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Approval Date: AN 14 2005

FREEDOM OF INFORMATION SUMMARY
SUPPLEMENTAL NEW ANIMAL DRUG APPLICATION
NADA 141-192

RALGRO LA
(Zeranol)

This supplement provides for addition to the labeling of the statements “A
withdrawal period has not been established for this product in pre-
ruminating calves. Do not use in calves to be processed for veal.” to the .
.- .warning section and “Do not use in veal, caIVes Effectlveness ‘and animal’
" ‘safety in veal calves have not béen established.” immediately following the
indications.

Sponsored by:
Schering-Plough Animal Health Corp.

1095 Morris Ave.
Union, NJ 07083
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FREEDOM OF INFORMATION SUMMARY

RALGRO LA
Ear Implant for Pasture Cattle (Slaughter, Stocker, and Feeder Steers and Heifers)

1. GENERAL INFORMATION:

a. File Number: NADA 141-192
b. Sponsor: Schering-Plough Animal Health Corp.
’ 1095 Morris Ave.

Union, NJ 07083
Drug Labeler Code: 000061

c. Established Name: Zeranol

d. Propriety Name: RALGRO LA

e. Dosage F om: ‘ AImplantatxon (ear 1mplant) as per 21 CFR 522 2680‘ .
f How Supphed | v Each carton contams ten }0 dose strlp cartndges e

(138 mg dose). Each 138 mg dose consists of one
18 mg pellet of zeranol and six 20 mg pellets of
controlled-release zeranol.

g. How Dispensed: OTC
h. Amount of Active Ingredients: 138 mg zeranol in a long-acting formulation.
1. Route of Administration: Subcutaneous implantation on the posterior aspect of

the middle one-third of the ear by means of an
implant gun.

J. Species/Class: Pasture cattle (slaughter, stocker, and feeder steers
and heifers).

k. Recommended Dosage: One implant containing 138 mg zeranol.
1. Pharmacological Category: Steroid hormone.
m. Indications: For increased rate of weight gain for up to 210 days

in pasture cattle (slaughter, stocker, and feeder steers
and heifers).
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n. Effect of Supplement: This supplement provides for addition to the
labeling of the statements “A withdrawal period has
not been established for this product in pre-
ruminating calves. Do not use in calves to be
processed for veal.” to the warning section and “Do
not use in veal calves. Effectiveness and animal
safety in veal calves have not been established.”
immediately following the label indications.

2. DRUG EFFECTIVENESS:

1 1 1 1 + Th
No new effectiveness data are required for the approval of this supplement. -The
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effectiveness has been established in the Freedom of Information (FOI) Summary for the
parent new animal drug application for RALGRO LA (NADA 141192).

3. TARGET ANIMAL SAFETY:

No new target animal safety data are required for the approval of this supplement. The
products’ target animal safety has been established in the Freedom of Information (FOI)
Summary for the parent new animal drug application for RALGRO LA (NADA 141192).

4. HUMAN SAFETY:

No new human food safety data are required for the approval of this supplement. The
products’ human food safety has been established in the Freedom of Information (FOI)
Summary for the parent new animal drug application for RALGRO LA (NADA 141192).

5. AGENCY CONCLUSIONS:

The information submitted in support of this NADA satisfies the requirements of section 512
of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the implementing
regulations providing for the addition to the labeling of the statements “A withdrawal period
has not been established for this product in pre-ruminating calves. Do not use in calves to be
processed for veal.” to the warning section and “Do not use in veal calves. Effectiveness and
animal safety in veal calves have not been established.” immediately following the
indications. The labeling is modified to conform to agency policy (69 FR 135 pages 42443-
42444 dated July 15, 2004, and 69 FR 68 page 18594 dated April 8, 2004.)

The Center for Veterinary Medicine has concluded that, for this product, adequate directions
for use by the layperson have been provided and the product will have over-the-counter
(OTC) status. Label directions are accompanied by pictorial diagrams and detailed
instructions in plain language. The drug is not a controlled substance. The product’s status
remains OTC. The labeling is adequate for the intended use and has sufficient
warnings/statements to prevent illegal use in veal calves.
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This approval does not qualify for marketing exclusivity under section 512(c)(2)(F)(iii) of the
Federal Food, Drug, and Cosmetic Act.

Under the Center's supplemental approval policy (21 CFR 514.106(b)(2)), this is a Category
II change. The approval of this change is not expected to have any adverse effect on the
safety or effectiveness of this new animal drug. Accordingly, this approval did not require a
reevaluation of the safety and effectiveness data in the parent application.

No patent information was submitted by the sponsor with this application.

6. ATTACHMENTS:

¢

Facsimile Labeling is attached as indicated below:

RALGRO LA 10 10-Dose Strip Cartridge Carton Label (RALOGUN LA Pellet Injector)
RALGRO LA Strip Cartridge Package Insert (RALOGUN LA Pellet Injector)
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RALGRO® LA

(long-acting, controlied-release zeranol)
Implants for Beef Cattle

CAUTION: Do not use in bulls or heifers intended for reproduction or dairy animals. Edema of the vulva and udder, teat elongation,
rectal and vaginal prolapse, and signs of estrus may occur when heifers are implanted.
INDICATION FOR USE: For increased rate of weight gain for up to 210 days in pasture cattle (slaughter, stocker, and feeder steers and
heifers). Do not use in veal calves. Effectiveness and animal safety in veal calves have not been established.
DESCRIPTION: Each dose is composed of one 18-mg pellet of zeranol and six 20-mg pellets of controlled-release zeranol. A single pull
of the imiplant device trigger delivers the proper 138-mg dose.
DOSAGE: 138 mg of zeranol in a long-acting formulation.*
STORAGE: RALGRO® LA implants are stable when stored at room temperature up to 25°C (77°F).
WARNING: DO NOT ATTEMPT TO SALVAGE IMPLANT SITE FOR HUMAN OR ANIMAL FOOD. IMPLANT PELLETS IN THE EAR ONLY.
ANY OTHER LOCATION iS IN VIOLATION OF FEDERAL LAW.
A WITHDRAWAL PERIOD HAS NOT BEEN ESTABLISHED FOR THIS PRODUCT IN PRE-RUMINATING CALVES. DO NOT USE IN
CALVES TO BE PROCESSED FOR VEAL.
*In a clinical study evaluating the effect of 58 mg, 98 mg, and 138 mg of RALGRO LA on weight gain in steers, 138 mg gave the highest response but
was not statistically different from 98 mg, and both were superior to 58 mg.

Manufactured by a nonsterilizing process.

RESTRICTED DRUG (CALIFORNIA), USE ONLY AS DIRECTED.

&P Schering-Plough Animal Health
Union, NJ 07083 USA

This product may not be marketed or used in Ireland or elsewhere in the EU. Copyright © 2002, Schering-Plough Animal Health Corp.
Made in ireland. All rights reserved. 25622910 Rev. 6/04




DIRECTIONS

Use the following procedure for administering RALGRO® LA implants with

the RALOGUN?® LA PELLET INJECTOR:

STEP 1

STEP 1: Exch chamber of the plastic
strip cartridge contains a fifl 138-mg
.dose of RALGRO® (A. insert the
sirip cartridge into the top of the
RALOGUN® LA injector. Insert unti itis
even with the top of the injector, Bither
end of the strip carfridge can be
inserted.

ing the animal to allow access to the
ear, cleanse the skin at the implant
needle puncture site.

ROTE: Always use a sharp needic. A
dull needle tears tissue and makes
proper implanting difficult and may
leatt to infection,

STEP 3 The implart site is subcula-
neous hetween the skin and cartilage
on the back side of the ear and bslow
the midiine of the e The implant
must not be placed closer to the
head than the edge of the auricular
cartilage ring farthest from the
head. The location for insertion of
the needie is a spot toward the tip of
the ear and at least a needie’s length

STEP 4: Insert needie into ear and
squeeze the trigger of the injector to
deliver a full dose of RALGRO® 1A,
Keop trigger depressed while with-
drawing the needle fo be sure that the
implant pellets stay in place. Care
should be taken fo avoid injuring the
major blood vessels or cartilage of the
ear. Release the irigger and. the
RALOGUN® LA is automatically ready
to administer the next dose.

STEP 5: Wipe needle with cotton or
gaurze moistened with alcohol or other
disinfectant. Do not dip needie in
solution because sofution dinging to
inside of the needte will cause plug-
ging of nesdle.

STEP6
e

STEP 8: Check in the window on the
side of the RALOGUN® LA injector
to ensure that the next dose of
RALGRO® LA is property sligned with
the amows that indicate NEXT dose.

NADA#141-192, Approved by FDA.




