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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration

21 CFR Part 514
[Docket No. 99N—-2151]

New Animal Drug Applications; Sheep as a Minor Species
AGENCY: Food and Drug Administration, HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug Administration (FDA) is amending' its regulations to reclassify
sheep as a minor species for all data collection puxposes. This reclassification will allow sponsors
of new animal drug applications (NADA’s) to extrapolate human food safety data from a major
species such as cattle to sheep. In particular, this will enable the extrapolatidn of the tolerances

for residues of new animal drugs in cattle to sheep.

DAT’ES:\ This rule is effective [insert date 30 days after date of })ublication in the Federal Register].
FOR FURTHER INFORMATION CONTACT: Meg Oeller, Center For Veterinary Medicine (HFV-130),
Food and Drug Administration, 7500 Standi'éh PL., Rockville, MD 20855, 301-827-7581, e-mail:

moeller@cvm.fda.gov.

SUPPLEMENTARY INFORMATION:

I Background

In the Federal Register of July 26, 1999 (64 FR 40321), FDA published a proposed rule
to revise the definition of minor species in § 514.1(d)(1)( i) (21 CFR 514.1(d)( 1)(i1)) by deleting
the following language: ‘‘Sheep are a minor épecies with respect to effectiveness and animal safety
data collection requirements; sheep are a méjor species with respect to human safety data collection
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requirements arising from the possible ‘Vp“resence of drug residues in food.”” This change makes
sheep a minor species for all data colleétion purposes in support of NADA’s.

As stated in the preamble to the prgoxposed rulé (64 FR 40321), new data that have become
available since publication of the minor Sﬁecies final rule (48 FR 1922, January 14, 1983) allow
the agency to conclude that sheep shou}q; be a mingir species with respect to all data requirements.
Thé new data concern the Similarity of dli'ug rhetabolism between sheep and cattle rather than
consumption levels. While consumption ieQels can be a factor in determining whether a species
should be classified as major or minor, thf: agency believes that the body of evidence concerning
erig metabolism is more signiﬁcant in détermining the major/minor status of sheep than

consumption data because it demonstrates the reliability of data extrapolated from cattle, a major

species, to sheep.

IL. Commexits

FDA received seven comments on the proposed rule, six comments from organizations, and
one from an individual. All the comments Supported the proposed‘ rule. The following is a summary
of the comments: |

(Comment 1) Six comments expressed the opinion that this change would lower research and
development costs for sponsors seeking approval of new animal drugs for sheep.

(Comment 2) Six comments noted that the sheep industry suffers from a lack of animal drug
availability ‘to the detriment of the industry and animal health.

(Comment 3) Four of the comments praised the agency for its science-based approach to
this issue.

Thus, FDA is adopting the rule as proposed.

. II1. Analysis of Impacts
FDA has examined the impacts of the ﬁpal rule under Executive Order 12866 and the

Regulatory Flexibility Act (5 U.S.C. 601~612) (as amended by subtitle D of the Small Business
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Regulatory Fairness Act of 1996 (Pubhc Law 104—121)) and the Unfunded Mandates Reform
Act of 1995 (Public Law 104-4). Executrve Order 12866 directs agencies to assess all costs and
benefits of available regulatory alternatl\(es and, when regulation is necessary, to select regulatory
approaches that maximize net benefits (inclliding potential economic, environmental, public health
and safety and other advantages; dlstnbutrve impacts; and equity). The agency believes that this
final rule is consistent with the regulatory philosophy and principles identified in the Executive
Order. In addmon, the final rule is not a slgmﬁcant regulatory action as defined by the Executive
Order and so is not subjeet to review under the Executive Order. |

The Regulatory Flexibility Act requires agencies to analyze regulatory options that would
minimize any significant impact of a rule on small entities. FDA estimates that the final rule will
not impose any compliance costs on the animal drug industry, but rather expects it to provide
a small cost savings for any company snbmitting an NADA for an animal drug to be used in
sheep. Because this final rule makes no mandates on other government entities and will result
in expenditures less than $100 million in any one year, the agency certifies that the final rule
will not have a significant economic impact on a substantial number of small entities. Therefore,

under the Regulatory Flexibility Act, no further analysis is required.

IV. Discussion

The benefit of this final rule will be to lessen the preapproval study requirements of NADA'’s
for animal drugs to be used in sheep. It is therefore expected to lower research expenses and
provide an impetus for sponsors to submit NADA’s for minor use species rather than rely on
extra-label use of animal drugs on sheep. More specrﬁcally, it would eliminate the need for a
radio-labeled total residue study that can be costly and prohibitive for sponsors of new animal
drugs for small markets such as sheep. FDA beheves this study is unnecessary in this instance
due to the s1m11ant1es in the metabolism of most drugs in cattle and sheep A more flexible approach
that allows for this interspecies data extrapolation, along with the continued residue depletion

studies, would encourage NADA submissions by decreasing research costs while continuing to
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protect human food safety. Apart from;! éhese cc}st‘savings, FDA does not expect this final rule
to impose any other compliance burdeh% on sponsors of new animal drugs.

- FDA is amending the animal drug fegulatlons to reclassify sheep as a minor species for all
data collection purposes, thereby allowmg extrapolation of data from closely related speciec ench
as cattle to sheep. Currently, FDA cons_lgiers sheep as a minor species for the purpose of the data
npcessary to demonstrate animal safetyiefifnd effectiveness only. It currently considers sheep as a
majpr species for the purpose of human food safety requirements. Because new data have led
FDA to believe there are not signiﬁcant‘: @ifferences in the metabolism of most drugs between
ruminant species, FDA is reclassifying sﬁ_eep as a minor species for all data collection purposes.
Thus, most data packages supporting an NADA for use in sheep will be able to rely on the required

human food safety data collected for cattlé.

V. Environmental Impact

The agency has detérmined under 21 ‘CFR 25. 30(h) that this action is of a type that does
not individually or cumuIatlver have a SIgmﬁcant effect on the human environment. Therefore,
neither an environmental assessment nor an environmental impact statement is required. In the

proposed rule, the agency mistakenly made this determination under 21 CFR 25.33(d)(4), which

applies to action on minor species NADA'’s.

VL The Paperwork Reduction Act of 1995

The NADA'’s fegulation, § 514.1, conta{ins collecﬁons of information requirements previously
approved under OMB Control No. 0910—005‘2. FDA is amending the new animal drug regulation
to reclassify sheep as a minor species for allrdata collection purposes. This reclassification does
not change the reporting or recordkeeping burden, thus clearance by the Office of Management

and Budget under the Paperwork Reductioﬂ Act of 199 is not required.




VII. Federalism t' ;
FDA has analyzed this final rule 1n Zeccordance with the principles set forth in Executive
Order 13132. FDA has determined that the rule does not contain policies that have substantial
direct effects on the States, on the relatiohship between the National Government and the States,
or on the distribution of power and responsxbxhtles among the various levels of govemment
'Accordmgly, the agency has concluded that the rule does not contaln pohc1es that have federahsm

implications as defined in the order and, consequently, a federalism summary impact statement

1s not required.

List of Subjects in 21 CFR Part 514

Administrative practice and procedure Animal drugs Confidential business information,

Reporting and recordkeeprng requlrements

Therefore, under the Federal Food Drug, and Cosmetic Act and under authonty delegated

to the Commissioner of Food and Drugs, 2‘11 CFR part 514 is amended as follows:

PART 514—NEW ANIMAL DRUG APéLICATIONS

1. The authority citation for 21 CFR part 514 continues to read as follows:
Authority: 21 U.S.C. 351, 352, 360b, 371, 379%, 381.

2. Section 514.1 is amended by revising paragraph (d)(1)(ii) to read as follows:

§514.1 Applications.
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(n)( Minor spec1esjmeans animals other than cattle horses swine, chickens, turke

and cats.

* * % * *

Dated: 7/ / 29 o0
’ July 28, 2000

i

i) i .

|

Margaret M. Dotzel,

Associate Commissioner forfPolicy.

[FR Doc. 00-?2?? Filed ?7-27-00; 8:45 am]
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