
[Airspace Docket No. 71-WE-12]
PART 71— DESIGNATION OF FEDERAL

AIRWAYS, AREA LOW ROUTES,
CONTROLLED AIRSPACE, AND RE
PORTING POINTS
Alteration of Transition Area

On May 7,1971, F.R. Doc. 71-6422 was 
published in the Federal R egister (36 
F.R. 8510) adopting an amendment to 
Part 71 of the Federal Aviation Regula
tions that altered the transition area at 
Ellensburg, Wash.

Subsequent to the publication of this 
document, it was determined that er
rors had been made in describing the 
transition area. Action is taken herein 
to correct those errors.

Since there corrections are minor in 
nature and impose no additional burden 
on any person, notice and public pro
cedure hereon are unnecessary, and the 
effective date as originally adopted may 
be retained.

In consideration of the foregoing, F.R. 
Doc. 71-6422 (36 F.R. 8510) is amended 
by deleting “ * * * V-25 * * *”  in the 
description of the 9,500 feet MSL por
tion of the transition area and substitut
ing“* * * V-2S * * *” therefor.

In the description of the 1,200-foot por
tion of the transition area after “ * * * 
16.5-mile-radius circle * * *” insert 
“* * *, centered on the Ellensburg 
VORTAC, * * *” ,
(Sec. 307(a), Federal Aviation Act of 1958, as 
amended; 49 U.S.C. 1348(a); sec. 6 (c), 
Department of Transportation Act, 49 U.S.C. 
1655(c))

Issued in Los Angeles, Calif., on June 3, 
1971,

Lee E. W arren,
Acting Director, Western Region.

[FRDoc.71-8356 Filed 6-14-71;8:48 am]

Title 17— COMMODITY AND 
SECURITIES EXCHANGES

Chapter II— Securities and Exchange 
Commission 

[Release No. 34-9192]
PART 240— GENERAL RULES AND 

REGULATIONS, SEC U R IT IES  EX
CHANGE ACT OF 1934

Timely Advance Notice of Record 
Dates for Publicly Traded Securities
On February 17, 1971, in Securities 

Exchange Act Release No. 9076, and in 
the Federal R egister for February 24, 
1971 (36 F.R. 3431), the Securities and 
Exchange Commission published a pro
posal to adopt Rule 10b-17 (17 CFR 240.- 
1 Ob-17) under the Securities Exchange 
Act of 1934 (the “Act” ) . The Commission 
has considered the comments and sug
gestions received and has adopted the

RULES AND REGULATIONS
rule as stated below effective July 12, 
1971.

The new rule will require issuers of 
publicly traded securities to furnish 
specified advance information concern
ing impending dividends or other dis
tributions in cash or in kind; planned 
splits or reverse splits; and rights or 
other subscription offerings (hereinafter 
collectively referred to as distributions) 
to the National Association of Securities 
Dealers, Inc. (NASD), or an exchange on 
which the securities are registered and 
which has substantially comparable pro
cedures to those set forth herein.1

The reports for issuers of over-the- 
counter securities will be required at 
least 10 days prior to the record date set 
by the issuer for determining the iden
tity of the security holders to whom the 
rights to these distributions accrue. In 
the case of a rights offering or other 
offerings requiring a registration state
ment under the Securities Act of 1933, 
where such 10 days advance notice of the 
record date may not be practicable, the 
information will be required on or before 
the record date and in no event later 
than the day on which the registration 
statement to which the offering relates 
becomes or is declared effective by the 
Commission.2 In those situations where 
the issuer would report to the NASD, the 
rule will also provide that exemptions 
from these requirements could be 
granted by the Commission. It is con
templated, however, that such an ex
emption will be granted only in special 
circumstances where the purposes of 
the rule are not applicable and where 
the NASD does not need the report to 
enable it to adequately disseminate the 
information to its members and the in
vesting public.

The rule has been revised to specifi
cally exempt redeemable securities issued 
by open-end investment companies and 
ordinary interest payments on (lebt se_ 
curities since these type of securities 
generally do not present any of the 
problems which the rule is designed to 
meet. In addition, the rule will indicate 
that if exact per share cash distributions 
cannot be given to the NASD because of

1 Presently the New York, American, 
Philadelphia-Baltimore-Washington, Mid
west, Pacific Coast, Boston, Cincinnati, De
troit, and National Stock Exchanges have 
substantially comparable requirements. Of 
course, this does not mean that these ex
changes must have identical procedures. In
deed, these exchanges may (as at present) 
have different advance reporting periods and 
special procedures if such requirements en
able these organizations to adequately 
disseminate the news of impending distri
butions, to set “ex” dates for trading 
purposes, and to otherwise properly execute 
their self-regulatory responsibilities.

2 Of course, in order to avoid unnecessary 
and burdensome settlement problems, where 
a distribution is dependent on action of the 
Commission or other governmental authority, 
the record date should not be set until such 
action Is taken.
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existing conversion rights which may af
fect the per share distribution, then a 
reasonable approximation of the per 
share distribution may be given so long 
as the actual per share data is subse
quently provided on the record date.

As indicated in Release No. 9076 (36 
F.R. 3430), it has been the experience of 
the Commission and the securities in
dustry that the failure of a publicly held 
company to provide a timely announce
ment of the record date with respect to 
these types of distributions has had a 
misleading and deceptive effect on both 
the broker-dealer community and the 
investing public. As a direct result of 
such failure, purchasers and their bro
kers may have entered into and settled 
securities transactions without knowl
edge of the accrual of rights to these 
distributions and were thus unable to 
take necessary steps to protect their in
terests. Further, sellers who have re
ceived the distributions as recordholders 
on the specified record date, after having 
disposed of their securities, have also 
disposed of the cash or stock dividends 
or other rights received as such record- 
holders without knowledge of possible 
claims of purchasers of the underlying 
security to those rights. In some in
stances, the broker-dealers who have 
acted for such buyers or sellers have set
tled resulting disputes at their own ex
pense, while, in others, the disputes have 
led to arbitration and to litigation. In 
many instances, innocent buyers and 
sellers have suffered losses. In addition, 
some issuers have made belated declara
tions of stock splits or dividends with the 
apparent knowledge that this action 
would have a manipulative effect on the 
market for their securities. In these 
cases, “buy-in” transactions effected by 
purchasers to liquidate the sellers’ ob
ligations have had the effect of raising 
the price of the security. This effect has 
been particularly significant when the 
existing floating supply of the security is 
limited.

The NASD and securities exchanges 
have long had procedures for obtaining 
and disseminating information of the 
character called for by this rule. Based 
on this information, these organizations 
are then able to disseminate news of 
impending distributions and to set “ex” 
dates for trading purposes through vari
ous media, including the standard finan
cial services and membership bulletins, 
to the brokerage community and invest
ing public. The advance publication of 
an ex-date is thus designed to provide an 
appropriate cutoff date which will not 
only enable the broker-dealer commu
nity to settle transactions in the normal 
course of business with a minimum of 
additional paper work but will also pro
vide adequate notice of the steps that 
must be taken by their members at settle
ment (e.g. request settlement with due- 
bills) so as to protect public customers.*

* For a further explanation of the ex-date 
and due-bill procedure see Securities Ex
change Act Release No. 9076 (36 F.R. 3430).
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11514 RULES AND REGULATIONS
It has been the experience of the securi
ties industry that generally 10 days ad
vance notice of a record date is sufficient 
to enable the self-regulatory organiza
tions to reasonably accomplish these 
objectives. However, in such cases as the 
issuance of rights or warrants or other 
distributions where a registration state
ment under the Securities Act of 1933 is 
required, 10 days advance notice is not 
always practicable because the issuer 
must await affirmative Commission 
action before the distribution can occur. 
Thus, notice of the latter types of distri
bution, if such 10 days advance notice is 
not practicable, must be given by the 
issuer on or before the record date and 
in no event later than the date the regis
tration statement becomes effective.

Commission action. The Securities and 
Exchange Commission acting pursuant to 
the provisions of the Act and particularly 
the power conferred by sections 10(b) 
and 23(a) and deeming it necessary and 
appropriate in the public interest and for 
the protection of investors, hereby 
adopts § 240.10b-17 of. Chapter II of 
Title 17 of the Code of Federal Regula
tions effective July 12, 1971. The text is 
as follows:
§ 240.10b—17 Untimely announcements 

of record dates,
(a) It shall constitute a “manipulative 

or deceptive device or contrivance” as 
used in section 10(b) of the Act for any 
issuer of a class of securities publicly 
traded by the use of any means or in
strumentality of interstate commerce or 
of the mails or of any facility of any 
national securities exchange to fail to 
give notice in accordance with paragraph
(b) of this section of the following 
actions relating to such class of 
securities:

(1) A dividend or other distribution 
in cash or in kind, except an ordinary 
interest payment on a debt security, but 
including a dividend or distribution of 
any security of the same or another 
issuer;

(2) A stock split or reverse split; or
(3) A rights or other subscription 

offering.
(b) Notice shall be deemed to have 

been given in accordance with this sec
tion only if:

(1) Given to the National Association 
of Securities Dealers, Inc., no later than 
10 days prior to the record date involved 
or, in case of a rights subscription or 
other offering if such 10 days advance 
notice is not practical, on or before the 
record date and in no event later than 
the effective date of the registration 
statement to which the offering relates, 
and such notice includes:

(i) Title of the security to which the 
declaration relates;

(ii) Date of declaration;
(iii) Date of record for determining 

holders entitled to receive the divided or 
other distribution or to participate in the 
stock or reverse split;

(iv) Date of payment or distribution 
or, in the case of a stock or reverse split

or rights or other subscription offering, 
the date of delivery;

(v) For a dividend or other distribu
tion including a stock or reverse split or 
rights or other subscription offering;

(a) In cash, the amount of cash to be 
paid or distributed per share, except if 
exact per share cash distributions can
not be given because of existing conver
sion rights which may be exercised dur
ing the notice period and which may 
affect the per share cash distribution, 
then a reasonable approximation of the 
per share distribution may be provided so 
long as the actual per share distribution 
is subsequently provided on the record 
date,

(b) In the same security, the amount 
of the security outstanding immediately 
prior to and immediately following the 
dividend or distribution and the rate of 
the dividend or distribution,

(c) In any other security of the same 
issuer, the amount to be paid or dis
tributed and the rate of the dividend or 
distribution,

(d) In any security of another issuer, 
the name of the issuer and title of that 
security, the amount to be paid or dis
tributed, and the rate of the dividend 
or distribution and if that security is a 
right or a warrant, the subscription price,

(e ) In any other property (including 
securities not covered under (b) through 
id) of this subdivision) the identity of 
the property and its value and basis for 
assigning that value;

(vi) Method of settlement of frac
tional interests;

(vii) Details of any condition which 
must be satisfied or Government ap
proval which must be secured to enable 
payment of distribution; and in

(viii) The case of stock or reverse 
split in addition to the aforementioned 
information;

(a) The name and address of the 
transfer or ¡exchange agent; or

(2) The Commission, upon written 
request or upon its own motion, exempts 
the issuer from compliance with sub- 
paragraph (1) of this paragraph either 
unconditionally or on specified terms or 
conditions, as not constituting a manipu
lative or deceptive device or contrivance 
comprehended within the purpose of this 
section or;

(3) Given in accordance with proce
dures of the national securities exchange 
or exchanges upon which a security of 
such issuer is registered pursuant to sec
tion 12 of the Act which contain require
ments substantially comparable to those 
set forth in subparagraph (1) of this 
paragraph.

(c) The provisions of this rule shall 
not apply, however, to redeemable secu
rities issued by open-end investment 
companies registered with the Commis
sion under the Investment Company Act 
of 1940.
(Secs. 10(b), 23(a), 48 Stat. 891,901, as 
amended 49 Stat. 1379, 15 U.S.C. 78J, 78w)

By the Commission.
[seal] T heodore L. Humes, 

Associate Secretary.
June 7,1971.
[FR Doc.71-8346 Filed 6-14-71;8:47 am]

Title 21— FOOD AND DRUGS
Chapter I— Food and Drug Adminis

tration, Department of Health, Ed
ucation, and Welfare

SUBCHAPTER A— GENERAL
PART 3— STATEMENTS OF GENERAL 

POLICY OR INTERPRETATION
Procedures for Recall of Products From 

Market
The Commissioner of Food and Drugs 

concludes that a policy statement should 
be established setting forth FDA’s revi
sion of procedures for recall of products 
from the market. Therefore, pursuant to 
provisions of the Federal Food, Drug, and 
Cosmetic Act (secs. 304, 701 (a ), 705, 52 
Stat. 1044, as amended, 1055, 1057-58; 21 
U.S.C. 334, 371(a), 375) and the Federal 
Hazardous Substances Act (secs. 6, 10, 
74 Stat. 376-78, as amended; 15 U.S.C. 
1265, 1269), and under authority dele
gated to the Commissioner (21 CFR 
2.120), the following new section is added 
to Part 3:
§ 3.85 Revision of procedures for recall 

o f products from the market.
(a) Recalls have been evolved by the 

Food and Drug Administration over the 
years as the most effective method ef 
removing all units of products found to 
be adulterated, to present a danger to 
health, to involve gross fraud or decep
tion of consumers, or to be materially 
misleading to the detriment of consum
ers’ health and welfare. A recall was an 
alternative to multiple seizures. If the 
distributor did not cooperate in a recall, 
legal actions were initiated.

(b) For several years FDA has com
piled and made available to the public 
and press weekly lists of all recalls. In
cluded in the lists are the product in
volved, the name and address of the re
calling firm, reason for the recall, and 
the geographic area of the product’s 
distribution.

(c) The recall has been expanded in 
recent years to cover nearly all removals 
of products from the marketplace, no 
matter the reason. This expansion has 
placed demands on FDA’s resources, had 
reduced the sense of urgency that should 
be associated with a recall, and at times 
has generated unfavorable publicity for 
the processor or distributor in instances 
where the reason for the recall had little 
or no significance for consumers.

(d) Therefore, in consideration of 
these facts and to provide better con
sumer protection through improved and
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RULES AND REGULATIONS 11515

more effective recall procedures, FDA’s 
recall policy is revised to be as follows, 
effective on the date this section is added 
to this Part 3:

(1) Removals of products from the 
market involving no violations or only 
minor violations that would not be sub
ject to legal action under existing com
pliance policy will not be classified as 
recalls. No effectiveness checks will be 
made on the adequacy of such removals, 
and the actions will not be placed on the 
public recall list.

(2) Removals of products from the 
market, none of which products have left 
the direct control of the manufac
turer or primary distributor, whether 
stored in their plant or in premises under 
their control, will not be classified as re
calls if no stocks have been released for 
distribution. Effectiveness checks shall 
be made on the adequacy of such re
movals; however, the actions will not be 
placed on the public recall list.

(3) All removals from the market of 
products that present threats to the 
safely of consumers are considered re
calls. Such removals shall:

(i) Be made to the consumer level;
(ii) Be placed on the public recall list;
(iii) Have extensive effectiveness 

checks made on removal adequacy; and
(iv) Have a public warning issued by 

FDA.
(4) All removals from the market of 

products that pose a potential threat to 
consumer safety and well-being, involve 
product adulteration, cause gross fraud 
or deception of consumers, or are materi
ally misleading causing consumer in
jury or damage, and which are subject to 
legal action under other aspects of 
FDA’s existing compliance policy, are 
considered recalls. Such removals shall:

«> Be made to the retail or dispensing 
level;

(ii) Be placed on the public recall list;
(iii) Have effectiveness checks made 

on removal adequacy; and
(iv) When in the public interest, have 

a press release issued by FDA.
. (e) As used in this section the term 
"existing compliance policy” includes, 
but is not limited to, consideration of ad
ministrative guidelines and tolerances,

current good manufacturing practices, 
current medical and scientific opinion, 
standards and regulations promulgated 
under statutory authority, and official 
compendia.
(Secs. 304, 701(a), 705, 52 Stat. 1044, as 
amended, 1055, 1057-58, 21 U.S.C. 334, 371(a),

375; secs. 6, 10, 74 Stat. 376-78, as amended, 
15 U.S.C. 1265, 1269)

Dated: June 7,1971.
Charles C. Edwards, 

Commissioner of Food and Drugs. 
[PR Doc.71-8274 Piled 6-14-71;8:45 am]

SUBCHAPTER C— DRUGS
CAPREOMYCIN SULFATE

Pursuant to provisions of the Federal Food, Drug, and Cosmetic Act (sec. 507, 59 
Stat. 463, as amended; 21 U.S.C. 357) and under authority delegated to the Com
missioner of Food and Drugs (21 CFR 2.120), Parts 141, 145, 146, and 148 are 
amended and new Part 151g is established as follows to provide for certification of 
the antibiotic capreomycin sulfate ampoules:

p a r t  141— t est s  a n d  m e t h o d s  o f  a s s a y  o f  a n t ib io t ic  a n d
ANTIBIOTIC-CONTAINING DRUGS

1. Section 141.5(b) is amended by alphabetically inserting a new item in the 
table, as follows:
§ 141.5 Safety test.

* * * 
(b) * * *

* ♦ ♦ ♦

Diluent 
(diluent number 
as listed 
in sec. 
141.3)

Test dose

Antibiotic drug Concentration in 
units or milli

grams of activity 
per milliliter

Volume in 
miUlliters 
to be ad

ministered 
to each 
mouse

Route of ad-, 
ministration as 
described in 
paragraph (c) 
of this section

..... 4 0.5* * * * * * * * *

2. Section 141.7(c) is amended by alphabetically inserting a new item in the table, 
as follows:
§ 141.7 Histamine test.

* ♦ * 
(C) * * *

* ♦ * ♦

Antibiotic
Diluent 
(diluent 

number as 
listed in 

sec. 141.3(b))

Concentration 
of test solution 
(milligrams of 
activity per 
milliliter)

Volume of test 
solution to be 

injected (milliliters 
per kilogram of 
body weight)

4 3.0 1.0
* a ** - * * ♦ * * * # *

3. Section 141.111 <a) and (b) are amended by alphabetically inserting a new item 
in the tables, as follows:
§ 141.111 Microbiological turbidimetric assay.

* * * * * * *
(a) * * *

Working standard stock solutions Standard response line concentrations
Antibiotic Drying conditions Diluent (solution Diluent (solution Final concentrations—

(method number Initial solvent number as listed Final concentration Storage time under number as listed units or micrograms of 
as listed in in $ 141.102(a)) refrigeration in § 141.102(a)) antibiotic activity per
i 141.601) milliliter

Capreomycin._________... .  5_ ................. Distilled water___ 1 mg..____
• •• •*• • • •

7 days................. Distilled water___  64, 80, 100, 125, 156, *«g.
*** **» •**
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11516 RULES AND REGULATIONS
<b) • * •

Antibiotic Test
organism

Medium(nutrient
broth)

Suggested 
volume of 

standardized 
Inoculum to be added to each 
100 milliliters 

of medium (nutrient broth)

Incubationtemper
ature

Capreomycin.........
• * * * * *

3
* * *

0.05 
* * *

37
* * #

Test
Charge
able fee 
per test * * •

PART 145— ANTIBIOTIC DRUGS; DEFI
NITIONS AND INTERPRETATIVE 
REGULATIONS

4. Section 145.2(a) is amended by add
ing thereto a new subparagraph, as 
follows:
§  145.2 Definitions of antibiotic sub

stances.
(a) * * *
(36) Capreomycin. Each of the anti

biotic substances produced by the growth 
of Streptomyces capreolus, and each of 
the same substances produced by any 
other means, is a kind of capreomycin.

5. Section 145.3 is amended by adding 
a new subparagraph to paragraph (a) 
and another to paragraph (b), as 
follows:
§ 145.3 Definitions o f master and work

ing standards.
(a) * * *
(44) Capreomycin. The term “capreo

mycin master standard” means a specific 
lot of capreomycin designated by the 
Commissioner as the standard of com
parison in determining the potency of 
the capreomycin working standard.

Ob) * * *
(44) Capreomycin. The term “capreo

mycin working standard” means a speci
fic lot of a homogeneous preparation of 
capreomycin.

6. Section 145.4(b) is amended by add
ing thereto a new subparagraph, as 
follows:
§ 145.4 Definitions o f the terms “ unit”  

and “ microgram”  as applied to anti
biotic substances. 
* * * * *

(b) * * *
• (47) Capreomycin. The term “micro

gram” applied to capreomycin means the 
capreomycin activity (potency) con
tained in 1.0870 micrograms of the ca
preomycin master standard when dried 
for 4 hours at 100° C. and a pressure of 5 
millimeters or less.

PART 146— ANTIBIOTIC DRUGS; PRO
CEDURAL AND INTERPRETATIVE 
REGULATIONS

7. Section 146.8(b)(1) is amended by 
alphabetically inserting a new item in 
the fee schedule list, as follows:
§ 146.8 Fees.

* * * * *
(b) * * *
(1) * * *

Capreomycin I content______________ $72

PART 148— A N TIB IO T IC  DRUGS; 
PACKAGING AND LABELING RE
QUIREMENTS

§ 148.2 [Amended]
8. Section 148.2 Packaging require

ments is amended by revising the first 
sentence to read as follows: “Each anti
biotic drug subject to certification under 
section 507 of the act shall be packaged 
in immediate containers which shall be 
of such composition as not to cause any 
change in the strength, quality, or purity 
of the contents beyond any limits there
for in applicable standards, except that 
minor changes so caused that are normal 
and unavoidable in good packaging, stor
age, and distribution practice shall be 
disregarded.”

PART 151 g— CAPREOMYCIN
9. The following new Part 151g is 

added to Title 21, Chapter I:
§ 151g .l Sterile capreomycin sulfate.

(a) Requirements for certification—
(1) Standards of identity, strength, 
quality, and purity. Sterile capreomycin 
sulfate is the amorphous sulfate salt of 
capreomycin. It is a white or essentially 
white powder. Capreomycin has been 
separated chromatographically into com
ponents designated capreomycins la, lb, 
Ila, and nb. Each component has been 
partially characterized according to its 
type and amino acid content. Capreomy
cin la contains serine and no alanine. 
Capreomycin lb contains alanine and no 
serine. Capreomycin I is a mixture of 
capreomycins la and lb. It is so purified 
and dried that:

(i) Its potency is not less than 700 
micrograms and not more than 1,050 
micrograms of capreomycin per milli
gram on an “as is” basis. If it is packaged 
for dispensing, its potency is satisfac
tory if it is not less than 90 percent and 
not more than 115 percent of the num
ber of milligrams of capreomycin that it 
is represented to contain.

(ii) It is sterile.
(iii) It passes the safety test.
(iv) It is nonpyrogenic.
(v) In contains no histamine nor his- 

tamine-like substance.

(vi) Its loss on drying is not more than 
10 percent.

(vii) Its pH in an aqueous solution 
containing 30 milligrams per milliliter 
(or if packaged for dispensing, after re
constitution as directed in the labeling) 
is not less than 4.5 and not more than 
7.5.

(viii) Its capreomycin I content is 
not less than 90 percent of the total 
capreomycins.

(ix) Its residue on ignition is not more 
than 3 percent.

(x) Its heavy metals content is not 
more than 30 parts per million.

(2) Labeling. It shall be labeled in ac
cordance with the requirements of § 148.3 
of this chapter.

(3) Requests for certification; sam
ples. In addition to complying with the 
requirements of § 146.2 of this chapter, 
each such request shall contain:

(i) Results of tests and assays on the 
batch for potency, sterility, safety, pyro
gens, histamine, loss on drying, pH, 
capreomycin I content, residue on igni
tion, and heavy metals.

(ii) Samples required:
(a) If the batch is packaged for re

packing or for use in the manufacture of 
another drug:

(1) For all tests except sterility: 10 
packages, each containing approximately 
500 milligrams.

(2) For sterility testing: 20 packages, 
each containing approximately 500 
milligrams.

(b) If the batch is packaged for dis
pensing:

(1) For all tests except sterility: A 
minimum of 10 immediate containers.

(2) For sterility testing: 20 immediate 
containers collected at regular intervals 
throughout each filling operation.

(b) Tests and methods of assay—(1) 
Potency. Proceed as directed in § 141.111 
of this chapter, preparing the sample for 
assay as follows: Dissolve an accurately 
weighted sample in sufficient sterile dis
tilled water to give a stock solution of 
convenient concentration; also, if it is 
packaged for dispensing, reconstitute as 
directed in the labeling. Then using a 
suitable hypodermic needle and syringe, 
remove all of the withdrawable contents 
if it is represented as a single dose con
tainer; or if the labeling specifies the 
amount of potency in a given volume of 
the resultant preparation, remove an 
accurately measured representative por
tion from each container. Dilute with 
sterile distilled water to give a stock solu
tion of convenient concentration. Fur
ther dilute the stock solution with sterile 
distilled water to the reference concen
tration of 100 micrograms of capreo
mycin per milliliter (estimated).

(2) Sterility. Proceed as directed in 
§ 141.2 of this chapter, using the method 
described in paragraph (e )(1) of that 
section.

(3) Safety. Proceed as directed in 
§ 141.5 of this chapter.

(4) Pyrogens. Proceed as directed in 
§ 141.4(a) of this chapter, using a solu
tion containing 10 milligrams per 
milliliter.
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(5) Histamine. Proceed as directed in 
$ 141.7 of this chapter.

(6) Loss on drying. Proceed as directed 
in § 141.501(e) of this chapter.

(7) pH. Proceed as directed in § 141.503 
of this chapter, using an aqueous solu
tion containing 30 milligrams per milli
liter; however, if it is packaged for dis
pensing, use the solution obtained after 
reconstituting the drug as directed in 
the labeling.

(8) Capreomycin I content— (i) Equip-  
ment—(a) Sheet (chromatographic) .  
Whatman No. 1 filter paper for chroma
tography 20 x 50 centimeters.

(b) C h a m b e r  (chromatographic). 
Square glass chromatography jar, 30 x 
30 x 60 centimeters, designed for de
scending chromatography. The bottom 
of the tank is filled with 1.5 inches of a 
mixture of 70 percent n-propyl alcohol 
and 30 percent distilled water (v/v) and 
allowed to equilibrate for 2 days. The 
mobility of the capreomycin factors, 
capreomycin I and capreomycin II, de
pends to a large extent upon the amount 
of water vapor present in the chroma
tographic chamber. The mobility can 
be restricted by using more n-propyl 
alcohol and less water in the equilibrating 
solvent, or it can be increased by raising 
the water content. The R t value (the dis
tance traveled by a particular antibiotic 
factor divided by the distance traveled by 
the solvent front) should be approxi
mately 0.50 for capreomycin I and ap
proximately 0.60 for capreomycin n .

(ii) Preparation of solutions— (a) 0.1N 
citrate buffer, pH 6.2. Dissolve 21.0 grams 
of citric acid monohydrate in 1 liter of 
distilled water. Adjust the pH to 6.2 with 
50 percent aqueous sodium hydroxide.

(b) Developing solvent. Mix n-propyl 
alcohol, distilled water, triethylamine, 
and glacial acetic acid in volumetric pro
portions of 75:33:8:8, respectively.

(iii) Preparation of the capreomycin 
sample solution. Dissolve approximately 
200 milligrams of the sample, accurately 
weighed, with distilled water in a 10- 
milliliter volumetric flask. Dilute to vol
ume with distilled water. This sample 
should be refrigerated when not in use.

(iv) Preparation of the chromatogram. 
Use separate sheets for each capreomycin 
sample solution and for blanks without 
sample application. Evenly apply a 100- 
microliter aliquot of the capreomycin 
sample solution to the origin line of a 
sheet. A U-shaped glass rod is placed 
under the chromatogram during spot
ting. Dry the streak thoroughly with 
warm air. Place the sample sheets and a 
Wank sheet in the chamber and develop 
them in a descending manner for 16 
hours. Remove the sheets from the 
chamber and air dry for about 1 hour.

(v) Processing the chromatogram. Ex
amine each sheet under short-wave
length (254 nanometers) ultraviolet 
light and locate the main streak (Rf ap
proximately 0.5) and the preceding 
streak (capreomycin H, Hr approxi
mately 0.6). Outline the main zone 
lightly with a pencil. Outline an area on 
the blank sheet approximately equal In 
size and in the same location as those 
outlined on the sample sheets. Cut the

marked areas from the sheets and then 
cut them into approximately 1.5-centi
meter squares. For each sheet, place the 
squares into a glass-stoppered 50-milli
liter Erlenmeyer flask.

(vi) Elution. To each flask, add 10 
milliliters of 0.12V citrate buffer, pH 6.2, 
and agitate on a reciprocating shaker for 
1 hour. Filter each of the shaken solu
tions through Whatman No. 1 filter 
paper into separate 10-milliliter glass- 
stoppered Erlenmeyer flasks. Transfer 3 
milliliters of each filtrate into separate 
50-milliliter volumetric flasks and dilute 
to volume with distilled water.

(vii) Capreomycin sample solution for 
direct measurement of absorbance. Pi
pette 1.0 milliliter of the sample solution 
prepared as described in subdivision (iii) 
of tills subparagraph into a 100-milliliter 
glass-stoppered volumetric flask. Dilute 
to volume with 0.12V citrate buffer, pH 
6.2. Transfer 3.0 milliliters of this solu
tion into a 50-milliliter volumetric flask 
and dilute to volume with distilled water.

(viii) Absorbance measurement. Using 
a suitable spectrophotometer, 1.0-centi
meter quartz cells, and distilled water as 
the reference solvent, determine the ab
sorbance of each eluate and of each 
sample solution at the absorption maxi
mum at about 268 nanometers.

(ix) Calculation of percent capreomy
cin I in samples. Calculate as follows:

Ai—As
Percent capreomycin I = — ^ —  X 100, 
where:

Ai= Absorbance of the eluate from the 
main zone of the sample sheet;

Ab= Absorbance of the eluate from the area 
of the blank sheet corresponding to 
the area of the capreomycin I of the 
sample sheet;

A .—Absorbance of the capreomycin 
sample solution described in sub
division (vii) of this subparagraph.

If the assay of capreomycin I from the 
chromatogram is less than 90 percent of 
total capreomycins, repeat the procedure 
described in subdivisions (iv), (v ), (vi),
(vii) , and (viii) of this subparagraph 
two more times and at the same time 
determine the recovery of total capre
omycins from the unchromatographed 
sheet as described in subdivision (x) of 
this subparagraph. The average of three 
valid assays should then be reported.

(x) Recovery of total capreomycins 
from the unchromatographed sheet— (a) 
Procedure. Evenly apply a 100-micro- 
liter aliquot of the capreomycin sample 
solution (prepared as described in divi
sion (iii) of this subparagraph) to the 
origin line of a sheeet. Dry the streak 
thoroughly with warm air. The paper is 
not chromatographed before elution. Cut 
the area containing the streak from the 
sheet and then cut into approximately 
1.5-centimeter squares. Place the squares 
into a glass-stoppered 50-milliliter 
Erlenmeyer flask and proceed as di
rected in subdivisions (vi), (vii), and
(viii) of this subparagraph. Likewise, 
cat an equal-sized area from an un
treated part of the sheet and cut it into 
approximately 1.5-centimeter squares. 
Place the squares in a glass-stoppered

50-milliliter Erlenmeyer flask and also 
proceed as directed in subdivisions (vi), 
(vii), and (viii) of this subparagraph.

(b) Calculation. Calculate the re
covery of total capreomycins as follows:

At — At
Recovery of total capreomycins= — -j— X 100, 
where:

A t= Absorbance of the elute from the un
chromatographed sheet;

A b= Absorbance of the eluate from the 
unchromatographed blank sheet;

As= Absorbance of the capreomycin sam
ple solution described in subdivision 
(vii) of this subparagraph.

To be a valid assay, the recovery of total 
capreomycins from the unchromato
graphed sheet must be 100±2 percent.

(9) Residue on ignition. Proceed as 
directed in § 141.510, of this chapter, ex
cept ignite at 700° C.

(10) Heavy metals. Proceed as di
rected in § 141.511 of this chapter.

Data supplied by the manufacturer 
cçmceming the subject antibiotic have 
been evaluated. Since the conditions 
prerequisite to providing for its certi
fication have been complied with and 
since not delaying in so providing is in 
the public interest, notice and public 
procedure and delayed effective date 
are not prerequisites to this promulga
tion.

Effective date. This order shall be ef
fective upon publication in the F ederal 
R egister (6-15-71).
(Sec. 507, 59 Stat. 463, as amended; 21 Ü.S.O. 
357)

Dated: June 1,1971.
H. E. S immons, 

Director, Bureau of Drugs. 
[PR Doc.71-8250 Filed 6-14r-71;8:45 am]

Chapter III— Environmental 
Protection Agency

PART 420— TOLERANCES AND EX
EMPTIONS FROM TOLERANCES FOR 
PESTICIDE CHEMICALS IN OR ON 
RAW AGRICULTURAL COMMODI
TIES

Phosalone
A petition (PP 0F0948) was filed by 

Rhodia, Inc., Chipman Division, 120 Jer
sey Avenue, New Brunswick, NJ 08903, 
in accordance with provisions of the 
Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 346a), proposing establish
ment of tolerances for residues of the in
secticide phosalone in or on the raw 
agricultural commodities citrus fruits at 
5 parts per million; and brazil nuts, 
bush nuts, butternuts, cashews, chest
nuts, filberts, hazelnuts, hickory nuts, 
macadamia nuts, pecans, and walnuts at
0.05 part per million (negligible residue).

Subsequently, the petitioner amended 
the petition by withdrawing the request 
for a tolerance for residues in or on cit
rus fruits.

Prior to December 2, 1970, the Secre
tary of Agriculture certified that this
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pesticide chemical is useful for the pur
poses for which tolerances are being: 
established, and the Fish and Wildlife 
Service of the Department of Interior 
advised that it has no objection to these 
tolerances.

Part 120, Chapter I, Title 21 was re
designated Part 420 and transferred to 
Chapter m  (36 F.R. 424).

Based on consideration given data sub
mitted in the petition and other relevant 
material, it is concluded that:

1. The proposed uses are not reason
ably expected to result in residues of the 
insecticide in meat, milk, poultry, and 
eggs as specified in § 420.6(a) (3).

2. The tolerances established by this 
order will protect the public health.

Therefore, pursuant to provisions of 
the Federal Food, Drug, and Cosmetic 
Act (sec. 408(d)(2), 68 Stat. 512; 21 
U.S.C. 346a(d) (2) ), the authority trans
ferred to the Administrator (35 F.R. 
15623), and the authority delegated by 
the Administrator to the Deputy Assist
ant Administrator for Pesticides Pro

grams of the Environmental Protection 
Agency (36 F.R. 9038), § 420.263 is re
vised to read as follows:
§ 420.263 Phosalone; tolerances for res

idues.
Tolerances are established for resi

dues of the insecticide phosalone (<S-(6- 
chloro - 3 - (mercaptomethyl) - 2 - benz- 
oxazolinone) O.O-diethyl phosphorodi- 
thioate) in or on raw agricultural com
modities as follows:

10 parts per million in or on apples, 
grapes, and pears.

0.05 part per million (negligible resi
due) in or on brazil nuts, bush nuts, but
ternuts, cashews, chestnuts, filberts, 
hazelnuts, hickory nuts, macadamia nuts, 
pecans, and walnuts.

Any person who will be adversely af
fected by the foregoing order may at 
any time within 30 days after its date 
of publication in the F ederal R egister 
file with the Objections Clerk, Environ
mental Protection Agency, 1626 K Street 
NW., Washington, DC 20460, written ob

jections thereto in quintuplicate. Objec
tions shall show wherein the person fil
ing will be adversely affected by the 
order and specify with particularity the 
provisions of the order deemed objection
able and the grounds for the objections. 
If a hearing is requested, the objections 
must state the issues for the hearing. 
A hearing will be granted if the objec
tions are supported by grounds legally 
sufficient to justify the relief sought. 
Objections may be accompanied by a 
memorandum or brief in support thereof

Effective date. This order shall be
come effective on its date of publica
tion in the F ederal R egister (6-15-71).
(Sec. 408(d)(2), 68 Stat. 512; 21 UJ3.C. 
346a(d)(2))

Dated: June 8,1971.
W illiam  M. Upholt, 

Deputy Assistant Administrator 
for Pesticides Programs. 

[PR Doc.71-8337 Piled 6-14-71;8:46 am]
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Proposed Rule Making
DEPARTMENT OF AGRICULTURE
Consumer and Marketing Service 

[ 7 CFR Part 999 ]
PRUNE IMPORTS

Notice of Proposed Rule Making
Notice is hereby given that the De

partment is giving consideration to pro
posed grade, size, and other requirements, 
governing the importation of prunes, 
pursuant to section 8e (7 U.S.C. 608e-l) 
of the Agricultural Marketing Agreement 
Act of 1937, as amended (7 U.S.C. 601- 
674; and as further amended by Public 
Law 91-670 approved January 11, 1971), 
hereinafter referred to as the “ act” .

Consideration will be given to any 
written data, views, or arguments per
taining to the proposal which are 
received by the Hearing Clerk, U.S. De
partment of Agriculture, Room 112, Ad
ministration Building, Washington, D.C. 
20250, not later than 60 days after publi
cation of this notice in the F ederal R eg
ister. All written submissions made 
pursuant to this notice should be in 
quadruplicate and will be made avail
able for public inspection at the office of 
the Hearing Clerk during regular busi
ness hours (7 CFR 1.27(b) ).

Section 8e of the act provides, in part, 
that whenever a marketing order issued 
by the Secretary of Agriculture pursuant 
to section 8c of the act (7 U.S.C. 608c) 
contains any terms or conditions regu
lating the grade, size, quality, or maturity 
of prunes produced in the United States, 
the importation of primes into the United 
States during the period of time such 
order is in effect shall be prohibited un
less such commodity complies with the 
grade, size, quality and maturity provi
sions of such order or comparable re
strictions promulgated under said section 
8e. Order No. 993, as amended (7 CFR 
Part 993), regulating the handling of 
dried prunes produced in California 
(hereinafter referred to as the “market
ing order” ), prescribes grade and size 
provisions for such prunes.

Under the marketing order, prunes 
meeting the effective grade and size re
quirements pursuant thereto are desig
nated standard prunes and may be used 
for any purpose. Prunes which fail to 
meet these requirements are designated 
substandard prunes and are permitted 
for use in human consumption outlets as 
prune products in which the prunes lose 
their form and character as prunes by 
conversion prior to consumption, or for 
use in non-human consumption outlets. 
However, substandard prunes for dispo
sition in the human consumption out
lets must be within the maximum toler
ances specified for certain defects (i.e.,

mold, imbedded dirt, insect infestation, 
and decay).

The size restrictions pursuant to the 
marketing order are for varieties of 
prunes defined therein as French prunes 
and for varieties of prunes defined as 
non-French prunes. Imported prunes 
generally have been small in size; and it 
is expected that prunes to be imported 
would continue to be of small sizes. The 
size of prunes to be imported would be 
more characteristic of those varieties de
fined in the marketing order as French 
primes, rather than of those varieties 
defined as non-French prunes. Conse
quently, the application of the respective 
size restrictions under the marketing or
der to prunes to be imported would not 
be practicable because of such variation. 
Therefore, a comparable size restriction 
should be established for imported 
prunes. It is proposed that the size re
striction under the marketing order with 
respect to French prunes should be es
tablished for all imported prunes as a 
comparable size restriction. As to grade 
requirements for imported prunes, it is 
proposed that those in effect pursuant to 
the marketing order be made applicable.

Also included in the proposal are other 
requirements which pertain to the im
portation of prunes (e.g., inspection and 
certification, exemptions, specified entry 
declarations, certification forms, filing 
and retention of certifications, and books 
and records).

The proposal is as follows:
§ 999.200 Regulation governing the im

portation o f prunes.

(a) Definitions. (1) “Prunes” means 
and includes all sun-dried or artificially 
dehydrated plums, of any type or variety, 
produced from plums, except: (i) Sulfur- 
bleached prunes which are produced 
from yellow varieties of plums and are 
commonly known as silver prunes; and
(ii) plums which have not been dried or 
dehydrated to a point where they are 
capable of being stored prior to pack
aging, without material deterioration or 
spoilage unless refrigeration or other 
artificial means of preservation are used, 
and so long as they are treated by a 
process which is in conformity with, or 
generally similar to, the processes for 
treatment of plums of that type which 
have been developed or recommended by 
the Food Technology Division, College of 
Agriculture, University of California, for 
the specialty pack known as “high 
moisture content prunes,” but this ex
ception shall not apply if  and when such 
plums are dried to the point where they 
are capable of being stored without ma
terial deterioration or spoilage, refrig
eration or other artificial means of 
preservation.

(2) “ Standard prunes” means any lot 
of prunes meeting the grade and size

requirements prescribed in paragraph 
(b) (1) of this section.

(3) “Manufacturing grade substand
ard prunes” means any lot of prunes 
which meets the grade requirements pre
scribed in paragraph (b) (2) of this sec
tion but fails to meet the requirements 
for standard prunes.

(4) “Size” means the number of 
prunes contained in a pound.

(5) “Person” means any individual, 
partnership, corporation, association, or 
other business unit.

(6) “Fruit and Vegetable Division” 
means the Fruit and Vegetable Division 
of the Consumer and Marketing Service, 
U.S. Department of Agriculture, Wash
ington, D.C. 20250.

(7) “USDA inspector” means an in
spector of the Processed Products Stand
ardization and Inspection Branch, Fruit 
and Vegetable Division, or any other duly 
authorized employee of the USDA.

(8) “ Importation” means release from 
custody of the U.S. Bureau of Customs.

(b) Grade and size requirements. (1) 
Except as provided in subparagraph
(2) of this paragraph or paragraph (d) 
of this section, no person may import 
any lot of prunes into the United States 
unless the prunes are inspected and an 
inspection certificate issued with respect 
thereto, and the lot meets the applicable 
grade requirements specified in Exhibit 
A of this section and the average count 
(i.e., number) of the prunes in such lot 
is 100 or less per pound. In determining 
whether any lot conforms to the size re
quirements, the following tolerance shall 
apply: In a sample of 100 ounces, the 
count per pound of 10 ounces of the 
smallest prunes may not vary from the 
count per pound of 10 ounces of the 
largest prunes by more than 45 points.

(2) Any person may import any lot 
of prunes into the United States for use 
in human consumption outlets as prune 
products in which the prunes lose their 
form and character as prunes by conver
sion prior to consumption if the prunes 
are inspected and an inspection certifi
cate issued with respect thereto, and the 
lot meets the grade requirements set 
forth in paragraph C (1), (2), and (3) 
of Exhibit A of this section, and the 
importer first files as a condition of 
such importation an executed “Prune 
Form No. 1 Prunes—Section 8e Entry 
Declaration” .

(c) Inspection and certification re
quirements— (1) Inspection, inspection 
shall be performed by a USDA inspector 
in accordance with the Regulations 
Governing Inspection and Certification 
of Processed Fruits and Vegetables, Pro
cessed Products Thereof, and Certain 
Other Processed Food Products (Part 52 
of this title). The cost of each such in
spection and related certification shall 
be borne by the applicant.
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(2) Certification. Each lot of primes 
inspected in accordance with subpara* 
graph (1) of this paragraph shall be 
covered by an inspection certificate. 
Each such certificate shall set forth, 
among other things, the following:

(1) The date and place of inspection.
(ii) The name of the applicant.
(iii) The quantity and identifying 

marks of the lot inspected.
(iv) The statement, as applicable: 

“Meets U.S. import requirements for 
standard prunes under section 8e of the 
AMA Act of 1937” ; “Meets U.S. import 
requirements for manufacturing grade 
substandard prunes under section 8e of 
the AMA Act of 1937” ; or “Pails to meet 
U.S. import requirements for prunes 
under section 8e of the AMA Act of 
1937” .

(v) If the lot fails to meet the import 
requirements, a statement of the reason 
therefor.

(d) Exemptions. Notwithstanding any 
other provisions of this section, the im
portation of any lot of prunes which in 
the aggregate does not exceed 150 
pounds, net weight, and any prunes that 
are so denatured as to render them unfit 
for human consumption shall be exempt 
from the requirements of this section.

(e) Additional requirements— (1) Gen
eral. Prior to importation of any prunes, 
the person importing such prunes shall 
file an inspection certificate with the 
Collector of Customs at the port at which 
the customs entry is filed. In addition, 
if such primes are manufacturing grade 
substandard prunes, such person shall 
also file with the Collector of Customs 
an executed “Prunes—Section 8e Entry 
Declaration”, prescribed in subparagraph
(2) of this paragraph as Prune Form No.
1. Promptly after such filing, such person 
shall transmit a copy of this executed 
form to the Fruit and Vegetable Division. 
No person may import, sell, or use any 
manufacturing g r a d e  substandard 
prunes other than for use as set forth 
in paragraph (b) (2) of this section. Each 
person importing manufacturing grade 
substandard prunes shall obtain from 
each purchaser, no later than the time of 
delivery to such purchaser, and file with 
the Fruit and Vegetable Diviison not 
later than the fifth day of the month fol
lowing the month in which the prunes 
were delivered, an executed “Prunes— 
Section 8e Certification of Processor or 
Reseller” , prescribed in subparagraph
(3) of this paragraph as Prime Form No.
2. One copy of this executed form shall 
be retained by the importer and one 
copy shall be retained by the purchaser.

(2) Prune Form No. 1. The following 
is prescribed as Prune Form No. 1:

• Prune  F orm  N o . 1

PRUNES----SECTION 8 e  ENTRT DECLARATION

I certify to the U.S. Department of Agricul
ture and the Bureau of Customs that none 
of the manufacturing grade substandard 
prunes being imported and which are identi
fied below wiU be used other than in man
ufacturing in which the prunes lose their 
form and identity as prunes.

PROPOSED RULE MAKING
1. Name of vessel: __________________
2: Country of origin o f prunes:________
3. Date of arrival:.____ _______________
4. City of arrival:_____________________
5. Unloading pier:_________________ _
6. Substandard prunes entered:________

Total
Lot or Number of net weight 

chop mark containers (lbs.)

I agree to obtain from each person to whom 
any of the manufacturing grade substand
ard prunes listed under item 6 are delivered 
an executed Prune Form No. 2 “Prunes— 
Section 8e Certification of Processor or Re
seller” and to file the same with the Fruit 
and Vegetable Division, Consumer and Mar
keting Service, U.S. Department of Agri
culture, Washington, D.C. 20250, not later 
than the fifth day of the month following 
the month in which the prunes were 
delivered.
D ated :__ _________________________________
Name of f irm :____________________________
Address: ____________________ _____________
Signature:__ _____________________________
T it le :_____________________________________

(3) Prune Form No. 2. The following 
is prescribed as Prune Form No. 2:

Prune  F orm  No . 2
PRUNES----SECTION 8 e  CERTIFICATION OF

PROCESSOR OR RESELLER

I hereby certify to the U.S. Department of 
Agriculture that I  have acquired the manu
facturing grade substandard prunes covered 
by this certification; that I will use or sell 
them for use only in manufacturing in which 
the prunes lose their form and identity as 
prunes as permitted by the Regulation Gov
erning the Importation of Prunes (7 CFR 
999.200); and that I am: (check one or both 
if applicable)
______processor (user of prunes for manu

facturing) .
___ — reseller (dealer in prunes for manu

facturing) .
1. Date of purchase;______________________
2. Place of Purchase:_____________________
3. Name and address of importer or seller:

4. Prunes acquired:__________________
Total

Number of net weight
containers (lbs.)

D ated :____________________________________
Name of f irm ;______________1______________
Address: __________________________________
Signature: ________________________ i_______
T it le :_________________ ___________________

(4) Manufacturing Grade Substand
ard Prunes—sale by other than importer. 
Each wholesaler or other reseller of man
ufacturing grade substandard prunes 
should, for his protection, obtain from 
each purchaser and hold in his files an 
executed Prune Form No. 2 certification

covering each sale or all sales of a cal
endar year.

(f ) Reconditioning. Nothing contained 
in this section shall preclude the recon
ditioning of failing lots of prunes, prior 
to importation, so that such prunes may 
be made eligible to meet the grade re
quirements prescribed pursuant to para
graph (b) (I) or (2) of this section.

(g> Books and records. Each person 
subject to this section shall maintain true 
and complete records of his transactions 
with respect to imported prunes. Such 
records and copies of executed forms 
shall be retained for not less than 2 years 
subsequent to the calendar year of ac
quisition. The Secretary, through his duly 
authorized representatives, shall have 
access to any such person's premises dur
ing regular business hours and shall be 
permitted at any such times to inspect 
such records and any prunes held by such 
person.

(h) Other restrictions. The provisions 
of this section do not supersede any re
strictions or prohibitions on the importa
tion of prunes under the Plant Quaran
tine Act of 1912, the Federal Food, Drug 
and Cosmetic Act, or any other appli
cable laws or regulations or the need to 
comply with applicable food and sani
tary regulations of city, county, State, or 
Federal Agencies.

ti> Compliance. Any person who vio
lates any provision of this section shall be 
subject to a forfeiture in the amount pre
scribed in section 8a (5) of the Agricul
tural Marketing Agreement Act of 1937, 
as amended (secs. 1-19, 48 Stat. 31, as 
amended; 7 U.S.C. 601-674), or, upon 
conviction, a penalty in the amount 
prescribed in section 8c (14) of said act, 
or to both such forfeiture and penalty. 
False representations to an agency of the 
United States on any matter within its 
jurisdiction, knowing it to be false,4 is a 
violation of 18 U.S.C. 1001 which pro
vides for a fine or imprisonment or both.

E x h i b it  A
GRADE REQUIREMENTS

A. Defects. Defects are: (1) Off-color; (2) 
Inferior meat condition; (3) end cracks; (4) 
fermentation; (5) skin or flesh damage; (6) 
scab; (7) burned; (8 ) mold; (9) imbedded 
dirt; (10) insect infestation; (11) decay.

B. Explanation of terms. (1) “Off-color" 
means a duU color or skin differing notice
ably in appearance from that which is char
acteristic of mature, properly handled fruit 
of a given variety or type.

(2) “ Inferior meat condition" means 
flesh which is fibrous, woody or otherwise 
inferior due to immaturity to the extent that 
the characteristic texture of the meat is sub
stantially affected.

(3) “End cracks” means callous growth 
cracks, at the blossom end of prunes, ag
gregating more than three-eights of one inch 
(% ” ) but not meure than one-half of one 
inch (% ")  in length.

(4) “Fermentation” means damage to the 
flesh by fermentation to the extent that the 
characteristic appearance or flavor is sub
stantially affected.

(5) “Skin or flesh damage” means growth 
cracks, splits, breaks in skin or flesh of the 
following descriptions:
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(a) Callous growth cracks, except end 
cracks as defined In this section, aggregating 
more than three-eights of one inch (% ")  in
length; ' ■ , _ -(b) Splits or skin breaks exposing flesh 
and materially affecting the normal appear
ance of the prunes;

(c) Any checks, splits or' breaks open to
the pit; „  ̂ .(d) Healed or unhealed surface or flesh 
blemishes caused by insect injury and which 
materially affect appearance, edibility or 
keeping quality.

(6) “Scab” means tough or thick scab ex
ceeding in the aggregate the area of a circle 
three-eighths of one Inch (% ")  in diameter 
or by unsightly scab of another character 
exceeding in the aggregate the area of a circle 
three-fourths of one inch (% ")  in diameter.

(7) “Burned” means injury by sunburn 
or excessive heat in dehydration to the extent 
that the characteristic appearance, flavor or 
edibility of the fruit is noticeably affected.

(8) “Mold” means a characteristic fungus 
growth and is self-explanatory.

(9) “Imbedded dirt” means the presence 
of dirt or other extraneous material so im
bedded in, or adhering to, the prune that it 
cannot readily be removed in washing the 
fruit.

(10) “Insect infestation” means the pres
ence of insects, insect fragments or insect 
remains.

C. Maximum tolerances. Tolerance allow
ances shall be on a weight basis and shall 
not exceed the following:

(1) There shall be no tolerance allowance 
for live insect infestation.

(2) The tolerance allowance for decay shall 
not exceed one percent ( 1 % ).

(3) The combined tolerance allowance for 
mold, imbedded dirt, insect infestation, and 
decay shall not exceed five percent (5% ).

(4) The combined tolerance allowance for 
fermentation, skin or flesh damage, scab, 
burned, mold, imbedded dirt, insect infesta
tion, and decay shall not exceed eight per
cent (8%).

(5) The combined tolerance allowance for 
end cracks, fermentation, skin or flesh dam
age, scab, burned, mold, imbedded dirt, in
sect infestation, and decay shall not exceed 
ten percent (10% ), except that the first eight 
percent (8%) of end cracks shall be given 
one-half value and any additional percent
age of end cracks shall be given full value.

(6) The combined tolerance allowance for 
off-color, inferior meat condition,end cracks, 
fermentation, skin or flesh damage, scab, 
burned, mold, imbedded dirt, insect infesta
tion, and decay shall not exceed fifteen per
cent (15%), except that the first eight 
percent (8%) of end cracks shall be given 
one-half value and any additional percent
age of end cracks shall be given full value.

Dated: June 8, 1971.
A rthur E. B rowne, 

Acting Director, Fruit and Vege
table Division, Consumer and 
Marketing Service.

[PR Doc.71-8389 Filed 6-14-71;8:50 am]
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Food and Drug Administration 

[ 21 CFR Part 3 1
INGREDIENT STATEMENTS 

REGARDING OILS AND FATS
Proposed Statement of Policy

The Commissioner of Food and Drugs 
is studying the best means of providing

important nutritional information on the 
labels of various foods. This document - 
concerning labeling statements regarding 
oils and fats is one of several which are 
part of this study.

A food industry practice has been to 
declare individual vegetable oils, hard
ened vegetable oils, animal and marine 
oils and fats, and the hardened counter
parts in the ingredients statement of fab
ricated foods under such broad terms as 
“shortening,” “vegetable oil,” or “hard
ened (or hydrogenated) vegetable oil.”

This practice was supported by trade 
correspondence TC-62, TC-94, and TC- 
209 issued by the Food and Drug Ad
ministration on February 15 and 21, and 
March 21, 1940, respectively.

TC-62 allows the hardened fat or oil 
to be declared in the ingredients state
ment as such without naming the in
dividual oil beyond its vegetable, animal, 
or marine origin..

TC-94 allows various shortenings in 
fabricated foods to be declared in the in
gredients statement solely as “shorten
ing” without naming each specific fat or 
oil when the particular shortening can
not always be predicted in advance.

TC-209 allows vegetable oil used for 
frying potato chips to be declared in the 
ingredients statement as cooked (or 
fried) in vegetable oil.

The labeling practices permitted by 
these trade correspondences were al
lowed on the understanding that if it 
developed that the practices resulted in 
denying consumers the information 
which the provisions of the law guaran
tee, such permission would have to be 
withdrawn after due notice.

In recent years there has developed 
heightened consumer interest in the kind 
and exact nature of fats and oils added 
to fabricated foods. Further, the various 
fats and oils used by the food industry 
have become more readily available; 
therefore, the shortening ingredients of 
fabricated foods can be predicted by the 
manufacturers of fabricated foods and 
are readily available from their suppliers.

Having considered these developments, 
the Commissioner of Food and Drugs 
concludes that a policy statement should 
be established as proposed below to with
draw the opinions expressed in the sub
ject trade correspondences and to pre
scribe updated requirements.

Therefore, pursuant to provisions of 
the Federal Food, Drug, and Cosmetic 
Act (secs. 403 (i), 701(a), 52 Stat. 1048, 
1055; 21U.S.C. 343 (i), 371(a)) and under 
authority delegated to him (21 CFR 
2.120), the Commissioner proposes that 
a new section be added to Part 3, as 
follows:
§ 3.83 Ingredient statements regarding 

oils and fats.
(a) In view of the ready availability 

of various fats and oils and hardened 
fats from vegetable and animal sources, 
and the consumer’s desire to know the 
specific identity and nature of the fat 
ingredients in the foods he purchases, 
the Food and Drug Administration with
draws the opinions expressed in trade 
correspondences TC-62, TC-94, and TC- 
209 (issued February 15 and 21, and 
March 21, 1940, respectively) and will
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regard as misbranded articles of food 
which do not bear in the ingredients 
statement the common or usual name of 
the individual shortening or fat ingredi
ent, whether animal or vegetable, in its 
proper order of predominance .

(b) The names by which such ingredi
ents shall be declared in label state
ments are as follows:

(1) The rendered fat or oil, or stearin 
derived therefrom (any or all of which 
may be hydrogenated), of any animal, or 
any combination of two or more such 
articles, shall be declared by the name 
of the specific animal fat, oil, or stearin; 
for example, “beef fat.” If the animal 
fat or oil is hydrogenated, the name 
should include the term “hydrogenated,” 
“partially hydrogenated,” or “hardened,” 
whichever is factual and desirable. 
Where combinations are used, the names 
shall be arranged in order of predomi
nance, with the animal fat, oil, or stearin 
present in greatest proportion named 
first.

(2) Any vegetable food fat or oil, or 
stearin derived therefrom (any or all 
of which may be hydrogenated), or any 
combination of two or more such articles, 
shall be declared by the name of the 
for example, “ cottonseed oil” or “soybean 
oil.” If the vegetable fats or oils present 
are hydrogenated, the declaration should 
include the term “hydrogenated,” “par
tially hydrogenated,” or “ hardened” ; 
for example, “hydrogenated cottonseed 
oil,” “partially hydrogenated cottonseed 
oil,” or “hardened cottonseed oil,” 
whichever is factual and desirable. If 
two or more vegetable food fats or oils 
are used, they shall be named in order 
of predominance with the one present 
in the greatest proportion named first 
in the series; for example, “ cottonseed 
oil, soybean oil, and corn oil.”

(c) Regulatory proceedings may be 
initiated regarding interstate shipment 
of articles labeled contrary to the pro
visions of this section if such act occurs 
after 1 year following the addition of 
this section to this Part 3.

Interested persons may, within 90 days 
after publication hereof in the F ederal 
R egister, file with the Hearing Clerk, 
Department of Health, Education, and 
Welfare, Room 6-62, 5600 Fishers Lane, 
Rockville, Md. 20852, written comments 
(preferably in quintuplicate) regarding 
this proposal. Comments may be accom
panied by a memorandum or brief in 
support thereof. Received comments may 
be seen in the above office during, working 
hours, Monday through Friday.

Dated: June 8, 1971.
Charles C. Edwards, 

Commissioner of Food and Drugs.
[FR Doc.71-8272 Filed 6-14-71;8:45 am]
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