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to the Secretary by statute, to deter­
mine which costs are reasonable and 
related to the efficient delivery of health 
care to Medicare beneficiaries, the de­
termination has been made that a nurs­
ing cost differential is no longer appro­
priate as an allowable cost and reimburs­
able cost under the Medicare program.

A number of editorial changés have 
been made in the interest of clarity. 
With these changes, the proposed 
amendment is adopted and set forth 
below.
(Secs. 1102, 1814(b), 1861(v)(1 )(A), 1871, 
Social Security Act, 49 Stat. 647, as amended, 
79 Stat. 296, as amended, 79 Stat. 322, as 
amended, and 79 Stat. 331; 42 TJ.S.C. 1302, 
1395f(b), 1395x(v) (1) (A), and 1395hh.)

Effective date: This regulation will be 
effective June 23, 1975, and will be effec­
tive for cost-reporting periods beginning 
after June, 1975.
(Catalog of Federal Domestic Assistance 
Program No. 13.800, Health Insurance for 
the Aged—Hospital Insurance.)

Dated: May 13,1975.
J. B. Cardwell,

Commissioner of Social Security.
Approved: May 19,1975.

Caspar W. W einberger,
Secretary of Health,

Education, and Welfare.
Regulations No. 5 of the Social Secu­

rity Administration (20 CPR Part 405) 
is further amended as set forth below :

Section 405.430 is amended by revising 
paragraphs (a), (c)(1), and (d)(1) and 
(2), and the title of paragraph (e) (1) to 
read as follows:
§ 405.430 Inpatient routine nursing sal­

ary cost differential.
(a) Principle. In recognition of the 

above-average cost of inpatient routine 
nursing care furnished to aged patients, 
an inpatient routine nursing salary cost 
differential is allowable as a reimbursa­
ble cost of a provider after June 30, 
1969, and before that provider’s first 
cost-reporting period which begins after 
June 1975 (the month after publication 
in the Federal R egister) . The »allowable 
differential applicable to such inpatient 
routine nursing salary costs of aged 
patients for the specified period is reim­
bursable at the rate of 8 % percent. Rec­
ognition of the differential by the health 
insurance program is accomplished 
through an inpatient routine nursing 
salary cost differential adjustment fac­
tor as defined in paragraph (b) (8) of 
this section.

4c *  *  4c 4c

(e) Application. (1) In the determina­
tion of health insurance inpatient 
routine service costs, the rate of 8V2 per­
cent has been established' as the in­
patient routine nursing salary cost dif­
ferential for aged, pediatric, and mater­
nity patients. This inpatient routine 
nursing salary cost differential is appli­
cable to inpatient routine nursing salary 
costs incurred by a provider after 
June 30, 1969, and before that provider’s

first cost-reporting period which begins 
after June 1975 (the month after pub­
lication in the F ederal R egister) .

* * * ' # *
(d) Effective dates. (1) Cost-reporting 

periods beginning after June 30, 1969, 
and before July 1975 (the second month 
after publication in the F ederal R egis­
ter) .  For cost-reporting periods begin­
ning after June 30, 1969, and before July 
1975 (the second month after publica­
tion in the F ederal R egister) .  The in­
patient routine nursing salary cost dif­
ferential adjustment factor is applicable 
for the entire reporting period as an 
element in the computation of the pro­
vider’s reimbursable cost.

(2) Cost-reporting periods ending be­
fore July 1, 1969, or cost-reporting pe­
riods beginning after June 1975 (the 
month after publication in the F ederal 
R egister) . For cost-reporting periods 
ending before July 1, 1969, or cost­
reporting periods beginning after June 
1975 (the month after publication in the 
F ederal R egister) .  There shall not be 
included as an element in the computa­
tion of the provider’s reimbursable costs 
any inpatient routine nunsing salary 
cost differential adjustment factor. 

* * * * - ■ •
(e) Examples. (1) Illustration of cal­

culation of differential adjustment factor 
for a ' cost-reporting period beginning 
after June 30, 1969, and before July 1975 
(the second month after publication in 
the F ederal R egister) .

* * * * *
[FR Doc.75-13621 Filed 5-22-75;8:45 am]

Title 21— Food and Drugs
CHAPTER I— FOOD AND DRUG ADMINIS­

TRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE 

SUBCHAPTER B— FOOD AND FOOD PRODUCTS

PART 37— FISH
Canned Pacific Salmon; Order Amending 
Standards of Identity and Fill of Container

The Commissioner of Food and Drugs 
is amending the standards of identity 
(21 CFR 37.10) and fill of container (21 
CFR 37.12) requirements for canned 
Pacific salmon, effective July 22, 1975, 
except as to any provisions that may be 
stayed by the filing of proper objections. 
Objections to this order may be filed on 
or before June 23, 1975. The Commis­
sioner originally proposed the amend­
ments in a notice of proposed rule mak­
ing published in the Federal R egister 
of May 29, 1974 (39 FR 18660), to adopt, 
as far as is practicable, the proyisions 
of the Recommended International 
Standard for Canned Pacific Salmon 
(Codex).

Three additional forms of canned sal­
mon are being added to the identity 
standard—“Minced Salmon,” “Salmon 
Tips or Tidbits,” and a “No Salt Added” 
form. Based on the Codex standard, a 
sampling plan and related definitions 
have been added to the present fill of 
container standard.

One letter from a trade association and 
one from a  consumer organization, each

letter containing five comments, were re­
ceived in response to the proposal. These 
comments and the Commissioner’s con­
clusions based on his evaluation of them 
are as follows:

1. One comment opposed including the 
optional forms “Minced Salmon” and 
“Salmon Tips or Tidbits” (§ 37.10 (c) (3) 
and (cl (4)) until the proper technology 
for handling the edible parts of the trim­
mings can be developed. The comment 
also stated that § 37.10(c) would have 
to be revised to provide for the use of 
edible parts of the trimmings.

The Commissioner notes that “Minced 
Salmon” and “Salmon Tips or Tidbits” 
are recognized articles of commerce in 
the world market. The present standard 
as amended herein is sufficiently broad 
to embrace present technology, to permit 
development of improved product tech­
nologies, and to provide for use of any 
edible portions of salmon flesh in the 
products with appropriate labeling. The 
Commissioner concludes that it will bene­
fit the consumer and facilitate world 
trade to provide for these forms ,of 
canned salmon at this time.

2. One comment opposed the term 
“minced” in § 37.10(c) (3), stating that it 
is not as familiar to the consumer as the 
term “flaked.”

The Commissioner concludes that the 
term “minced” more accurately describes 
the form of the salmon product than the 
term “flaked” and considers the term 
“minced” appropriate for the product. 
Consumers are probably most familiar 
with the term “flaked” as one of the 
standardized forms of canned tuna. On 
tuna cans it refers to a mixture of tuna 
pieces of such size that more than 50 
percent of the pieces will pass through 
a %-irtch mesh screen and also retain 
the muscular structure of the flesh. The 
term “minced” refers to finely ground 
particles.

3. One comment requested that the 
Codex canned salmon style "No Salt 
Added” be provided for in the U.S. iden­
tity standard. The comment stated in 
support of this request that about 10,000 
to 20,000 cases of unsalted canned salmon 
are produced each year. The com­
ment explained that the product is pro­
vided for in the Interim Federal Specifi­
cation for Canned Salmon, PP-S-31C, 
and that the principal recipients of this 
product are government agencies. An­
other comment stated that it is mislead­
ing to label canned salmon with the 
words “No Salt Added” because of the 
implication that the product is a low 
sodium food. In addition, the comment 
stated that a regulation should be pro­
mulgated stating that it is misleading 
to emphasize the absence of added salt in 
a product not naturally low in sodium.

In view of the apparent market for 
unsalted canned salmon, the Commis­
sioner concludes that it would be in the 
consumers’ interest to permit the label 
of canned salmon packed without the 
addition of salt to bear a statement to 
that effect. Such labeling will not be mis­
leading, provided the label statements 
required by § 125.9 Label statements re­
lating to food for use as a means of regu-
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lating the intake of sodium (21 CFR 
125.9) appear on the label regarding any 
statement describing the absence of 
added salt. The regulation below has been 
changed accordingly.

The Commissioner also concludes that 
a regulation for misleading labeling of 
food products not naturally low in sodium 
is a separate issue that should be a sepa­
rate proposal dealing with all food.

4. One comment urged that provision 
be made for various packing media, such 
as water, vegetable broth, and a combina­
tion of oil and broth.

The Commissioner notes that the nat­
ural characteristics of the six species of 
Pacific salmon are such that the food 
may be processed without precooking or 
without the addition of various packing 
media. The Commissioner concludes that 
to permit the addition of unnecessary 
packing media to canned salmon is not 
in the consumers’ interest, and the order 
does not provide for the use of packing 
media. Salmon oil added to canned sal­
mon is not considered to be a packing 
medium because of the very small 
amounts used (about 3 to 6 ml of oil per 
can).

5. One comment stated that the last 
sentence in § 37.10(e) (2) (21 CFR 37.10 
(e) (2)) in the present identity standard 
should be retained. The comment main­
tained that deletion of the sentence 
would necessitate making the type size 
for the form of pack the same size as 
that for the name of the food.

The Commissioner agrees that the 
wording in the proposal may be unclear 
and has reworded the paragraph. He did 
not intend that the statement of form 
must be the same size as the words in 
the name of the food. Accordingly, the 
regulation has been revised to incorpo­
rate by reference the requirements of 21 
CFR 1.8(c).

6. One comment asserted that the 
number of samples required by proposed 
§ 37.12(b) to calculate the average net 
weight is too large; it would result in 
economic loss due to the high cost of 
salmon.

The Commissioner concludes that the 
basis of the sample size requirement is 
statistically sound and is necessary to 
assure the proper average net weight 
of the product.

7. One comment stated that the in­
corporation of a sampling plan into the 
standard should be considered in a sep­
arate publication. I t  also stated that “It 
is particularly egregious to incorporate 
a sampling plan into the canned salmon 
regulation without modifying the accept­
able minimum net weights for the vari­
ous can sizes. Under the existing stand­
ard each can must meet the minimum 
net weight, and so packers must pack 
above the minimum amounts on the 
average to assure compliance. By adding 
the sampling plan without raising the 
requirements the FDA is allowing a lower 
average to be packed into each can, a dis­
tinct disservice to the consumer.”

The Commissioner agrees that the 
problem of sampling plans is complex; 
tt should not be resolved solely upon the 
comments of a few persons interested
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only in a particular commodity. The 
sampling plans in the proposed amend­
ment are the result of years of study by 
many individuals and groups. The appli­
cability of the plans is well established 
and accepted. Sampling plans are essen­
tial to proper determination of compli­
ance with the requirements of a fill of 
container standard.

The statement in the comment that 
the applicable provision of the present 
fill standard requires that each can must 
meet the minimum fill requirement is in 
error. The present § 37.12(a) (21 CFR 
37.12(a)) states that the standard of 
fill for canned salmon is based on a 24- 
can average weight of the contents of the 
cans making up the sample.

The Commissioner concludes that the 
proposed amendment of & 37.12(a) is in 
the consumers’ interest, and there is no 
reason to publish the sampling plan as 
a separate proposal.

8. One comment opposed the listing 
of packing oil in the net weight statement 
of the product and stated that the quan­
tity of contents in the can should be de­
clared on the label as drained weight.

The Commissioner advises that the 
practice of adding salmon oil to canned 
salmon is limited to a small percentage 
of the pack of three species of salmon, 
usually to *4- and Vz-pound can sizes, 
and to very small amounts (about 3 to 
6 ml of oil per can). The practice is self- 
limiting for a number of reasons, not the 
least of which is that the cost of salmon 
oil is greater than the cost of salmon.

The Commissioner concludes that it is 
reasonable to include the weight of the 
added salmon oil in the quantity of con­
tents statement because added salmon oil 
is an edible part of the food and, since 
no packing media are permitted, to de­
clare the quantity of contents of canned 
salmon as npt weight.

9. One comment stated that it was as­
sumed that the minimum weight column 
in the proposed regulation (§ 37.12(a)) 
giving metric equivalents of the U.S. cus­
tomary system units is for informational 
purposes and not required for labeling.

The Commissioner affirms this as­
sumption. At the present time, labeling 
information in metric units is not re­
quired. However, the Commissioner en­
courages the use of contents declarations 
in terms of the International (metric) 
System along with the U.S. customary 
system.

Therefore, pursuant to provisions of 
the Federal Food, Drug, and Cosmetic 
Act (secs. 401, 701, 52 Stat. 1046, 1055- 
1056, as amended, 70 Stat. 919 and 72 
Stat. 948 (21 U.S.C. 341, 371)) and under 
authority delegated to the Commissioner 
(21 CFR 2.120): It is ordered, That 21 
CFR Part 37 be amended as follows:

1. In § 37.10 by adding new paragraph
(c) (3), (4), and (5) and revising para­
graph (e) (2) and (3) to read as fol­
lows:
§ 37.10 Canned Pacific salmon; iden­

tity.
*  *  4c 4c 4c

(c) * * *
(3) “Minced Salmon” consists of sal­

mon which has been minced or ground.

22OT1
- i

(4) “Salmon Tips or Tidbits” consists 
of small pieces of salmon.

(5) “No Salt Added” consists of can­
ned salmon to which no salt has been 
added.

4: 4c 4c 4e *

(e) * * *
(2) (i) Whenever the form of pack is 

that described in paragraph (c) (2),
(3), or (4) of this section, the word or 
words describing the form of pack shall 
immediately precede or follow the name 
of the food without intervening written, 
printed, or graphic matter in the manner 
prescribed in § 1.8(c) of this chapter; 
for example, “red salmon” as the name 
of the food followed by “skinless and 
backbone removed.”

(ii) Whenever the form of pack is that 
described in paragraph (c) (5) of this 
section and words describing the form of 
pack are declared on the label, the label 
shall also bear the statements required 
by § 125.9 of this chapter.

(3) The name of each of th^ ingredi­
ents used shall be declared on the label 
as required by the applicable sections of 
Part 1 of this chapter.

2. By revising § 37.12 to read as fol­
lows:
§ 37.12 Canoed Pacific salmon, fill o f 

container ; label statement of sub­
standard fill.

(a) The standard of fill of container 
for canned salmon is a fill including all 
the contents of the container and is not 
less than the minimum net weight speci­
fied for the corresponding can size in the 
following table :

* II. Minimum
I. Can size net weight

603x405 -------- --------------  1.814 kg (64 oz).
301x411____ __________  454 g (16 oz).
301x408 --------------------439 g (15% oz).
401x211 ----------------------- 439 g (15% oz).
607x406x108 __________ _ 439 g (15% oz).
301x308 _________ _____  340 g (12 oz).
307x200.25 ................ ........  220 g (7% oz).
513x307x103 ___ _______  220 g (7% oz).
307x113 _______________  191 g (6% oz).
301x106 ______ ________  106 g (33  ̂ oz).
407x213x015 ____J______  106 g (33,4 oz).
If the can size in question is not listed, 
calculate the value for Column n  as 
follows : From the list, select as the com­
parable can size, that one having the 
nearest water capacity of the can size in 
question, multiply the net weight listed 
in Column II by the water capacity of 
the can size in question, and divide by the 
water capacity of the comparable can 
size. Water capacities are determined by 
the general method provided in § 10.6 
(a) of this chapter.

(b) Sampling and acceptance proce­
dure: The sample size of the sample 
representing the lot will be selected in 
accordance with the sampling plan 
shown in paragraph (b) (2) of this sec­
tion. A lot is to be considered acceptable 
when the average net weight of all the 
sample units is not less than the mini­
mum net weight stated in paragraph (a) 
of this section for the corresponding can 
size.

(1) Definitions of terms to be used in 
the sampling plans in paragraph (b)(2) 
of this section are as follows:

FEDERAL REGISTER, VOL. 40, NO. 101— FRIDAY, MAY 23, 1975



’ 22542 RULES AND REGULATIONS

(1) Lot. A collection of primary con­
tainers or units of the same size, type, 
and style manufactured or packed under 
similar conditions and handled as a sin­
gle unit of trade.

(ii) Lot size. The number of primary 
containers or .units in the lot.

(iii) Sample size (to) . The total num­
ber of sample units drawn for examina­
tion from a lot.

(iv) Sample unit. A container, the en­
tire contents of a container, a portion of 
the contents of a container, or a com­
posite mixture of product from small 
containers that is sufficient for exami­
nation or testing as a single unit.

(2) Sampling plans:
Lot size (primary 

containers) :
Size of container1

(n )
4.800 or less__________   13
4.801 to 24,000_________________  21
24.001 to 48,000________________  29
48.001 to 84,000__ ¿_____  48
84.001 to 144,000____________________84
144.001 to 240,000_______________  126
Over 240,000_______________.___  200

1 Net weight equal to or less than 1 kg. 
(2.2 1b).
Lot size (primary Size of

containers) : container1
2.400 or less_________ ___________
2.401 to 15,000______ !_______ _
15.001 to 24,000________________
24.001 to 42,000________ ____
42.001 to 72,000——____________
72.001 to 120,000——____ *_____
Over 120,000___________________

(n )
13
21
29
48
84

126
200

1 Net weight greater than 1 kg (2.2 lb) but 
not more than 4.5 kgs (10 lb ).

(c) If canned salmon falls below the 
standard of fill of container prescribed 
in paragraph (a) of this section, the 
label shall bear the general statement of 
substandard fill specified in § 10.7(b) of 
this chapter, ip the manner and form 
therein specified.

Any person who will be adversely af­
fected by the foregoing order may at any 
time on or before June 23, 1975, file with 
the Hearing Clerk, Food and Drug Ad­
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20852, written ob­
jections thereto. Objections shall show 
wherein the person filing will be ad­
versely affected by the order, specify with 
particularity the provisions of the order 
deemed objectionable, and state the 
grounds for the objections. If a hearing 
is requested, the objections shall state the 
issues for the hearing, shall be supported 
by grounds factually and legally sufficient 
to justify the relief sought, and shall in­
clude a detailed description and analysis 
of the factual information intended to 
be presented in support of the objections 
in the event that a hearing is held. Six 
copies of all documents shall be filed. Re­
ceived objections may be seen in the 
above office during working hours, Mon­
day through Friday.

Effective date. This order shall be­
come effective on July 22,1975, except as 
to sny  provisions that may be stayed by 
the filing of proper objections. Notice of 
the filing of objections or lack thereof 
will be given by publication in the Fed­
eral R egister.

(Secs. 401, 701, 52 Stat. 1046, 1055-1056, as 
amended, 70 Stat. 919 and 72 Stat. 948 ( 21 
U.S.C. 341, 371) )

Dated: May 15,1975.
S am D. F ine ,

Associate Commissioner for 
Compliance. 

[PR Doc.75-13546 Piled 5-22-75;8:45 am]

SUBCHAPTER D— DRUGS FOR HUMAN USE

PART 331— ANTACID DRUG PRODUCTS
FOR OVER-THE-COUNTER HUMAN USE

PART 332— ANTIFLATULENT PRODUCTS
FOR OVER-THE-COUNTER HUMAN USE

Revised Effective Dates
The Commissioner of Food and Drugs 

is extending the effective date to Sep­
tember 2, 1975 for labeling of antacid 
and antiflatulent products not receiving 
an extension of the effective date for 
reformulation.

In the Federal R egister of June 4, 
1974 (39 FR 19862), the Commissioner 
promulgated a final order for antacid 
and antiflatulent Over-the-Counter 
(OTC) products generally recognized as 
safe and effective and not misbranded. 
Paragraph 82 of the preamble of that 
order states that the Commissioner con­
cluded that it was reasonable to estab­
lish the following conditions for the 
effective date of the final monograph: 
“The effective date of the monograph 
will be July 5, 1974, with the following 
exceptions. The effective date for all 
labeling for products not receiving an 
extension of the effective date for re­
formulation shall be June 5,1975. Where 
reformulation is necessary, and if suffi­
cient data and reasons are supplied, the 
Commissioner will grant an extension of 
the effective date for reformulation and 
relabeling for up to 2 years after the 
date of publication in the F ederal 
R egister.”

The Commissioner has received re­
quests and petitions from major manu­
facturers of OTC antacid products and 
from a trade association requesting that 
the effective date for all labeling for 
products not receiving an extension for 
reformulation be extended beyond 
June 5,1975.

One trade association has petitioned to 
allow an orderly inclusion of the general 
warning statement required by § 330.1 (g) 
(21 CFR 330.1(g)) of the regulations and 
has commented on the recent change in 
that warning published in the F ederal 
R egister of March 13, 1975 (40 FR  
11717). It was noted that in order to 
comply with the June 5, 1975 effective 
date for the antacid and antiflatulent 
monographs, many OTC antacid and 
antiflatulent manufacturers have or­
dered, received, and in some instances, 
affixed to the container the labeling for 
their antacid and antiflatulent products, 
but because of the changes in the gen­
eral warning published recently, these 
same manufacturers do not have either 
the exact language on their current 
stocks of labeling, or due to the uncer­
tainty of the adoption and specific lan­

guage of the regulation prior to publica­
tion, do not have any similar language 
on their labeling. Therefore, it was peti­
tioned that manufacturers and distribu­
tors who have already ordered and re­
ceived such labeling be allowed to use 
labeling stock that otherwise complied 
with the monographs and to include the 
general warning required by § 330.1 (g) 
in their next labeling order.

There was comment from manufac­
turers that, due to severe shortages be­
setting the paper industry and uncer­
tainties arising from the energy crisis, 
stocks and labeling had to be ordered in 
greater quantities and that an unanti­
cipated sharp downswing in the economy 
has aggravated the over-supply situa­
tion of such stocks and labeling. It was 
noted that destruction of this substan­
tial amount of stock would create a 
severe financial hardship for the com­
panies and would not be in the public 
interest. Therefore, it was petitioned 
that the effective date of the final order 
be stayed for a period of 4 to 6 months.

The Commissioner concludes that 
there are valid reasons to allow an ex­
tension* beyond June 4,1975 of the effec­
tive date of the OTC antacid and anti­
flatulent monographs. First the Com­
missioner concludes that the March 13, 
1975 publication in the Federal R egister 
of the final order for the general warn­
ing (40 FR 11717) did not provide suf­
ficient time for including the general 
warning statement required by § 330.1(g) 
and that labeling which otherwise com­
plies with the monograph should be used 
until new labeling is ordered.

The Commissioner is also aware that 
in some instances a downward trend in 
the economic picture may have resulted 
in an overstock situation. The Commis­
sioner agrees that for the companies this 
condition would create an economic 
waste, the cost of which would ultimately 
be passed on to the consumer which 
would not be in the public interest.

However, taking into consideration all 
of the reasons given for an extension of 
time of the effective date of the OTC 
antacid and antiflatulent monographs, 
the Commissioner concludes that it is 
not in the best interest of the consumer 
to allow an indefinite period of time to 
elapse before requiring all manufactur­
ers and distributors to be in compliance 
with the monographs. Accordingly, he 
has determined that a 90-day extension 
for compliance shall be provided for those 
products for which there is no extension 
of the effective date for reformulation. 
The revised effective date for all labeling 
for these products shall be September 2, 
1975.

Recognizing that there has been only 
a short period of time since the general 
warning final order of March 13, 1975 
was published, the Commissioner addi­
tionally concludes that, if there is com­
pliance with the labeling requirements 
of the antacid and antiflatulent mono­
graphs in all other respects at the end of 
the 90-day extension period, manufac­
turers and distributors should be per­
mitted to use labeling stock and include
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the general warning revision in their 
next labeling order.

The Commissioner concludes that the 
extension does not affect the effective 
date, where an extension has been 
granted for reformulation and relabel­
ing.

Therefore, pursuant to provisions of 
the Federal Food, Drug, and Cosmetics 
Act (secs. 201, 502, 505, 701, 52 Stat. 
1040-1042 as amended, 1050-1053 as 
amended, 1055-1056 as amended by 70 
Stat. 919 and 72 Stat. 948 (21 U.S.C. 321, 
352, 355, 371)), (5 U.S.C. 553, 554, 702, 
703, 704) and under authority delegated 
to the Commissioner (21 CFR 2.120), the 
effective dates for 21 CFR Parts 331 and 
332 are revised as follows:

Effective date. All labeling for products 
not receiving an extension of the effective 
date for reformulation shall become ef­
fective on September 2, 1975, and where 
reformulation is necessary and an ex­
tension is granted the labeling require­
ments shall become effective on June 4, 
1976.

Since the amendment established by 
this order grants relief of a restriction, 
namely the June 4, 1975 effective date 
previously published, notice and public 
procedure and delayed effective date are 
not prerequisites to this promulgation.

Effective date: This order shall be ef­
fective on May 23, 1975.
(Secs. 201, 502, 505, 701, Pub. L. 717, 52 Stat. 
1040-1042 as amended, 1050-1053 as amended, 
1055-1056 as amended by 70 Stat. 919 and 72 
Stat. 948 (21 U.S.O. 321, 352, 355, 371); (5 
U.S.C. 553, 554, 702, 703, 704))

Dated: May 19,1975.
S am D. F ine ,

Associate Commissioner for 
Compliance.

[FR Doc.75-13578 Filed 5-22-75;8:45 am]

SUBCHAPTER E— ANIMAL DRUGS, FEEDS, AND 
RELATED PRODUCTS

PART 510— NEW ANIMAL DRUGS 
Change in Sponsor 

Correction
In FR Doc. 75-11385 appearing on 

page 18993 in the issue for Thursday, 
May 1, 1975, in § 510.600(c) (2) the sec­
ond and third lines of Drug listing No. 
000381 should be reversed.

SUBCHAPTER L—  REGULATIONS UNDER CER­
TAIN OTHER ACTS ADMINISTERED BY THE 
FOOD AND DRUG ADMINISTRATION

PART 1240—CONTROL OF 
.  COMMUNICABLE DISEASES

Ban on Sale and Distribution of Small 
Turtles

An order published in the Federal 
Register of November 18, 1972 (37 FR 
24670) amended Parts 71 and 72 of Title 
42, Code of Federal Regulations, by es­
tablishing §§71.171 through 71.176 (42 
CFR 71.171 through 71.176) which pro­
vide for a general prohibition on the
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importation of certain small pet turtles 
and viable turtle eggs, and § 72.26 (42 
CFR 72.26) (now § 1240,62 (21 CFR 
1240.62) pursuant to transfer and re- 
codiflcation of the sections of 42 CFR 
Part 72 appropriate to Food and Drug 
function, published in the F ederal 
R egister of February 6, 1975 (40 FR 
5620)) which required that pet turtles 
shipped in interstate commerce be tested 
for and certified free of Salmonella and 
Arizona organisms by the appropriate 
public health officials in the State of 
origin. The order was based upon epi­
demiological investigations that have 
shown th a t small pet turtles are a par­
ticularly significant source and reservoir 
of bacteria of the genera Salmonella and 
Arizona, both of which can cause, among 
other things, acute gastrointestinal ill­
ness in humans. Data and other infor­
mation on the hazards of such bacteria 
and on the extent of turtle-associated 
disease are on display in the office of 
the Hearing Clerk.

There is continuing evidence, however, 
that the certification requirements have 
had limited effectiveness in preventing 
contaminated turtles from reaching pet 
owners. Although the certification pro­
gram appears to have curtailed the 
number of turtles being shipped in in­
terstate commerce, a recent survey of 
turtles certified between December 1972 
and December 1973 completed by the 
Public Health Service Center for Disease 
Control shows that 54 percent of the tur­
tles were contaminated by Salmonella 
and Arizona when retested some time 
subsequent to certification. The State 
of New Jersey has sampled six lots of 
turtles shipped to that State and de­
tected Salmonella in five of the lots. 
Furthermore, the Food and Drug Admin­
istration has taken five selective samples 
of turtles certified by State health au­
thorities and found Salmonella and 
Arizona organisms in three of the five 
samples. Four out of the five selected 
water samples in which turtles have been 
held were positive for Salmonella. More­
over, the Center for Disease Control has 
reported cases of salmonellosis in Cali­
fornia, Oregon, and Tennessee associated 
with turtles from certified lots.

As recently as August 19,1974, a batch 
of approximately 16,000 turtles was cer­
tified by the Louisiana State Department 
of Health as Salmonella- and Arizona- 
free. A sample collected from this same 
lot of 16,000 turtles on inspection August 
21 and 22,1974, in Pierre Part, Louisiana, 
was later found by the Dallas Laboratory 
of the Food and Drug Administration to 
be positive for Arizona. Three official 
samples were collected and analyzed 
from interstate shipments of this lot of 
turtles. All samples lyere subsequently 
found to be positive for Arizona. On Oc­
tober 18, 1974, the Food and Drug Ad­
ministration undertook to issue Letters 
of Demand for Destruction by its district 
offices to all dealers handling turtles 
from this lot.

Prior to this most recent action against 
certified but contaminated turtles, the 
Commissioner of Food and Drugs, realiz­
ing that the present certification pro-
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gram was not preventing contaminated 
turtles from reaching the market, issued 
two proposals published in the Federal 
R egister of May 28, 1974 (39 FR 18463) 
for consideration as possible solutions 
to the contaminated turtle problem: first, 
a complete ban on the sale and distribu­
tion of small turtles and, second, im­
provement of the certification scheme 
with imposition of additional require­
ments on the sale and shipment of tu r­
tles.

The preamble to those proposals 
pointed out that studies of salmonellosis 
have resulted in estimates that 14 per­
cent of all human cases of salmonellosis 
are turtle-associated. It is thus possible 
that as many as 280,000 of the estimated 
2,000,000 cases of salmonellosis in the 
United States each year are turtle- 
related.

Children are particularly susceptible to 
salmonellosis, tend to have more severe 
cases than adults, and are subject to in­
fection transmitted when playing with 
pet turtles.

Finally, it was pointed out by the 
Animal Welfare Institute that small tur­
tles sold in pet shops are not miniature, 
but baby turtles, mostly red-eared slid­
ers, which under proper care can attain 
a shell length ranging from 6 to 11 inches 
and can live more than 40 years in cap­
tivity; yet 90 percent of the pets survive 
only 4 to 6 months.

Two hundred and forty-eight com­
ments were received in response to the 
proposals from individual citizens, mem­
bers of Congress, Federal, State and local 
officials, consumer groups, educational in­
stitutions, industry and professional 
groups, and turtle fanciers and their as­
sociations. Thirty-four comments op­
posed both proposals. Thirty-seven com­
ments endorsed the improvement of the 
certification scheme and the imposition 
of additional requirements on the sale 
and shipment of turtles and turtle eggs. 
An additional comment opposing the ban 
addressed the statistical relationship be­
tween turtle ownership and its impact on 
human salmonellosis. One hundred and 
twenty-eight comments endorsed the 
proposal banning sale of small turtles. 
An additional comment endorsing the 
ban suggested that the ban include all 
turtles regardless of size or species and 
that a permit from the Commissioner be 
required by the purchaser before an ex­
emption will be granted for bona fide 
scientific, educational, or exhibitional 
purposes. Two comments did not believe 
that the improvement of the certifica­
tion scheme and the imposition of addi­
tional requirements on the sale and ship­
ment of small turtles would be effective 
in dealing with the existing public health 
hazard. Ten comments requested that 
the sale of pet turtles be prohibited until 
the turtle industry demonstrates its 
ability to produce Salmonella- and 
Arizona-free turtles. Two comments re­
quested a moratorium of l  year on the 
banning of turtles from the market so 
that a study could be made to determine 
whether Salmonella- and Arizona-free 
turtles can be produced. Twenty-two
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comments requested modification of the 
total ban proposal. The remaining eleven 
comments did not address themselves to 
the published proposals.

The Commissioner has evaluated all 
the comments. The issues raised and the 
Commissioner’s responses are as fol­
lows:

1. Thirty-four comments expressed 
the opinion that any restrictions on the 
shipment, sale, or distribution of turtles 
would be an infringement on a person’s 
constitutional right to possess the pet of 
his choice.

The Commissioner does not agree that 
individuals have an absolute right to 
possess any pet they wish to own. The 
individual’s right to possess that pet 
must be weighed against the public 
hazard which may be created by allow­
ing the sale of pets which may be con­
taminated with organisms dangerous to 
human health. Salmonella and Arizona 
organisms create human health hazards 
and are directly associated with small 
pet turtles. Documented evidence exists 
that such organisms accompany turtles 
even after they have been certified 
“Salmonella- and Arizona-free” using 
methods prescribed by § 1240.62. There­
fore, the individual’s right to purchase 
turtles must be measured against the 
known hazard to the health and welfare 
of the public as a result of their being 
offered for sale. Salmonellosis can be a 
serious disease, particularly in childhood, 
and can lead to death. Further, small 
children, for whom most pet turtles are 
purchased, cannot be expected to under­
stand the reasons for, or abide by, sani­
tary measures that might protect them 
from illness.

Finally, in view of the nature of this 
particular comment, and also because of 
his wish to seek their advice on the en­
tire matter, the Commissioner presented . 
the issue to FDA’s National Advisory 
Food and Drug Committee during their 
meeting of March 28, 1975. After con­
sideration of this and other comments 
and after arguing the risk/benefit con­
siderations of a ban on turtle sales vs. a 
more elaborate certification program, 
the Committee voted 19 to 3 to support 
a ban on sales. The Committee further 
agreed with the comment that the entire 
matter should be reconsidered if research 
demonstrates means whereby turtles 
could be kept Salmonella- and Arizona- 
free.

2. Thirty-seven comments endorsed 
the improvement of the certification 
scheme and the imposition of additional 
requirements on the sale and shipment 
of turtles and turtle eggs. Some of the 
comments opposed a direct ban on the 
sale and distribution of small turtles 
and supported the improved certification 
scheme as a preferable approach to con­
trol the public health problems associ­
ated with turtles. No evidence was pre­
sented by the comments, however, nor 
is the Commissioner presently aware of 
any evidence, that demonstrates that an 
improved certification scheme would re­
sult in a Salmonella- and Arizona-free 
turtle that will remain free of these or­
ganisms in commerce.
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Therefore, the Comniissioner, basing 
his decision on previous investigations 
and the failure of comments to present 
any evidence to the contrary, concludes 
that the improved certification scheme 
would be ineffective.

3. Several of the above comments, al­
though supporting the improved certifi- 
cation scheme, opposed the proposed 
written warnings to be given with each 
pet turtle at sale until other Salmonella- 
susceptible animals or products are sub­
ject to similar requirements.

The Commissioner concludes that as­
sessment of the written warning re­
quirements will not be necessary since 
the ban proposal, not the improved cer­
tification proposal, will be implemented.

4. One comment opposing the ban ad­
dressed the statistical relationship be­
tween turtle ownership and its impact 
on human salmonellosis. It questioned 
the reliability of the article by Steven 
H. Lamm et al., “Turtle-Associated Sal­
monellosis,” American Journal of Epi­
demiology, 95.511 (1972). It was pointed 
out that even though there has been a 
drastic decrease in the number of turtles 
sold and shipped in the United States 
since 1972, reports of the isolation of 
Salmonella organisms in humans have 
continued to rise. Statistics were also 
quoted from the New Jersey Department 
of Health which indicated that the cases 
of salmonellosis reported in the year 
following the ban on the sale of turtles 
in that State were almost 50 percent 
higher than the 2 preceding years 
combined.

The Commissioner advises that sal­
monellosis infection derives from many 
different sources, one of which is turtles. 
Moreover, the reporting of cases of sal­
monellosis may vary significantly, at 
different times, even in the same State. 
The data quoted above simply reflect 
those facts. There is no assurance that 
a reduction of the number of turtles 
sold in a given year will, in all circum­
stances, result in a reduction in the 
number of reported cases of salmonello­
sis infection.

Since it has previously been estab­
lished that turtles are a significant source 
of Salmonella contamination and evi­
dence has not been presented that dem­
onstrates otherwise, the Commissioner 
concludes that turtles should be prohib­
ited from general sale.

5. One hundred and twenty-eight com­
ments endorsed the ban proposal.

The Commissioner agrees that a total 
ban with the exceptions provided by 
§ 1240.62(d) is the only effective method 
a t the present time that will eliminate 
the possibility of human illness due to 
contaminated turtles since there was no 
evidence presented which demonstrated 
that an improved certification scheme 
and written warnings at the time of sale 
would effectively control the Salmonella 
and Arizona problem.

The Commissioner also notes that 
thirty-one State agencies responded to 
the two proposals and only one State was 
opposed to the banning of small turtles 
for sale and distribution. The remain­
ing thirty States, as well as seventeen

individual comments, favored the ban 
since they concluded that the present 
certification program is inadequate and 
that it is unlikely that an improved cer­
tification scheme, which could well be 
cumbersome and expensive, would be 
completely effective.

However, the Commissioner will at any 
time in the future consider evidence pre­
sented to him which demonstrates that 
Salmonella- and Arizona-free turtles can 
be produced and that sufficient safe­
guards exist to prevent a public health 
hazard through recontamination of 
turtles after shipment.

6. An additional comment- favoring 
the ban proposed that the ban should 
include all turtles regardless of size or 
species.

The Commissioner concludes that since 
the turtles with a carapace, i.e., upper 
shell, length of less than 4 inches are 
the more common pet varieties purchased 
for or by children, the ban should not 
be extended to include turtles whose 
carapace is larger than 4 inches. The 
sole objective of .this regulation is to 
protect the public, primarily children, 
from contaminated pet turtles. The 
Commissioner believes that the present 
size limitation adequately provides this 
protection. The Commissioner wishes to 
emphasize, however, that if sufficient 
evidence is presented that demonstrates 
that turtles with a carapace of more than 
4 inches are a public health hazard, the 
ban will be exetnded to include the larger 
turtles.

7. The preceding comment also sug­
gested that a permit from the Commis­
sioner be required before an exemption 
will be granted for purchasing live tur­
tles and viable turtle eggs used for bona 
fide scientific, educational, or exhibi­
tional purposes, other than use as pets.

The Commissioner concludes that the 
interstate shipment of live turtles and 
viable turtle eggs used for bona fide sci­
entific, educational, or exhibitional pur­
poses will be allowed without the obtain­
ing of a permit.

The Commissioner concludes that these 
exceptions would not constitute a sig­
nificant hazard to public health due to 
the limited accessibility of the general 
public to turtles used for these particular 
purposes. Furthermore, the Commis­
sioner does not believe that these excep­
tions justify the establishment of an 
elaborate permit program requiring the 
deployment of scarce manpower and 
funds.

8. Two comments were received which 
expressed the opinion that the improve­
ment of the certification scheme and the 
imposition of additional requirements on 
the sale and shipment of pet turtles 
would be ineffective to deal with the pub­
lic health hazard since subsequent han­
dling could easily result in reinfection 
and the concomitant risks of human 
disease.

The Commissioner is in agreement 
with these comments. As previously 
stated, the Commissioner is unaware of 
any evidence, nor has any been presented, 
that demonstrates that the improvement 
of the certification scheme and the im-
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position of additional requirements on 
the sale and shipment of pet turtles 
would effectively solve the Salmonella 
and Arizona problem.

9. Ten comments suggested that the 
sale of pet turtles should be prohibited 
until the turtle industry has demon­
strated its ability to produce Salmonella- 
and Arizona-free turtles.

The Commissioner- agrees with these 
comments, and feels that the turtle in­
dustry, as well as all industry, has the 
responsibility for producing a hazard- 
free product. Therefore, the Commis­
sioner concludes, for the reasons stated 
above, that a ban is the only effective 
means of controlling the problem.

10. Two comments, one of which was 
from a member of Congress, suggested 
a 1-year moratorium on the banning of 
turtles in order to give the turtle industry 
a further opportunity to produce uncon­
taminated turtles and an improved cer­
tification scheme.

The Commissioner concludes that the 
request for a 1-year moratorium must be 
denied because there is no factual basis 
for believing that Salmonella- and Ari­
zona-free turtles can be produced or that 
an improved certification scheme could 
be developed within the 1-year period. 
Furthermore, a moratorium does not pro­
tect the public against the demonstrated 
hazards during that period.

The Commissioner wishes to make it 
clear, however, that this denial of a 1- 
year moratorium on the banning of 
turtles does not preclude the turtle in­
dustry from undertaking the develop­
ment of an improved certification scheme 
or a Salmonella- and Arizona-free turtle. 
If in fact a significantly improved certifi­
cation scheme is developed or a Sal­
monella- and Arizona-free turtle is pro­
duced by the turtle industry, the Com­
missioner, based on the data presented 
by interested persons, will consider 
changing the restrictions on the sale and 
distribution of turtles.

lit Thirteen comments expressed the 
opinion that an exception should be made 
for the turtle “fancier” and for any bona 
fide scientific, educational, or exhibi­
tional purposes.

The regulation provides an exception 
for bona fide scientific, educational, and 
exhibitional purposes. The Commis­
sioner concludes that this exception is 
reasonable and will not present a public 
health hazard since the scope of the ex­
ception is limited to a specific segment of 
society consisting of experts in the field 
who are fully aware of the contamination 
problems associated with turtles and the 
necessary precautions required to pre­
vent such contamination. While turtle 
fanciers may be similarly competent to 
handle turtles safely, no comment has 
suggested, and the Commissioner has 
been unable to ascertain an enforceable 
exemption that would require a business 
to restrict its sales only to such qualified 
persons.

Proposed regulation has been re­
vised to exempt sales not in connection 
with a business. This exemption will per­
mit a hobbyist to make an occasional sale 
to another hobbyist, as long as such sales
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are not so frequent as to make the seller 
a dealer. In  addition, the Commissioner 
will consider petitions to amend the pro­
hibition to permit the sale of identified 
species, if it can be demonstrated that 
the species are so rare and expensive 
as to be of interest only to turtle hobby­
ists.

12. Six comments suggested an excep­
tion for adults so that anyone over the 
age of 18 could purchase pet turtles.

The Commissioner has previously ad­
dressed this issue in the order published 
in the Federal R egister of November 18, 
1972 (37 FR 24670). At that time, the 
Commissioner concluded that the great­
est protection can be achieved by con­
trolling the source of possible human in­
fections. Many turtles are bought by 
adults and then taken home and given 
directly to children. Therefore, the Com­
missioner concludes that there can be no 
general exception for adults.

13. Three comments felt that inter­
state shipment of small turtles and 
viable turtle eggs should be banned but 
that intrastate shipment should be al­
lowed.

The Commissioner concludes that the 
interstate spread of disease through 
Salmonella- and Arizona-contaminated 
turtles cannot be fully controlled without 
extending the ban to intrastate sales. All 
turtles present the same illness potential 
from Salmonella and Arizona organisms. 
Contaminated turtles may be purchased 
in one State for use as a pet in another. 
In addition, the existence of lawful busi­
ness operations selling turtles within a 
State creates the possibility of unlawful 
interstate sales that are difficult or im-% 
possible to detect and stop. Therefore, 
The Commissioner finds that a prohibi­
tion on the sale of all turtles, regardless 
of origin or destination, is in his judg­
ment necessary to prevent the spread of 
communicable diseases from one State 
to another.

The general prohibition on the sale of 
turtles does not apply to live turtles and 
viable turtle eggs intended for sale to 
foreign countries. The Commissioner be­
lieves that such shipments can be ade­
quately controlled to prevent their di­
version into domestic trade channels. 
The proposed regulation is revised to 
provide for this exception with the re­
quirement that the outside of the ship­
ping package be conspicuously labeled, 
“For Export Only.” Export of items 
banned domestically under the condition 
that they are so marked is sanctioned by 
the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 381(d)) and the Con­
sumer Product Safety Act (15 U.S.C. 
2067). These statutory provisions repre­
sent congressional judgments that the 
diversion of export products into inter­
state commerce is unlikely when the 
products are properly labeled. The Com­
missioner concurs with this judgment for 
the present but will prohibit export sales 
as well if experience demonstrates that 
export turtles appear in interstate 
commerce.

Therefore, pursuant to provisions of 
the Public Health Service Act (sec. 361, 
58 Stat. 703, as amended; 42 U.S.C. 264)
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and under the authority delegated to 
the Commissioner of Food and Drugs (21 
CFR 2.120), Part 1240 of Title 21 of the 
Code of Federal Regulations is amended 
by revising § 1240.62 to read as follows:
§ 1240.62 Turtles.

(a) Definition. As used in this section 
the term “turtles” includes all animals 
commonly known as turtles, tortoises, 
terrapins, and all other animals of the 
order Testudinata, class Reptilia, except 
marine species (families Dermachelidae 
and Chelonidae).

(b) Sales; general prohibition. Except 
as otherwise provided in this section, 
viable turtle eggs and live turtles with a 
carapace length of less than 4 inches 
shall not be sold, held for sale, or offered 
for any other type of commercial or 
public distribution.

(c) Destruction of turtles or turtle 
eggs; criminal penalties. (1) Any viable 
turtle eggs or live turtles with a cara­
pace length of less than 4 inches which 
are held for sale or offered for any other 
type of commercial or public distribu­
tion shall be subject to destruction in a 
humane manner by or under the super­
vision of an officer or employee of the 
Food and Drug Administration in ac­
cordance with the following procedures :

(i) Any District Office of the Food and 
Drug Administration, upon detecting 
viable turtle eggs or live turtles with a 
carapace length of less than 4 inches 
which are held for sale or offered for any 
other type of commercial or public dis­
tribution, shall serve upon the person 
in whose possession such turtles or tur­
tle eggs are found a written demand that 
such turtles or turtle eggs be destroyed 
in a humane manner under the super­
vision of said District Office, within 10 
working days from the date of promul­
gation of the demand. The demand shall 
recite with particularity the facts which 
justify the demand. After service of the 
demand, the person in possession of the 
turtles or turtle eggs shall not sell, dis­
tribute, or otherwise dispose of any of 
the turtles or turtle eggs except to de­
stroy them under the supervision of the 
District Office, unless and until the Di­
rector of the Bureau of Foods withdraws 
the demand for destruction after an ap­
peal pursuant to paragraph (c) (1) (ii) of 
this section.

(ii) The person on whom the demand 
for destruction is served may either com­
ply with the demand or, within 10 work­
ing days from the date of its promulga­
tion, appeal the demand for destruction 
to the Director of the Bureau of Foods, 
Food and Drug Administration. The de­
mand for destruction may also be ap­
pealed within the same period of 10 
working days by any other person having 
a pecuniary interest in such turtles or 
turtle eggs. In thè event of such atf ap­
peal, the Bureau Director shall provide 
an opportunity for hearing by written 
notice to the appellant (s) specifying a 
time and place for the hearing, to be 
held within 14 days from the date of the 
notice but not within less than 7 days 
unless by agreement with the appel­
lant (s).
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(iii) Appearance by any appellant at 
the hearing may be by mail or in person, 
with or without counsel. The hearing 
shall be conducted by the Bureau Direc­
tor or his designee, and a written sum­
mary of the proceedings shall be pre­
pared by the person presiding. Any 
appellant shall have the right to hear 
and to question the evidence on which 
the demand for destruction is based, in­
cluding the right to cross-examine wit­
nesses, and he may present oral or 
written evidence in response to the de­
mand.

(iv) If, based on the evidence presented 
a t the hearing, the Bureau Director 
finds that the turtles or turtle eggs were 
held for sale or offered for any other 
type of commercial or public distribution 
in violation of this section, he shall 
affirm the demand that they be destroyed 
under the supervision of an officer or 
employee of the Food and Drug Adminis­
tration; otherwise, the Bureau Director 
shall issue a written notice that the prior 
demand by the District Office is with­
drawn. If the Bureau Director affirms 
the demand for destruction he shall order 
that the destruction be accomplished in 
a humane manner within 10 working 
days from the date of the promulgation 
of his decision. The Bureau Director’s 
decision shall be accompanied by a state­
ment of the reasons for the decision. The 
decision of the Bureau Director shall 
constitute final agency action, review- 
able in the courts.

(v) If there is no appeal to the Di­
rector of the Bureau of Foods from the 
demand by the Food and Drug Admin­
istration District Office and the person 
in possession of the turtles or turtle eggs 
fails to destroy them within 10 working 
days, or if the demand is affirmed by the 
Director of the Bureau of Foods after an 
appeal and the person in possession of 
the turtles or turtle eggs fails to destroy 
them within 10 working days, the Dis­
trict Office shall designate an officer or 
employee to destroy the turtles or turtle 
eggs. I t  shall be unlawful to prevent or 
to attempt to prevent such destruction 
of turtles or turtle eggs by the officer or 
employee designated by the District Of­
fice. Such destruction will be stayed if so 
ordered by a court pursuant to an action 
for review in the courts as provided in 
paragraph (c) (1) (iv) of this section.

(2) Any person who violates any provi­
sion of this section, including but not 
limited to any person who sells, offers 
for sale, or offers for any other type of 
commercial or public distribution viable 
turtle eggs or live'turtles with a carapace 
length of less than 4 inches, or who re­
fuses to comply with a valid final demand 
for destruction of turtles or turtle eggs 
(either an unappealed demand by an 
FDA District Office or a demand which 
has been affirmed by the Director of the 
Bureau of Foods pursuant to appeal), or 
who fails to comply with the require­
ment in such a demand that the manner 
of destruction be humane, shall be sub­
ject to a fine of not more than $1,000 or 
Imprisonment for not more than 1 year, 
or both, for each violation, in accord-
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anee with section 368 of the Public 
Health Service Act (42 U.S.C. 271).

(d) Exceptions. The provisions of this 
section are not applicable to:

(1) The sale, holding for sale, and 
distribution of live turtles and viable 
turtle eggs for bona fide scientific, edu­
cational, or exhibitional purposes, other 
than use as pets.

(2) The sale, holding for sale, and 
distribution of live turtles and viable 
turtle eggs not in connection with a 
business.

(3) The sale, holding for sale, and 
distribution of live turtles and viable 
turtle eggs intended for export only, pro­
vided that the outside of the shipping 
package is conspicuously labeled “For 
Export Only.’’

(4) Marine turtles excluded from this 
regulation under the provisions of para­
graph (a) of this section and eggs of 
such turtles.

(e) Petitions. The Commissioner of 
Food and Drugs, either on his own initia­
tive or on behalf of any interested per­
son who has submitted a petition, may 
publish a proposal to amend this regu­
lation. Any such petition shall include 
an adequate factual basis to support the 
petition, and will be published for com­
ment if it contains reasonable grounds 
for the proposed regulation. A petition 
requesting such a regulation, which 
would amend this regulation, shall be 
submitted to the office of the Hearing 
Clerk, Food and Drug Administration, 
Rm. 4-65, 5600 Fishers Lane, Rockville, 
MD 20852.

Effective date. This order shall become 
effective June 23,1975.
(Sec. 361, 58 Stat. 703 as amended; 42 U.S.C. 
264.)

Dated: May 19,1975.
A. M. S chmidt,

Commissioner of Food and Drugs.
[PR Doc.75-13579 Piled 5-22-75;8:45 am]

Title 29— Labor
CHAPTER V—-WAGE AND HOUR DIVISION, 

DEPARTMENT OF LABOR
PART 519— EMPLOYMENT OF FULL-TIME

STUDENTS AT SUBMINIMUM WAGES
Fair Labor Standards; Correction

In FR Doc. 75-3798, beginning at 40 
FR 6328 in the issue dated Tuesday, Feb­
ruary 11, 1975, there were a number of 
typographical errors. Accordingly, FR 
Doc. 75-3798 is corrected as follows:

1. On page 6329, § 519.1(a) by chang­
ing “ (36 FR 8755 and 39 FR 33841)” to 
(36 FR 8755) and by the Assistant Sec­
retary for Employment Standards (39 FR 
33841)”.

2. On page 6330, § 519.5(b) by chang­
ing ‘‘employment opportunities” to “full­
time employment opportunities”.

3. On page 6331, §519.6 (f), (g) and 
(h) by changing the colon following the 
first sentence in the paragraph to a 
period.

4. On page 6331, § 519.6 (f) and (j) 
and page 6333, § 519.16(e) by changing 
the format of these paragraphs to in­

corporate the parenthetical note as in­
tegral part of the paragraphs rather than 
a separate paragraph and by changing 
“Note.-” to “Note:”.

5. On page 6332, § 519.7(b) (3) by 
deleting the second sentence and chang­
ing the first sentence to read as follows. 
“The employer operating any farm or re­
tail or service establishment shall main­
tain records of the monthly hours of em­
ployment of full-time students at sub­
minimum wages and of the total hours 
of employment during the month of all 
employees in the establishment except 
for those employed in agriculture who 
come within one of the other exemptions 
from the minimum wage provisions of 
the Act.” This correction clarifies a pro­
cedure and imposes no changes in obli­
gations on the public.

6. On page 6332, § 519.9(a) and page 
6334, § 519.19(a) by changing “granted,” 
on the sixth line to “granted” (i.e. the 
comma after the word “granted” is de­
leted. )

7. On page 6332, § 519.11(a) by chang­
ing “(36 FR 8755-6)” to “ (36 FR 8755) 
and by the Assistant Secretary for Em­
ployment Standards (39 FR 33841) ”.

8. On page 6332, § 519.11(a) by chang­
ing “toh” in line 8 to “to”.

9. On page 6332, § 519.12(a) by chang­
ing “fulltime” in lines 6 and 16 to “full- 
time”.

10. On page 6332, § 519.13(a) by
changing “Utah Area office” to “Utah 
Area Office”.

11. On page 6333, § 519.16(e) on the 
eighth line, following “tion) ” at the start 
of the line, by inserting a comma after 
“tion),”.

 ̂12. On page 6334, § 519.17(b) (1) by 
changing “(b) (2), (3) and (4)” to “(b) 
(2) and (3)”.

13. On page 6334, § 519.17(o) by 
changing the “(o) ” to “(c) ”.

14. On page 6334, 1 519.19(a) by 
changing the semi-colon ending line 10 
to a colon.

Signed at Washington, D.C. this 16th 
day of May 1975.

W arren D. Landis, 
Acting Administrator, 
Wage and Hour Division. 

[FR Doc.75-13598 Filed 5-22-75r8:45 am]

Title 46— Shipping
CHAPTER II—-MARITIME ADMINISTRA­
TION, DEPARTMENT OF COMMERCE

SUBCHAPTER C— REGULATIONS AFFECTING 
SUBSIDIZED VESSELS AND OPERATORS

PART 294— OPERATING-DIFFERENTIAL
SUBSIDY FOR BULK CARGO VESSELS 
ENGAGED IN CARRYING BULK RAW 
AND PROCESSED AGRICULTURAL COM­
MODITIES FROM THE UNITED STATES 
TO THE UNION OF SOVIET SOCIALIST 
REPUBLICS

Fixtures Made on and After April 1,1975
Part 294 of Title 46, Code of Federal 

Regulations, which prescribes regulations 
governing the payment of operating-dif­
ferential subsidy to operators of bulk 
cargo vessels engaged in carrying bulk 
raw and processed agricultural commod-

FEDERAL REGISTER, VOL. 40, NO. 101— FRIDAY, MAY 2 3 ,1 9 7 5


