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AGENCY : Food and Drug Administration, 11HS . 

ACTION: Final rule . 

SUMMARY : The Food and Drug Administralion (FDA) is amending the aninial 

drug regulations to reflect approval of a supplemental ne"r aniniai drug 

application (NADA) filed by PR Pharmaceuticals, Inc . The supplenlental 

NADA provides for subcutaneous injection, in the ear only, of a suspension 

implant of estradiol benzoate lnicrospheres for increased rate of weight gain 

in suckling beef calves . It also adds the indication for use for increased rate 

of weight gain in steers fed in confinement for slaughter, previously approved 

at a lower dose, to the higher approved dose level . 

DATES: This rule is effective [insert date of ptrbllcation in the Federal Register], 

FOR FURTHER INFORMATION CONTACT: Eric S, Dubf;in, Center for Veterinary 

Medicine (HFV-126), Food and Drug AdlxiAnistration, 7500 Standish Fl ., 

Rockville, MD 20855, 303--827-0232, e-nia .d : eric.dubbiri@fcicx .hhs.gov . 

SUPPLEMENTARY INFORMATION : PR Pharmaceuticals, Inc., 1710 1-Ieath Pkwy ., Fort 

Collins . CO 80524, filed a supplement to NADA 141--040 that provides for use 

of DtJRtiLFASF. (estradiol benzoate) Vlicroencapsulated Suspension Implant by 

subcutaneous injection in the ear for increased rate of weight gain i~-~ stuck?ing 

beef calves . The supplemental NADA also adds the indicatioa for tise for 
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increased rate of weight gain in steers fed in confinement for slaughter, 

previously approved at a lower close, to tlie higher approved dose level . The 

supplemental NADA is approved as of Jaa1uary 19, 2006, and t17 e regulatioils 

are amended in 21 CFR 522 .841 to reflect the approval . The basis of approval 

is discussed in the freedom of information suHnnary . 

In accordance with the freedom of inforanation provisions of 21 CFR part 

20 and 21 CFR 514.11(e)(2)(ii), a surnrrYarv of safety and effectiveness data am 

information submitted to support approval of this application inay he seen in 

the Division of Dockets Management (I-1FA--305), Food and Drug 

Administration, 5630 Fishers Lane, r1n . 1061, R.ockville, MD 20~452, between 

9 a.m . and 4 p.ni ., Monday through Friday . 

The agency has determined under 4`l CFR 25 .33(c) that this action is of 

a ,type that does not individually or cumulatively have a significant effect on 

the human environment . Therefore, :neither an environmental assessment nor 

an environmental impact statement is required . 

This rule does not meet the definition of "rule" in 5 U.S .C . 304(3)(A) 

because it is a rule of "particular applicability . � Therefore, it is not subject 

to the congressional review requirements in 5 U.S.C. 301--3Cst3 . 

List of Subjects in 21 CFR Part 522 

Animal drugs . 

m Therefore, under the Federal Food, Drug, and CosTnetic Act and ~,~~~der 

authority delegated to the Comrnissiorler ofFood and Drugs aiid _redelegated to 

the Center for Veterinary Medicine,. ;~9 i CFIi part 522 is an-iended as follows: 



PART 522-IMPLANTATION OR INJECTARLE DOSAGE FORM NEW ANIMAL 

DRUGS 

a 1 . The authority citation for 21 C1~R part 522 continues to read as f01,1ows : 

Authority: 21 U.S .C . Mob. 

2 . In § 522 .841, revise paragraph (d) to read as follows : 

§ 522.841 Estradioi benzoate. 

(d) Conditions of use. It is used by subcutaneous injection as follows : 

(1) Amount and indications for ~ise----(i) Suckling beef calves . 10 mg (1 

mL of product described in paragraph (a)(1) of this section or 0 .5 ml, of product 

described in paragraph (a)(2) of this section) for increased rate of weight gain . 

(ii) Cattle fed in c.onfinement forsicxtrr;ilter . 20 ing (1 ml, of prod-uct 

described in paragraph (a)(2) of this section) for increased rate of weight gain 

and improved feed efficiency . 

(2) Limitations. For subcutaneous injection in the ear only. Do piot use in 

calves intended for reproduction or calves less than 30 days (Ad, J=1 withdrawal 



period has not been established for this product in preruulinating, calves. Do 

not use in calves to be processed for veal . 

- 
February 8, 2066 . 

David R . Newkirk, 
Acting Director, office of N 
Center for Veterinary Medicin 
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