona Valencia oranges were regulated 
Arizona. Shipments of Califomia- 
by size through April 26, 1973, pursuant 
to Orange Regulation 423. The regula­
tory requirements for Califomia-Ari- 
zona Valencia oranges specified herein 
are the same as those published in the 
F ederal R egister on April 6, 1973, under 
notice of proposed rulemaking, except for 
the later effective date of May 11, 1973.

Notice was published in the F ederal 
R egister on April 6, 1973 (38 FR 8749), 
that consideration was being given to a 
continuation of the size regulation for 
Valencia oranges grown in Arizona and 
designated part of California, pursuant 
to the applicable provisions of the mar­
keting agreement, as amended, and order 
No. 908, as amended (7 CFR part 908) 
regulating the handling of Valencia 
oranges grown in Arizona and designated 
part of California. This regulatory pro­
gram is effective under the Agricultural 
Marketing Agreement Act of 1937, as 
amended (7 U.S.C. 601-674). The pro­
posed regulation was recommended by 
the Valencia Orange Administrative 
Committee, established under safd 
amended marketing agreement and order 
as the agency to administer the terms 
and provisions thereof. The notice pro­
vided that all written data, views, or ar­
guments in connection with the proposed 
amendment be submitted by April 18, 
1973. None were received.

The recommendation by the Valencia 
Orange Administrative Committee re­
flects its appraisal of the crop and cur­
rent and prospective marketing condi­
tions. The Committee now estimates that 
the 1972-73 season crop of Valencia 
oranges will be 58,500 carlots. It further 
estimates that the demand in regulated 
market channels will require about 38 
percent of this volume, and the remain­
ing 62 percent will be available for utili­
zation in export and processing. The vol­
ume and size composition of the corp are 
such that ample supplies of the more de­
sirable sizes are available to satisfy the 
demand in regulated channels. Equiva­
lent fresh on-tree returns for Califomia- 
Arizona Valencia oranges averaged $1.92 
per carton for the season through April 
1973 or 79 percent of the equivalent par­
ity price. The regulation herein specified 
is designed to permit shipment of ample 
supplies of fruit of the more desirable 
sizes in the interest of both growers and 
consumers. The action is necessary to 
maintain orderly marketing conditions, 
provide consumer satisfaction and guard 
against the shipment of undesirable sizes 
of Valencia oranges which tend to de­
moralize the market for later shipments 
of such fruit. The regulation therefore 
is consistent with the objective of the 
act of promoting orderly marketing, 
maintaining grower returns, and protect­
ing the interest of consumers.

After consideration of all relevant mat­
ter presented, including the proposal set 
forth in the aforesaid notice and other 
available information, it is hereby found 
that the limitation of shipments of Valen­
cia oranges, as hereinafter set forth, is 
in accordance with said amended mar­

keting agreement and order and will 
tend to effectuate the declared policy of 
the act.

It is hereby further found that good 
cause exists for making this regulation 
effective at the time hereinafter set forth 
and for not postponing the effective date 
hereof until 30 days after publication in 
the F ederal R egister (5 U.S.C. 553) in 
that (1) notice of proposed rulemaking 
concerning this regulation was published 
in the Federal R egister on April 6,1973 
(38 FR 8749),. and no objection to it was 
received; (2) except for the later effec­
tive date of May 11, 1973, the regulatory 
provisions are the same as those con­
tained in said notice; (3) the recom­
mendation and supporting information 
for regulation of Valencia oranges were 
submitted to the Department after an 
open meeting of the committee on 
March 20, 1973, which was held to con­
sider recommendations for regulation, 
after giving due notice of such meeting, 
and interested persons were afforded an 
opportunity to submit their views at this 
meeting; (4) information concerning 
such provisions and effective time has 
been disseminated among handlers of 
such oranges; and (5) compliance with 
the regulation will not require any spe­
cial preparation on the part of the per­
sons subject thereto which cannot be 
completed by the effective time hereof.
§ 908.730 Valencia Orange Regulation 

430.
(a) Order.—During the period May 11, 

1973, through January 15, 1974, no 
handler shall handle any Valencia 
oranges grown in the production area 
which are of a size smaller than 2.20 
inches in diameter, which shall be the 
largest measurement at a right angle to 
a straight line running from the stem to 
the blossom end of the fruit; Provided, 
That not to exceed 5 percent, by count, 
of the Valencia oranges contained in any 
type of container may measure smaller 
than 2.20 inches in diameter.

(b) As used in this section, “handle”, 
“handler”, and “production area”, shall 
ha,ve the same meaning as when used in 
said amended marketing agreement and 
order.
(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C. 
601-674.)

Dated May 4,1973, to become effective 
May 11, 1973.

Charles R. B rader, 
Acting Deputy Director, Fruit 

and Vegetable Division, Agri­
cultural Marketing Service.

[FR Doc.73-9212 Filed 5-8-73;8:45 am]

PART 930— CHERRIES GROWN IN MICH­
IGAN, NEW YORK, WISCONSIN, PENN­
SYLVANIA, OHIO, VIRGINIA, WEST 
VIRGINIA, AND MARYLAND

Free and Restricted Percentages of 
Cherries for the 1972-73 Fiscal Period
This amendment releases 75 percent 

of the reserve pool which was established 
under the order’s 1972 crop free arid re­
stricted percentage regulation. Handlers, 
eligible under the order, will be offered 
such an amount during the 10-day pe­
riod May 8 through May 18, 1973. A
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determination as to the need for such a 
release was based upon all available in­
formation on market prices 4for frozen 
cherries, level of supplies currently 
available to the market, and expected 
product usage to new crop.

Findings. (1) Pursuant to Marketing 
Order No. 930 (7 CFR Part-930), regu­
lating the handling of cherries grown in 
Michigan, New York, Wisconsin, Penn­
sylvania, Ohio, Virginia, West Virginia, 
and Maryland, effective under the ap­
plicable provisions of the Agricultural 
Marketing Agreement Act of 1973, as 
amended (7 U.S.C. 601-674), and upon 
the basis of the recommendations of 
the Cherry Administrative Board, estab­
lished under the aforesaid amended 
marketing order, and upon other avail­
able information, it is hereby found that 
the release of reserve pool cherries, as 
hereinafter provided, will tend to effec­
tuate the declared policy of the act.

(2) The recommendation by the Cher­
ry Administrative Board for the release 
of frozen cherries from the reserve pool 
is consistent with the remaining supply 
of frozen cherries available to commer­
cial channels and prospective demand 
for such cherries.

(3) It is hereby further found that it 
is impracticable and contrary to the pub­
lic interest to give preliminary notice, 
engage in public rulemaking procedure, 
and postpone the effective date of this 
amendment until 30 days after publica­
tion in the F ederal R egister (5 U.S.C. 
553) because of the time intervening be­
tween the date when information upon 
which this amendment is based became 
available and the time when this amend­
ment must become effective in order to 
effectuate the declared policy of the act 
is insufficient; and this amendment re­
lieves restrictions on the handling of 
cherries grown in the production area 
included under Marketing Order No. 930.

Order. A new subparagraph (1) be 
added to paragraph (a) of § 930.501 
(Free and restricted percentages for the 
1972-73 fiscal period; 37 FR 13789) to 
read as follows :
§ 930.501 Free and restricted percent­

ages for the 1972—73 fiscal period.
(a) * * *
(1) Seventy-five (75) percent of the 

volume of the reserve pool, established 
pursuant to § 930.54, with the aforemen­
tioned restricted percentage cherries, 
shall be offered for sale to eligible han­
dlers by the Cherry Administrative 
Board during the period starting at 12:01 
P.m. May 8,. 1973, and ending 12 noon 
May 18, 1973, in accordance with the 
conditions governing the sale of reserve 
pool cherries.
(Secs. 1- 19, 48 Stat. 31, as amended; 7 U.S.C. 
601-674.)

Dated May 2, 1973.
P aul A . Nicholson, 

Deputy Director, Fruit and 
Vegetable Division, Agricul­
tural Marketing Service.

[FR Doc.73-9112 Filed 5-8-73;8:45 am]

RULES AND REGULATIONS

Title 9— Animals and Animal Products
CHAPTER I— ANIMAL AND PLANT HEALTH 

INSPECTION SERVICE, DEPARTMENT 
OF AGRICULTURE

SUBCHAPTER C— INTERSTATE TRANSPORTA­
TIO N OF ANIMALS (INCLUDING POULTRY) 
AND ANIMAL PRODUCTS; EXTRAORDINARY 
EMERGENCY REGULATION OF INTRASTATE 
ACTIVITIES

PART 82— EXOTIC NEWCASTLE DISEASE; 
AND PSITTACOSIS OR ORNITHOSIS IN 
POULTRY

Area Quarantined
This amendment quarantines a portion 

of San Diego County in California be­
cause of the existence of exotic Newcastle 
disease. Therefore, the restrictions per­
taining to the interstate movement of 
poultry, mynah and psittacine birds, and 
birds of all other species under any form 
of confinement, and their carcasses and 
parts thereof, and certain other articles 
from quarantined areas, as contained in 
9 CFR part 82, as amended, apply to the 
quarantined area.

Pursuant to the provisions of sections 
1, 2, 3, and 4 of the act of March 3, 1905, 
as amended, sections 1 and 2 of the act 
of February 2,1903, as amended, sections 
4, 5, 6, and 7 of the act of May 29, 1884, 
as amended, and sections 3 and 11 of the 
act of July 2, 1962 (21 U.S.C. 111, 112, 
113, 115, 117, 120, 123, 124, 125, 126, 134b, 
134f), part 82, title 9, Code of Federal 
Regulations, is hereby amended in the 
following respects:

In § 82.3, in paragraph (a) (1) relating 
to the State of California, new para­
graph (a) (1) (ix) relating to San Diego 
County is added to read:

(ix) The premises of Nicholas Van 
Dam, d.b.a. Rainbow Egg Ranch, 5405 
5th Street, City of Fallbrook (Rainbow 
Community), in San Diego County.
(Secs. 4-7, 23 Stat. 32, as amended; secs. 1 
and 2, 32 Stat. 791-792, as amended; secs. 
1—4, 33 Stat. 1264, 1265, as amended; secs. 
3 and 11, 76 Stat. 130, 132; 21 U.S.C. 111- 
113, 115, 117, 120, 123-126, 134b, 134f; 37 
FR 28464, 28477.)

Effective date.—The foregoing amend­
ment shall become effective May 3, 1973.

The amendment imposes certain re­
strictions necessary to prevent the inter­
state spread of exotic Newcastle disease, 
a communicable disease of poultry, and 
must be made effective immediately to 
accomplish its purpose in the public 
interest. It does not appear that public 
participation in this rulemaking pro­
ceeding would make additional relevant 
information available to the Department.

Accordingly, under the administrative 
procedure provisions in 5 U.S.C. 553, it is 
found upon good cause that notice and 
other public procedure with respect to 
the amendment are impracticable, un­
necessary, and contrary to the public 
interest, and good cause is found for 
making it effective less than 30 days 
after publication in the F ederal 
R egister.

Done at Washington, D.C., this 3d day 
of May 1973.

G. H. W ise,
Acting Administrator, Animal 

and Plant Health Inspection 
Service.

[FR Doc.73-9114 Filed 5-8-73;8:45 am]

12093

PART 82— EXOTIC NEWCASTLE DISEASE;
AND PSITTACOSIS OR ORNITHOSIS IN
POULTRY

Areas Released From Quarantine
This amendment excludes portions of 

Starr and Hidalgo Counties in Texas 
from the areas quarantined because of 
exotic Newcastle disease. Therefore, the 
restrictions pertaining to the interstate 
movement of poultry, mynah, and psit­
tacine birds, and birds of all other species 
under any form of confinement, and their 
carcasses and parts thereof, and certain 
other articles from quarantined areas, as 
contained in 9 CFR part 82, as amended, 
will not apply to the excluded areas. No 
areas in Texas remain under quarantine.

Pursuant to the provisions of sections 
1, 2, 3, and 4 of the act of March 3, 1905, 
as amended, sections 1 and 2 of the act 
of February 2,1903, as amended, sections 
4, 5, 6, and 7 of the act of May 29, 1884, 
as amended, and sections 3 and 11 of the 
act of July 2, 1962 (21 U.S.C. I ll, 112, 
113, 115, 117, 120, 123, 124, 125, 126, 
134b, 134f), part 82, title 9, Code of Fed­
eral Regulations, is hereby amended in 
the following respects.

In § 82.3, the introductory portion of 
paragraph (a) is amended by deleting 
the name of the State of Texas after the 
reference to “California,” ; and para­
graph (a) (2) relating to the State of 
Texas is deleted.
(Secs. 4-7, 23 Stat. 32, as amended; secs. 1 
and 2, 32 Stat. 791—792, as amended; secs. 
1—4, 33 Stat. 1264, 1265, as amended; secs. 3 
and 11, 76 Stat. 130, 132; 21 U.S.C. 111-113, 
115, 117, 120, 123-126, 134b, 134f; 37 FR 28464, 
28477.)

Effective date.—The foregoing amend­
ment shall become effective May 3, 1973.

The amendment relieves certain re­
strictions presently imposed but no 
longer deemed necessary to prevent the 
spread of exotic Newcastle disease, and 
must be made effective immediately to 
be of maximum benefit to affected per­
sons. It does not appear that public par­
ticipation in this rulemaking proceeding 
would make additional relevant informa­
tion available to the Department.

Accordingly, under the administrative 
procedure provisions in 5 U.S.C. 553, it 
is found upon good cause that notice and 
other public procedure with respect to 
the amendment are impracticable and 
unnecessary, and good cause is found for 
making it effective less than 30 days after 
publication in the F ederal R egister.

Done at Washington, D.C., this third 
day of May 1973.

G. H. W ise;
Acting Administrator, Animal 

and Plant Health Inspection 
Service. *

[FR Doc.73-9113 Filed 5-8-73;8:45 am]

SUBCHAPTER E— VIRUSES, SERUMS, TOXINS, 
AND ANALOGOUS PRODUCTS: ORGANISMS 
AND VECTORS

PART 112— PACKAGING AND LABELS
PART 114— PRODUCTION REQUIRE­

MENTS FOR BIOLOGICAL PRODUCTS
Miscellaneous Amendments to Subchapter

On December 8, 1972, there was pub­
lished in the F ederal R egister (FR  Doc.
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72-21141) a notice of proposed rulemak­
ing with respect to proposed amendments 
to the regulations relating to viruses, 
serums, toxins, and analogous products 
in part 112 of title 9, Code of Federal 
Regulations, issued pursuant to the pro­
visions of the Virus-Serum-Toxin Act of 
March 4, 1913 (21 U.S.C. 151-158).

These amendments to part 112 were 
proposed to update the current label re­
quirements for biological products by re­
stating the applicability of such require­
ments in a revised § 112.1; by specifying 
the basic requirements for the three label 
components, namely, final container 
labels, carton labels, and enclosures in a 
revised § 112.2; by clarifying diluent label 
requirements in a revised § 112.3; by add­
ing requirements for subsidiary labels in 
a revised § 112.4; by codifying instruc­
tions for submission of labels currently 
found in administrative directives in a 
revised § 112.5; by revising the packaging 
and labeling requirements in § 112.6 for 
desiccated products to conform to pres­
ent day needs; and by codifying admin­
istrative directives containing special la­
bel requirements for specified products. 
Special packaging and label require­
ments for products to be exported and 
for products to be imported for research 
and evaluation have been added in two 
new sections— §§ 112.8 and 112.9. Author­
ity to issue label and/or packaging re­
quirements for special products has been 
provided in a new section § 112.10.

Obsolete requirements, such as pre­
labeling restrictions in § 112.1(b) have 
been removed. Modern labeling methods, 
such as screen printing, make such re­
strictions inadvisable. Definitions of 
“label and labeling” have been recodi­
fied in a new § 101.4.

After due consideration of all relevant 
matters, including the proposals set forth 
in the aforesaid notice of rulemaking, 
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 
U.S.C. 151-158), the amendments of part 
112 of subchapter E, chapter I, title 9 of 
the Code of Federal Regulations, as con­
tained in the aforesaid notice are hereby 
adopted and are set forth herein, subject 
to the following noted modifications;

Identification requirements for biologi­
cal products while in course of prepara­
tion now contained in the second sen­
tence of paragraph 112.1(c) have been 
redesignated as § 114.5. This amendment 
is merely editorial and makes no substan­
tive change in the regulations.

The words “prepared” and “producer” 
have been substituted for “manufac­
turer,” respectively, as being more ap­
propriate terminology..

Section 112.2(a) (3) has been changed 
to permit the use of “U.S. Vet. Lie. No.”  as 
an abbreviation for “United States Vet­
erinary License Number.”

The storage temperature requirement 
in § 112.2(a) (4) has been rewritten to 
authorize use of either 45°F., or 7°C., 
or both.

To prevent unnecessary label revision, 
the requirements in §§ 112.2(a) (6) and

112.2(a) (7) have been reworded to con­
form to current labels. An abbreviated 
statement has been added to § 112.2 (a) 
(7) to accommodate small labels.

Section 112.2(a) (8) has been reworded 
to limit the requirement to food-produc­
ing animals when the product is for more 
than one species.

Section 112.2(a) (9) (iii) has been re­
worded for clarity.

Section 112.2(a) (10) (ii) has been re­
written to relax the requirements in the 
proposal but retain those now in effect.

The lead paragraph in § 112.3 has been 
rewritten to provide for products other 
than bacterins used as diluents by sub­
stituting “liquid biological product” for 
“bacterin.” § 112.3(c) has been reworded 
for clarity. An abbreviated statement has 
been added to § 112.3(f) (2) to accom­
modate small labels.

In § 112.4(a) reference to “subsidiary” 
has been reworded for clarification. “Vet­
erinary Services” has been substituted 
for “Deputy Administrator” for adminis­
trative efficiency.

Section 112.5 in the lead paragraph has 
been rewritten to limit review of labels to 
compliance with regulations and ap­
proval by Veterinary Services.

Sections 112.5(b) and 112.5(c) have 
been reworded to require submission of 
sketches and labels to be made to 
Veterinary Services. “ Written” has been 
inserted in front of “approval” in § 112.5
(c) for completeness.

“Veterinary Services” has been in­
serted into § 112.5(d) (1) (i) to designate 
the file referred to and “At least” has 
been inserted in two places in § 112.5(d)
(1) (ii) to permit processing o f additional 
labels, if required. “According to § 112.5
(d )  (1) (i)” has been substituted for 
“ accordingly.”

“Screen printing” has been substituted 
for “silk screen” in § 112.5(d) (2) (iv) for 
accuracy.

The words “by Veterinary Services” 
has been inserted in § 112.5(d) (4) for 
clarity.

Section 112.5(f) has been reworded to 
have a request for label list come from 
Veterinary Services for administrative 
efficiency.

“Except as provided in § 112.8,” has 
been inserted in § 112.6(d) for complete­
ness.

Section 112.7(c)(1) “Nerve” has been 
substituted for “neural” for accuracy and 
the dosage to be recommended limited to 
that in the approved outline of produc­
tion. In both subparagraphs, § 112.7(c)
(1) and (2), “ dog and cat” have been 
substituted for “puppy” to provide for cat 
vaccination. “Approved Outline of Pro­
duction” has been substituted for “out­
line” in § 112.7(c) (2).

The following substitutions of words 
have been made for accuracy: “modified 
live rabies virus” for “live rabies virus” 
in the lead paragraph in § 112.7(d) and 
in § 112.7(d) (3); “ below 180th” for 
“40th—50th” in § 112.7(d) (2); and “Vac­
cination” for “Dosage” in § 112.7(d) (4). 
Section 112.7(d) (4) (iii) has been re­
worded to correspond with published re- 
commendations for vaccinating cats.

Recommendation requirements for use 
of rabies vaccine in animals other than 
dogs and cats have been relaxed in § 112.7 
(d) (4) (iii) by permitting licensees to 
make other claims' for their products if 
such claims are in the approved outline 
of production.

Section 112.7(d) (5) has been reworded 
for clarity.

Section 112.7(e) has been rewritten to 
exempt inactivated vaccines from the 
pregnant cow label requirement and to 
authorize other exceptions to be made 
by the Deputy Administrator. Exception 
to § 112.7(f) has been provided if author­
ized in the approved outline of produc­
tion for administrative purposes.

Section 112.7(f) (1) has been changed 
to provide for products containing Clos­
tridium septicum Bacterin because it is 
used only in combination with Clostri­
dium chauvoei Bacterin.

The proposed § 112.8(a) (3) has been 
relaxed to prohibit the use of only the es­
tablishment license number to comply 
with foreign requirements.

Section 112.8(c) has been reworded to 
limit the regulations to desiccated prod­
ucts identified with an approved label.

1. Section 114.5 is amended to read:
§ 114.5 Identification of biological 

products.
Suitable tags or labels of a distinct 

design shall be used for identifying all 
biological products while in course of 
preparation at licensed establishments.

2. Part 112 is amended to read:
Sec.
112.1 Applicability.
112.2 Pinal container label, carton label,

and enclosure.
112.3 Diluent labels.
112.4 Subsidiaries, distributors, permittees.
112.5 Review and approval of labeling.
112.6 Packaging desiccated products.
112.7 Special additional requirements.
112.8 For export only.
112.9 Biological products to be imported

for research and evaluation.
112.10 Special packaging and labeling.

Au t h o r it y : The provisions of this Part 112 
issued under 37 Stat. 832-833; 21 U.S.C. 151— 
158.
§ 112.1 Applicability.

Unless otherwise authorized or directed 
by the Deputy Administrator, each bio­
logical product prepared at a licensed 
establishment or imported shall be pack­
aged and labeled as prescribed in this 
part before it is removed from the li­
censed establishment or presented for 
importation: Provided, That biological 
products to be imported for research and 
evaluation shall be subject to packaging 
and labeling requirements1 as may be is­
sued pursuant to § 112.9.

(a) No person shall apply or affix, or 
cause to be applied or affixed, any label, 
stamp, or mark, to any carton or final 
container of a biological product pre­
pared or received in a licensed establish­
ment or imported that is false or mis­
leading in any particular or is not in 
compliance with the regulations.

(b) No person shall alter, mark, or 
remove any label or mark on any carton 
or final container of a biological product
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so as to falsify the label or make it 
misleading.

(c) Labels stamped, printed, or glued 
directly on cartons and final containers, 
shall be legible throughout the dating 
period. Biological products shall be with­
held from the market if such labels have 
been altered, mutilated, destroyed, oblit­
erated, or removed.
§ 112.2 Final container label, carton 

label, and enclosure.
(а) Unless otherwise provided, final 

container labels, carton labels, and en­
closures (inserts, circulars, or leaflets) 
shall include the information specified in 
this section.

(1) The principal part of the true 
name of the biological product which 
name shall be identical with that shown 
in the product license or special license 
under which such product is prepared, 
or the permit under which it is imported, 
shall be prominently lettered and placed 
giving equal emphasis to each word com­
posing it. Descriptive terms Used in the 
true name on the product license, special 
license, or permit shall also appear. Ab­
breviations of the descriptive terms may 
be used on the final container label if 
complete descriptive terms appear on a 
carton label and enclosures;

(2) If the biological product is pre­
pared in the United States, the name and 
address of the producer (licensee or sub­
sidiary) or if the biological product is 
prepared in a foreign country, the name 
and address of the permittee and of the 
foreign producer.

(3) The license or permit number as­
signed by the Department which shall be 
shown only in one of the following forms 
respectively: “U.S. Veterinary License
N o.___ or “U.S. Vet. License No.
------- or “U.S. Vet Lie. N o .______
or “U.S. Veterinary Permit N o .______,**
or “U.S. Vet. Pérmit N o .______;” the
word (Special) shall be added to indi­
cate a special license when applicable.

(4) Storage temperature recommenda­
tion for the biological product stated as 
not over 45° P. or stated as not over 7° C. 
or stated as not over 45° P. or 7° C.

(5) Pull instructions for the proper use 
of the product, including vaccination 
schedules, warnings, cautions, and the 
like: Provided, That in the case of very 
small final container labels or carton, a 
statement as to where such information 
is to be found, such as “See enclosure for 
complete directions,” “Full directions on 
carton,” or comparable statement;

(б) In the case of a multiple-dose 
final container, a warning to use entire 
contents when first opened: Provided, 
That a diagnostic or a desensitizing anti­
gen packaged in a multiple-dose final 
container is exempt;

(7) If the biological product contains 
viable or dangerous organisms or viruses, 
a warning to “Burn this container and 
all unused contents,” except that in the 
case of a small one-dose container, the 
statement “Burn this container” or 
‘Burn this vial” may be used.

(8) In the case of a biological product 
recommended for use in domestic ani­
mals, the edible portion of which may be

used for food purposes, a withholding 
statement of not less than 21 days to 
read: “Do not vaccinate within (insert 
number) days before slaughter,” or “Do 
not vaccinate food-producing animals 
within (insert number) days before 
slaughter:” Provided, That longer pe­
riods shall be stated when deemed neces­
sary by the Deputy Administrator.

(9) The following information shall 
appear on the final container label and 
carton label, if any, but need not appear 
on the enclosure:

(i) A permitted expiration date;
(ii) The number of doses where ap­

plicable;
(iii) The recoverable quantity of the 

content of each final container stated in 
cubic centimeters (cc.) or milliliters 
(ml.) or units.

(iv) A serial number by which the 
product can be identified with the manu­
facturer’s records of preparation: Pro­
vided, That when a liquid antigenic frac­
tion is to be used instead of a water 
diluent for one or more desiccated anti­
genic fractions in a combination package, 
a hyphenated serial number composed of 
a serial number for the desiccated frac­
tion and the serial number for the liquid 
fraction shall be used on the carton;

(10 The following information shall 
appear on cartons and enclosures if used: 
Provided, That if cartons are not used, 
such information shall appear on the 
final container label;

(i) In the case of a biological product 
for which a standard requirement for 
evaluating potency has not been estab­
lished, a statement, “No U.S. Standard of 
Potency.”  In the case of a multiple frac­
tion product for which a standard re­
quirement for potency has been estab­
lished for one or more fractions of such 
product, the statement, “U.S. Standard 
of Potency for (name fraction) Frac­
tion^) Only,” shall so appear;

(ii) In the case of a product which
contains an antibiotic added during the 
production process, the statement “Con­
tains ___ as a preservative,” or an
equivalent statement indicating the anti­
biotic added.

(b) Labels may also include any other 
statement which is not false or mislead­
ing and may include factual statements 
regarding variable response of different 
animals when vaccinated as directed but 
may not include disclaimers of 
merchantability, fitness for the purpose 
offered, or responsibility for the product.

(c) Labels of biological products pre­
pared at licensed establishments or im­
ported shall not include any statement, 
design, or device, which overshadows the 
true name of the product as licensed or 
which is false or misleading in any par­
ticular or which may otherwise deceive 
the purchaser.

(d) Restricted sales to veterinarians 
may be so stated on the labels: Provided, 
That the entire production of the product 
by the licensee involved shall be so re­
stricted. The phrase, “For Veterinary 
Use Only,” or an equivalent statement 
may be used to indicate a product is rec­
ommended specifically for animals and 
not for humans.

(e) When label requirements of a 
foreign country conflict with the require­
ments as prescribed in this part, special 
labels may be approved for use on bio­
logical products to be exported to such 
country.

(f) If a carton label or an enclosure is 
•required to complete the labeling for a 
multiple-dose final container of liquid 
biological product, only one final con­
tainer shall be packaged in each carton: 
Provided, That if the multiple-dose final 
container is fully labeled without a car­
ton label or enclosure, two or more final 
containers may be packaged in a single 
carton which shall be considered a ship­
ping box. Labels or stickers for shipping 
boxes shall not contain false or mislead­
ing information but need not be sub­
mitted for approval.
§ 112.3 Diluent labels.

Each final container of diluent, other 
than a liquid biological product, packaged 
with desiccated biological products shall 
bear a label that includes the following:

(a) The name—Sterile Diluent.
(b) True name of the biological prod­

uct with which the diluent is packaged, 
except that when the firm packages all 
desiccated biological products with the 
same diluent, or two or more types of 
diluent are used, and the licensees’ meth­
ods of identification and storage insure 
that all products are packaged with the 
correct type of diluent, labels affixed to 
the containers of diluent are exempt 
from this provision.

(c) The recoverable quantity of con­
tents in cubic centimeters (cm3) or milli­
liters (ml).

(d) A serial number by which the 
diluent can be identified with the manu­
facturer’s records of preparation;

(e) Name and address of the licensee 
or the permittee;

(f ) In the case of a diluent with which 
a desiccated biological product is to come 
in contact while the diluent is in its 
original container; and,

(1) Is in a multiple-dose container, a 
positive warning that all of the biological 
product shall be used at the time the 
container is first opened; and/or

(2) The biological product is composed 
of viable or dangerous organisms or 
viruses, the notice, “Bum this container 
and all unused contents,” except that, in 
the case of a small one-dose container, 
the statement “Bum this container” or 
“Bum this vial” may be used.
§ 112.4 Subsidiaries, distributors, per­

mittees.
Labels used by subsidiaries, distribu­

tors, and permittees shall comply with 
requirements for filing and approval of 
labels used for biological products dis­
tributed and sold by the licensee and as 
provided in this section.

(a) Subsidiaries.—Labels to be used on 
biological products prepared in a licensed 
establishment by a domestic subsidiary 
shall be submitted to Veterinary Services 
in accordance with § 112.5 and only labels 
approved for use on such product shall 
be used by the subsidiary.
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(b) Distributors. The name and ad­
dress of a distributor of a biological 
product (who is not the licensed pro­
ducer of such product) shall not be 
placed on the labels or containers of such 
product in a manner as to indicate that 
he is the producer of such product or 
operating under the license number 
shown on the label. The name and ad­
dress of such distributor may be placed 
on labels or containers if the term, “ dis­
tributor,” or “distributed by,” or an 
equivalent term is prominently placed 
in connection therewith: Provided, The 
terms are not so used as to be false or 
misleading. Reference to such distributor 
shall be by name and address only.

(c) Permittees. The name and ad­
dress of a permittee shall not be placed 
on the labels or containers o f an im­
ported biological product in such man­
ner as to indicate that he is the manu­
facturer of such product. Reference to 
such permittee shall be made by name, 
address, and permit number only.
§ 112.5 Review and approval o f labeling.

f Labels used with biological products 
prepared at licensed establishments or 
imported for general distribution and 
sale shall be reviewed for compliance 
with the regulations and approved in 
writing by Veterinary Services prior to 
use.

(a) Transmittal forms, furnished by 
Veterinary Services upon request, shall 
be used with each submission of sketches 
(including proofs) and labels. Separate 
forms shall be used for each biological 
product but only one copy of the form 
shall be used for all sketches and labels 
submitted at the same time for the same 
biological product.

(b) Sketches may be submitted for 
comment to Veterinary Services by the 
licensee or permittee before preparing 
the finished label. Such sketches shall be 
returned to the licensee or permittee 
with comments, if any. Failure of the re­
viewer to take exception to a sketch shall 
not constitute approval of a finished label 
subsequently prepared.

(c) All labels shall be submitted to 
Veterinary Services for review and writ­
ten approval. Only labels which are ap­
proved shall be used. When changes are. 
made in approved labels, the new labels 
shall be subject to review and approval 
before use.

(d) Labels and sketches submitted 
shall be prepared in the number and 
manner prescribed in this paragraph.

(1) Copies required:
(i) Three copies of each sketch shall 

be submitted. Two copies shall be re­
turned to the licensee or permittee with 
applicable comments. One copy shall be 
held in the Veterinary Services label file 
until replaced by a finished label but for 
not more than 1 year after processing: 
Provided, That sketches submitted in 
support of an application for a product 
license or permit shall be held as long as 
the application is considered active.

(ii) At least five copies of a label shall 
be submitted: Provided, That when an 
enclosure is to be used with more than

one biological product, two extra copies 
shall be required for each additional 
product. At least two copies of items sub­
mitted shall be returned to the licensee 
or permittee. Labels to which exceptions 
are taken shall be marked as sketches 
and handled according to § 112.5 
(d) (1) (i) .

(2) Mounting:
(I) Each label or sketch shall be 

securely fastened to a separate sheet of 
heavy bond paper (8 ^ "  x 11") in such 
a manner that all information is avail­
able for review.

(ii) Two-or-three part cartons, in­
cluding “sleeves,” shall be considered as 
one label. All parts shall be submitted 
together.

(iii) (a) When two final containers are 
packaged, together in a combination 
package, the labels for each shall be 
mounted on the same sheet of paper and 
shall be treated as one label.

(b) If either final container label is 
also used alone or in another combina­
tion package, sets of separate labels for 
each biological product with which it is 
used shall be submitted for review.

(iv) When the same final container 
label is applied by different methods such 
as paper or screen printing, one of each 
shall be mounted on the same sheet of 
paper as one submission.

(3) To appear on the top of each 
page:

(i) (a) Name and product code num­
ber of the biological product as it ap­
pears on the product license, special 
license or permit.

(b) Extra copies of enclosures to be 
used with another product shall bear the 
name and code number of the product 
affected.

(ii) (a) Designation of the specimen, 
as a sketch, final container label, carton 
label, or enclosure.

(b) If two final container labels or 
multiple parts are on one sheet, each 
shall be named, and the label or part 
being revised shall be designated.

(iii) Size of package (doses, ml., cc., 
or units) for which the labels or en­
closures are to be used.

(4) To appear on the bottom of each 
page: The reason for the submission 
shall be stated in the lower left hand 
comer as:

(i) To replace Label and/or Sketch 
N o . ____ ;

(II) Addition to Label N o .----------;
(ill) Refer to Label N o .---------.;
(iv) License Application Pending----------;
(v) Foreign Language Copy of Label

No_______
A 2-inch space shall be reserved in the 
lower right hand comer. A label number 
shall be assigned by Veterinary Services 
to each sketch and label reviewed. It 
shall be stamped in the space reserved 
and shall be used for reference to such 
label or sketch in all subsequent cor­
respondence.

(e) Special requirements for foreign 
language labels:

(1) If true, a statement that the label 
is a direct translation from a correspond­
ing approved /T~mestic label.

(2) If the foreign language label is 
not a direct translation of an approved 
domestic label, an English version shall 
be submitted with an explanation for the 
difference in texts.

(3) Foreign language portion of a bi­
lingual label shall be a true translation of 
the English portion. Reference to addi­
tional information on the enclosure shall 
not be made unless that enclosure is also 
bilingual.

(f) When a request is received from 
Veterinary Services, the licensee or per- 
mitee shall submit a list of all approved 
labels currently being used. Each label 
listed shall be identified as to:

(1) Name and product code number 
as it appears on the product license or 
permit for the product; and

(2) Where applicable, the size of the 
package (doses, ml., cc., or units) on 
which the label shall be used; and

(3) Label number and date assigned; 
and

(4) Name of licensee or subsidiary ap­
pearing on the label as the producer.
§ 112.6 Packaging desiccated products.

(a) Except as provided in § 112.8, each 
final container of a desiccated biological 
product, produced by a licensee or a sub­
sidiary, or presented for importation by a 
permittee shall be packaged in a carton 
with accompanying container of diluent 
if such diluent is required for rehydra­
tion of the product before administra­
tion.

(b) Except as prescribed in paragraph
(d) of this section and § 112.8, only one 
mUltiple-dose final container of a desic­
cated product with accompanying final 
container of diluent, if needed for rehy­
dration, shall be packaged in an appro­
priately labeled carton.*

(c) Several single-dose final contain­
ers of desiccated products and an equal 
number of containers of diluent, if need­
ed for rehydration, may be marketed in 
an appropriately labeled carton.

(d) Except as provided in § 112.8, w h e n  
a biological product is designed to be ad­
ministered to poultry, multiple-dose 
final containers, not to exceed 1,000 
doses per container and not to ex­
ceed 10 final containers per package, m a y  
be marketed with accompanying contain­
ers of diluent, if needed for rehydration, 
in a single appropriately labeled carton: 
Provided, That the statement, “ F e d e r a l  
regulations prohibit the repackaging o r  
sale of the contents of this carton in 
fractional units. Do not accept if se a l  
is broken,” shall be prominently p la c e d  
on the carton labels
§ 112.7 Special additional requirements.

(a) In the case of biological products 
containing live Newcastle Disease virus, a 
caution statement indicating that New­
castle Disease can cause inflammation oi 
the eyelids of humans, and a warning to 
the user to avoid infecting his eyes shall 
be included on the enclosure.

(b) In the case of a biological product 
containing infectious bronchitis virus, ai 
labels shall show the infectious bronchi­
tis virus type or types used in the prod­
uct. Abbreviation is permitted.

FEDERAL REGISTER, V O L . 3 8 ,  N O . 8 9 — W E D N ESD A Y , M A Y  9 ,  1 9 7 3



(c) In the case of a biological product 
containing inactivated rabies virus, car­
ton labels and enclosures shall include a 
warning against freezing; and for

(1) Nerve tissue origin rabies vaccine, 
a rninimum dose recommendation shall 
be as stated in the approved Outline of 
Production; Provided, That a recom­
mendation shall be made that a dog or 
cat under 3 months or age shall be re­
vaccinated at 3 months and yearly there­
after; and for

(2) Tissue culture origin rabies vac­
cine, the minimum dose recommendation 
shall be as stated in the approved Outline 
of Production and recommended to be 
repeated in 30 days and yearly there­
after: Provided, That, if the second dose 
is given to a dog or cat under 3 months 
of age, a third dose to be given in 6 
months shall also be recommended.

(d) In the case of a biological product 
containing modified live rabies virus, the 
carton labels, enclosures, and all but very 
small final container labels shall include 
the recommendations provided in this 
paragraph except as provided in sub- 
paragraph (5) of this paragraph.

(1) The statement “In high risk areas, 
revaccinate annually all animals for 
which this vaccine is recommended.”

(2) For low egg-passage (below 180th) 
egg-passage level), the statement “For 
Use In Dogs Only! Not For Use In Any 
Other Animal!”

(3) For other vaccines containing mod­
ified live rabies virus, the statement “For 
Use In (designate animal(s)) Only! Not 
For Use In Any Other Animal!”

(4) Vaccination recommendations as 
provided in this paragraph.

(i) Dogs: One dose at age 3 months or 
older recommended to be repeated every 
3 years: Provided, That for dogs less than 
6 months of age at the time of the initial 
vaccination, the recommendation shall 
be for a repeat dose at 1 year of age. Sub­
sequent vaccinations shall be not less fre­
quently than every 3 years thereafter.

(ii) Cats: One dose at 3 months of age 
and annually thereafter.

(iii) Recommendation for use in ani­
mals other than dogs and cats shall be as 
stated in the approved Outline of Pro­
duction.

(5) A statement, prominently placed 
on the enclosure, containing the recom­
mended action to be taken in cases of ex­
posure to the vaccine virus. Satisfactory 
recommendations may be found in the 
U.s. Department of Health, Education, 
and Welfare, Public Health Service, 
Center for Disease Control Weekly Re­
port, June 24,1972.

(e) In the case of bovine rhinotrachei- 
tis vaccine containing modified live virus, 
all labeling except small final container 
labels shall bear the following statement:
Do not use in pregnant cows or in calves 

nursing pregnant cows.” ;
Provided, That such vaccines which have 
been shown to be safe for use in pregnant 
cows may be excepted from this label re­
quirement; by the Deputy Administrator.

(f) Unless otherwise authorized in an 
approved Outline of Production, labels 
for inactivated bacterial products shall 
contain an unqualified recommendation
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for a repeat dose to accomplish primary 
immunization be given at an optimum 
time interval if such has been estab­
lished; otherwise, a second dose within 7 
days for aqueous products and in 14 days 
for those containing adjuvants shall be 
recommended: Provided, That repeat 
dose recommendations prescribed in the 
subparagraphs of this paragraph are re­
quired for products containing the frac­
tions listed:

(1) Clostridium chauvoei and/or Clos­
tridium septicum: Calves vaccinated 
under 3 months of age should be re­
vaccinated at weaning or 4 to 6 months 
of age.” _

(1) If in combination with Pasteurella, 
add: “Revaccination with Pasteurella 
Bacterin is recommended at 2 to 4 
weeks,”

(ii) If in combination with Clostridium 
sordellii, add: “Revaccination with Clos­
tridium Sordellii Bacterin is recom­
mended at 2 to 4 weeks,”

(2) Clostridium Hemolyticum Bacte­
rin. “Repeat the dose every 5 to 6 months 
in animals subject to reexposure.”

(3) Clostridium Novyi Bacterin. “Re­
peat the dose every 5 to 6 months in_ 
animals subject to reexposure.”

(4) Erysipelas Bacterin. “Swine: For 
breeding animals, repeat after 21 days 
and annually.” “Turkeys: Repeat dose 
every 3 months.”

(5) Clostridium Botulinum Type C 
Toxoid and combinations. “Revaccinate 
breeders 1 month before breeding.”
§ 1 1 2 .8  For export only.

The applicable regulations for packag­
ing and labeling a biological product pro­
duced in the United States shall apply 
to such biological product if exported 
from the United States except as other­
wise provided in this section. Only labels 
approved as provided in § 112.5 shall 
be used.

(a) Biological products which have 
been packaged and labeled for export or 
which have been exported, shall be sub­
ject to the applicable provisions in this 
paragraph.

(1) After leaving the licensed estab­
lishment, a biological product shall not 
be bottled, repackaged, relabeled, or 
otherwise altered in any way while in 
the United States; and

(2) An exported biological product 
shall not be returned to the United 
States: Provided, That, in the case of a 
biological product exported in labeled 
final containers, the Deputy Adminis­
trator may authorize by permit the im­
portation of a limited number for re­
search and evaluation by the producing 
licensee; and

(3) An exported biological product 
which is bottled, rebottled, or altered in 
any way in a foreign country shall not 
bear a label which indicates by estab­
lishment license number that it has been 
prepared in the United States.

(b) Desiccated products, packaged and 
labeled as for domestic use, may be ex­
ported without the diluent required for 
rehydration, if the labeling includes ade­
quate instructions for rehydrating the
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product prior to use and the words “For 
Export Only” ,

(c) Final containers of desiccated 
products, labeled or unlabeled, with or 
without required diluent, may be ex­
ported in sealed shipping boxes, ade­
quately identified as to contents with an 
approved label, and plainly marked 
“For Export Only” : Provided, That such 
products shall not be diverted to domestic 
use.

(d) Completed inactivated liquid prod­
ucts, antiserums, and antitoxins, may be 
exported in large multiple-dose contain­
ers identified with an approved label that 
contains the words “For Export Only” 
prominently displayed.
§ 112.9 Biological products to be im­

ported for research and evaluation,
A biological product imported into the 

United States for research and evalua­
tion under a permit issued in accordance 
with Part 102 of this subchapter shall 
be labeled as provided in this section.

(a) The label shall identify the prod­
uct, shall furnish a dosage table and full 
instructions for the proper use of the 
product, shall include all warnings and 
cautions needed by the permittee to safe­
ly use the product, and shall bear a 
statement “Notice! For Experimental 
Use Only—Not For Sale!”

(b) The labeling shall contain any 
other information deemed necessary by 
the Deputy Administrator and included 
on the permit.
§ 112.10 Special packaging and labeling.

A biological product, which requires 
special packaging and/or labeling not 
provided for in this part, shall be pack­
aged and/or labeled in accordance with 
requirements written into the approved 
outline for such product.

Effective dates.—These amendments 
take effect June 11, 1973, except the 
rabies vaccine label requirements pre­
scribed in § 112.7 (c) and (d ), which shall 
become effective November 6, 1973.

Done at Washington, D.C., this fourth 
day of May, 1973.

G . H . W i s e ,
Acting Administrator, Animal 

and Plant Health Inspection 
Service.
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Title 12— Banks and Banking
CHAPTER II— FEDERAL RESERVE SYSTEM
SUBCHAPTER A— BOARD OF GOVERNORS OF 

TH E  FEDERAL RESERVE SYSTEM
[Reg. T ]

PART 220— CREDIT BY BROKERS AND 
DEALERS

Treatment of Simultaneous Long and Short 
Positions in a Margin Account With Re­
spect to Options
Simultaneous long and short positions 

in the same security in the same margin 
account (often referred to as a short sale 
“ against the box” ) may not be used to 
supply the place of the deposit of margin 
ordinarily required in connection with 
the guarantee by a creditor of a put or
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