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[4110-03]
Title 21— Food and Drugs

CHAPTER I— FOOD AND DRUG AD­
MINISTRATION, DEPARTMENT OF 
HEALTH, EDUCATION, AND WEL­
FARE

SUBCHAPTER A — GENERAL

PART 5— DELEGATIONS OF 
AUTHORITY AND ORGANIZATION
Redelegation of Grants Authority 

AGENCY: Food and Drug Administra­
tion.
ACTION: Final rule.
SUMMARY: The Commissioner of 
Food and Drugs is amending the regu­
lations for delegations of authority by 
decentralizing the authority to ap­
prove or disapprove applications for 
grants and redelegating the authority 
to bureau level officials. The action, 
part of a decentralization effort to 
move operational functions out of the 
Office of the Commissioner, is being 
taken to increase the effectiveness of 
operations.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Robert L. Miller, Office of Manage­
ment and Operations (HFA-340), 
Food and Drug Administration, De­
partment of Health, Education, and 
Welfare, 5600 Fishers Lane, Rock­
ville, Md. 20857, 301-443-4976. 

SUPPLEMENTARY INFORMATION: 
Section 5.25 (21 CFR 5.25) is being re­
vised by deleting the delegation of au­
thority and reference to the Associate 
and Deputy Associate Commissioner 
for Science. Approval authority for 
grant applications is being delegated 
to bureau directors, the Executive Di­
rector of Regional Operations, and the 
Director, National Center for Toxico­
logical Research, and the authority to 
execute and issue notices of grant 
awards is extended to include the 
Chief of the Grants Management 
Branch of the new Office of Manage­
ment and Operations.

Further redelegation of the authori­
ty delegated is not authorized. Author­
ity delegated to a position by title may 
be exercised by a person officially des­
ignated to serve in such position in an 
acting capacity or on a temporary 
basis, unless prohibited by a restric­
tion written into the document desig­
nating him as “acting,” or unless not 
legally permissible.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 701(a), 52 
Stat. 1055 (21 UJS.C. 371(a))) and secs. 
301, 307, 311, and 356 of the Public 
Health Service Act (42 U.S.C. 241, 
2421, 243, and 263d) and under authori­

ty delegated to the Commissioner (21 
CFR 5.1), part 5 is amended by revis­
ing § 5.25 to read as follows:
§ 5.25 Grants.

(a) The directors of bureaus, the Ex­
ecutive Director of Regional Oper­
ations, and the Director of the Nation­
al Center for Toxicological Research 
are authorized to approve or disap­
prove applications for grants under 
sections 301, 307, and 311 of the Public 
Health Service Act.

(b) The Director of the Bureau of 
Radiological Health is authorized to 
approve or disapprove applications for 
grants under section 356 of the Public 
Health Service Act.

(c) The Associate and Deputy Asso­
ciate Commissioner for Management 
and Operations, the Director and 
Deputy Director of thev Division of 
Contracts and Grants Management of 
the Office of Management and Oper­
ations, and the Chief of the Grants 
Management Branch of that Division 
and Office are authorized to sign and 
issue all notices of grant awards and 
amendments thereto and sign and 
issue notices of suspension and termi­
nation thereof.

Effective date. This regulation shall 
be effective July 28,1978.
(Sec. 701(a), 52 Stat. 1055 (21 U.S.C. 371(a)) 
and secs. 301, 307, 311, 356 (42 U.S.C. 241, 
2421, 243, 263d).)

Dated: July 24,1978.
W il l ia m  F. R a n d o l p h , 

Acting Associate Commissioner 
for Regulatory Affairs. 

[FR Doc. 78-20864 Filed 7-27-78; 8:45 am]

[4110-03]
SUBCHAPTER E— A N IM A L  DRUGS, FEEDS, A N D  

RELATED PRODUCTS

PART 510— NEW ANIMAL DRUGS

PART 558— NEW ANIMAL DRUGS 
FOR USE IN ANIMAL FEEDS

Tylosin
AGENCY: Food and Drug Administra­
tion.
ACTION: Final rule.
SUMMARY: The animal drug regula­
tions are amended to reflect approval 
of two new animal drug applications 
(NADA’s) providing for use of 10- 
gram-per-pound tylosin premixes for 
making complete swine feeds. The ap­
plications were filed by Feed Service 
Co. and Illini Feeds. The list of spon­
sors is also amended to establish en­
tries for these firms.
EFFECTIVE DATE: July 28, 1278.
FOR FURTHER INFORMATION 
CONTACT:

Jack C. Taylor, Bureau of Veteri­

nary Medicine (HFV-136), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, Md. 
20857, 301-443-5247.

SUPPLEMENTARY INFORMATION: 
Feed service Co., Inc., Box 876, Manka­
to, Minn. 56001, and Illini Feed, Box 
T, Oneida, 111, 61467, filed NADA’s
111-637V and 110-202V to provide for
10-gram-per-pound tylosin (as tylosin 
phosphate) premixes to be used for 
subsequent manufacture of complete 
swine feeds. The complete feeds would 
increase rate of weight gain and im­
prove feed efficiency. Approval of 
these applications relies upon safety 
and effectiveness data contained in 
Elanco Products Co.’s approved NADA 
12-49IV (see §558.625(f)(l)(vi)(a) (21 
CFR 558.625(f)(l)(vi)(a))). The appro­
vals do not constitute reaffirmation of 
Elanco Products Co.’s NADA nor do 
they constitute reaffirmation of the 
drug’s safety and effectiveness.

In accordance with the freedom of 
information regulations and 
§514.11(e)(2)(ii) of the animal drug 
regulations (21 CFR 514.11(e)(2)(ii)), a 
sum m ary of safety and effectiveness 
data and information submitted to 
support approval of this application is 
released publicly. The summary is 
available for public examination at the 
office of the Hearing Clerk (HFA-305), 
Room 4-65, 5600 Fishers Lane, Rock­
ville, Md. 20857, from 9 a.m. to 4 p.m., 
Monday through Friday.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and 
under authority delegated to the Com­
missioner of Foods and Drugs (21 CFR
5.1), parts 510 and 558 are amended as 
follows:

1. In part 510, §510.600 is amended 
by adding two new sponsors alphabeti­
cally to paragraph (c)(1) and numeri­
cally to paragraph (c)(2), to read as 
follows:
§510.600 Names, addresses, and code 

numbers of sponsors of approved appli­
cations.

*  *  *  *  *

(c) * * *
( 1 ) * * * ___________________________ _

Firm name and address Drug listing
No.

* * * * *
Feed Service Co., Inc., Box 876, Manka­

to, Minn. 56001.........................................  030841

* * * * *
IUini Feeds, Box T, Oneida, 111. 61467...... 037310

* * * * *

(2) * * *
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Drug Firm name and address
listing 

No.

*  * *  *  *

030841.. .. Feed Service Co., Inc., Box 876, Mankato,
Minn. 56001.

*  *  *  *  *

037310.. .. Illini Feeds, Box T, Oneida, 111. 61467.

*  *  *  *  *

2. In part 558, §558.625 is amended 
by adding new paragraph (b) (54) and 
(55) to read as follows:
§ 558.625 Tylosin.

* * * * *
(b) * * *
(54) To 030841: 10 grams per pound: 

paragraph (fXlXviXa) of this section.
(55) To 037310: 10 grams per pound; 

paragraph (fXlXviXa) of this section.

* * * * *

Effective date: This regulation is ef­
fective July 28, 1978.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b<i)).) 

Dated: July 21, 1978.
F red J. K ingma, 

Acting Director, 
Bureau of Veterinary Medicine.

[FR Doc. 78-20720 Filed 7-27-78; 8:45 am]

[4110-03]

PART 520— ORAL DOSAGE FORM 
NEW ANIMAL DRUGS NOT SUB- 
JECT TO CERTIFICATION

Piperazine Phosphate-Thenium 
Closylate Tablets

AGENCY. Food and Drug Adminstra- 
tion.
ACTION: Final rule.
SUMMARY: The animal drug regula­
tions are amended to reflect approval 
of a new animal drug application 
(NADA) filed by Jensen-Salsbery Lab­
oratories, providing for use of a combi­
nation anthelmintic (drug used to de­
stroy or expel intestinal worms) in 
treating weaned pups and dogs.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Henry C. Hewitt, Bureau of Veteri­
nary Medicine (HFV-112), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, Md. 
20857, 301-443-3430.

SUPPLEMENTARY INFORMATION: 
Jensen-Salsbery Laboratories, Division 
of Richardson-Merrell, Inc., 520 West 
21st Street, Kansas City, Mo. 64141, 
filed an NADA (101-161V) providing 
for use of piperazine phosphate with 
thenium closylate tablets in weaned 
pups and adult dogs for removal of 
certain hookworms and ascarids.

In accordance with the freedom of 
information regulations and 
§514.11(e)(2)(ii) (21 CFR
514.11(e)(2)(ii)) of the animal drug 
regulations, a summary of safety and 
effectiveness data and information 
submitted to support approval of this 
application is released publicly. The 
summary is available for public exami­
nation at the Office of the Hearing 
Clerk (HFC-20), Food and Drug Ad­
ministration, Room 4-65, 5600 Fishers 
Lane, ^Rockville, Md. 20857, from 9
a.m. to 4 p.m., Monday through 
Friday, except on Federal holidays.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and 
under authority delegated to the Com­
missioner of Food and Drugs (21 CFR
5.1), part 520 is amended by adding 
new §520.1805, to read as follows:
§520.1805 Piperazine phosphate with 

thenium closylate tablets.
(a) Specifications. Each scored, 

tablet contains the equivalent of 250 
milligams piperazine hexahydrate (as 
piperazine phosphate) and 125 milli­
grams thenium (as thenium closylate).

(b) Sponsor. See No. 017220 in 
§ 510.600(c) of this chapter.

(c) Conditions of use.—(1) Amount. 
Administer orally to dogs as follows:

N umber of T ablets at Each of the Two 
D oses

Animal weight (lb):
2 but less than 5 ................................... . y2
5 but less than 10......... ........................... . l
10 or heavier...... ........................................ 2

(2) Indications for use. For removal 
of immature (fourth stage larvae) and 
adult hookworms (.Ancylostoma can- 
inum, A. braziliense, and Uncinaria 
stenocephala) and ascarids (Toxocara 
canis) from weaned pups and adult 
dogs.

(3) Limitations. Do not use this 
product to treat dogs weighing less 
than 2 pounds, unweaned pups, or 
pups under 5 weeks of age. Maximum 
efficacy against hookworms necessi­
tates two doses in 1 day of treatment. 
The interval between the doses should 
be not less than 4 hours or more than 
24 hours. Administer the first dose in 
the morning before feeding. Do not 
permit dog to chew tablet. Feed the 
dog between doses. Do not feed milk 
or other fatty foods during treatment. 
Retreatment may be needed in 7 to 28 
days as determined by laboratory fecal 
examinations or in animals kept in 
known contaminated quarters. Federal

law restricts this drug to use by or on 
the order of a licensed veterinarian.

Effective date: July 28,1978.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i)).) 

Dated: July 21,1978.
F red J. K ingma, 

Acting Director, 
Bureau of Veterinary Medicine.

[FR Doc. 78-20723 Filed 7-27-78; 8:45 am]

[4110-03]

PART 520—ORAL DOSAGE FORM 
NEW ANIMAL DRUGS NOT SUB­
JECT TO CERTIFICATION

Uredofos Tablets; Change of Sponsor
AGENCY: Food and Drug Administra­
tion.
ACTION: Final rule.
SUMMARY: The regulations are 
amended to reflect the change of 
sponsor for uredofos tablets from Af­
filiated Laboratories Division, Whit- 
moyer Laboratories, Inc., to Beecham 
Laboratories, Division of Beecham, 
Inc. A supplemental new animal drug 
application (NADA) filed by Beecham 
Laboratories provides for this change.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Henry C. Hewitt, Bureau of Veteri­
nary Medicine (HFV-112), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Lane, Rockville, Md. 
20857, 301-443-3430.

SUPPLEMENTARY INFORMATION: 
Beecham Laboratories, Division of 
Beecham, Inc., Bristol, Tenn. 37620, 
filed a supplemental new animal drug 
application (NADA 100-745V) provid­
ing for the change of sponsor for ure­
dofos tablets.

This intercorporate transfer of an 
NADA does not involve changes in 
manufacturing, pàckaging, or quality 
control. The approval does not require 
a réévaluation of the parent NADA 
nor does it constitute a reaffirmation 
of the drug’s safety or effectiveness.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and 
under authority delegated to the Com­
missioner of Food and Drugs (21 CFR
5.1), §520.2645 Uredofos* tablets is 
amended in paragraph (c) by deleting 
the number “011794” and inserting in 
its place the number “000029.”

Effective date: This regulation is ef­
fective July 28, 1978.
(Sec. 512Ü), 82 Stat. 347 (21 U.S.C. 360b(i)>)
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Dated: July 21,1978.
F red J. K ingma, 

Acting Director, 
Bureau of Veterinary Medicine. 

[FR Doc. 78-20725 Filed 7-27-78; 8:45 am]

[4110-03]
PART 540— PENICILLIN ANTIBIOTIC 

DRUGS FOR ANIMAL USE

PART 556—TOLERANCES FOR RESI­
DUES OF NEW ANIMAL DRUGS IN 
FOOD

Procaine Penicillin G Aqueous 
Suspension (Injectable)

AGENCY: Food and Drug Administra­
tion.
ACTION: Final rule.
SUMMARY: The agency is amending 
the animal drug regulations to reflect 
approval of a supplemental new 
animal drug application (NADA) pro­
viding revised labeling of injectable 
procaine penicillin G aqueous suspen­
sion used in treating certain infections 
of cattle, sheep, swine, and horses. 
The application was filed by Pfizer, 
Inc., in compliance with the National 
Academy of Sciences—National Re­
search Council Drug Efficacy Study 
Group (NAS/NRC) evaluation of the 
product. This document also amends 
the regulations by establishing a zero 
residue tolerance for penicillin and its 
salts in sheep.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Myron C. Rosenberg, Bureau of Vet­
erinary Medicine (HFV-125), Food 
and Drug Administration, Depart­
ment of Health, Education, and Wel­
fare, 5600 Fishers Lane, Rockville, 
Md. 20857, 301-443-1788.

SUPPLEMENTARY INFORMATION: 
Pfizer’s product was one of several 
mentioned in the NAS/NRC evalua­
tion published in the F ederal R egis­
ter of August 25, 1970 (35 FR 13544). 
In that document, the NAS/NRC con­
cluded, and the Food and Drug Ad­
ministration (FDA) concurred, that 
these products were probably effective 
for intramuscular use in treating in­
fections in animals caused by patho­
gens sensitive to procaine penicillin. 
The NAS/NRC stated:

1. The dosage directions are inadequate. 
The dosage should be so expressed as to 
provide a specific quantity of the drug per 
unit of body weight per unit of time for 
each animal species.

2. The minimum allowable dosage should 
range from 3,000 to 10,000 units per pound 
body weight per day depending on the 
animal species. In some diseases, because of
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decreasing bacterial sensitivity, higher doses 
may be necessary.

3. Properly qualify disease entities as to 
those caused by pathogens sensitive to peni­
cillin. If the disease claim cannot be so 
qualified the claim must be dropped.

4. The labeling should not recommend in­
jection into open wounds, abscesses, and ac­
tinomycotic lesions, nor should the labeling 
recommend increasing the dose if there is 
no response to previous injections.

5. The labeling should state the recom­
mended procedure for treating hyper- sensi­
tivity reactions to penicillin and also the oc­
casional hypersensitivity to procaine.

6. The labeling should provide a precau­
tion statement indicating the need for sensi­
tivity testing preceding the use of penicillin 
in treating staphylococcal pathogens.

7. The residue warnings should be updat­
ed.

The NAS/NRC evaluation was con­
cerned only with the drug’s effective­
ness and safety to .the animal being 
treated and did not take into account 
the safety of food derived from treat­
ed animals.

The evaluation was published to 
inform NADA holders of the findings 
of the NAS/NRC and FDA and to 
inform all interested persons that 
such articles may be marketed, pro­
vided they are the subject of approved 
NADA’s and otherwise comply with 
the requirements of the Federal Food, 
Drug, and Cosmetic Act. NADA’s that 
pertain to identical products and re­
flect those conditions of use as set 
forth in this regulation do not require 
efficacy data as specified by 
§ 514.1(b)(8)(ii) or § 514.111(a)(5)(vi) of 
the animal drug regulations. In lieu of 
such data, approval may require bioe­
quivalency or similar data as suggested 
in the guideline for submitting 
NADA’s for NAS/NRC-reviewed ge­
neric drugs. The guideline is available 
from the Hearing Clerk (HFA-305), 
Food and Drug Administration, Room 
4-65, 5600 Fishers Lane, Rockville, Md. 
20857. Those conditions of use are 
identified in this regulation by a foot­
note.

Pfizer, Inc., 235 East 42d Street, New 
York, N.Y. 10017, submitted a supple­
mental NADA (65-110V) which re­
sponded to the above-enumerated 
NASA/NRC recommendations as fol­
lows:

1. and 2. The recommended daily dosage 
in large animal species is now given in the 
product labeling as 3,000 units per pound of 
body weight. The indications for use of this 
product in all small animals have been re­
moved from the labeling.

3. Disease entities have been qualified as 
to causative pathogen and these are sensi­
tive to penicillin. Many disease claims and 
several animal species have been deleted 
from the indications of use. Indications for 
the use of this drug in the treatment of an­
thrax have been deleted from product la­
beling.

4. The labeling does not recommend injec­
tion into open wounds, abscesses, actinomy­
cotic lesions nor does it suggest increasing

the dose if there is no response to the previ­
ous dose. On the contrary the labeling 
warns against doses above those specifically 
recommended.

5. The revised labeling (package insert) 
provides a cautionary statement regarding 
untoward reactions that may occur in ani­
mals administered this drug and describes 
how they should be treated.

6. Indications for use of this product 
against diseases caused by Staphylococcus 
spp. have been deleted. Overgrowth of 
resist- ant organisms including fungi result­
ing from use of this product is described on 
the package insert.

7. Residue warnings have been updated in 
accordance with directions received from 
FDA in a letter dated April 28, 1976.

A dosage of 3,000 units per pound of 
body weight meets NAS/NRC efficacy 
requirements for treatment of the 
cattle, sheep, swine, and horse diseases 
set forth in the indications for use in 
this regulation.

These claim deletions and modifica­
tions in indications for use have sub­
stantiated upgrading the NAS/NRC 
rating from probably effective to ef­
fective.

Although this drug has been indicat­
ed for use in sheep for many years, a 
residue tolerance for this species has 
never been listed in §556.510 (21 CFR 
556.510). The FDA is currently reeva­
luating the tolerances for penicillins in 
all species. Pending: completion of this 
evaluation, §556.510 is being amended 
to include sheep among those species 
for which a zero tolerance is now in 
effect. This action does not constitute 
a réévaluation or reaffirmation of the 
underlying human safety data.

In accordance with the freedom of 
information regulations and 
§ 514.11(e)(2)(ii) of the animal drug 
regulations (21 CFR 514.11(e)(2)(ii)), a 
sum m ary  of safety and effectiveness 
data and information submitted to 
support approval of this application is 
released publicly. The summary is 
available for public examination at the 
Office of the Hearing Clerk HFA-305), 
at the above-named address from 9
a.m. to 4 p.m., Monday through 
Friday, except on Federal holidays.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and 
under authority delegated to the Com­
missioner of Food and Drugs (21 CFR
5.1), Parts 540 and 556 are amended as 
follows:

' 1. In part 540, § 540.274b is amended
by adding new paragraph (c)(3) to 
read as follows:
§ 540.274b Procaine penicillin G aqueous 

suspension.

* * * * *
(c) * * *

* (3)(i) Specifications. The drug con­
forms to the requirements prescribed
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