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AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

SUMMARY: The Food and Drug Administfation (FDA] is announcing the
“availability of a draft guidance for industry (#132) entitled “The Administrative
New Animal Drug ApplicationkPrOCeSS.’;’ The gﬁidance,,defineswhat an o
administrative new animal drug application (NADA) is;,the brocedures, that

should be followed before a sponsor submits an admini,,stnatiize«NADA, and

the intended timeframe for review of administrative NADAs.

DATES: Submit written or electronic comments on the draft guidance by [insert

date 75 days after date of publication in the Federal Register], to ensure their
adequate consideration in preparation of the final document. General =~

comments on agency guidance documents are welcome at any time.

Submit written comments on the information collection requirements by

linsert date 60 days after date of publication in the Federal Register].

ADDRESSES: Submit written requests for single copies of the draft guidance

S

document to the Communications Staff (HFV-12), Center for Veterinary |
Medicine (CVM), Food and Drug AdminiStration, 7519 Standish Pl., Rockville,
MD 20855. Send one self-addressed adhesive labe

 officein
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processing your requests. See the SUPPLEMENTARY INFORMATION section for

electronic access to the draft guidance document.

Submit written comments on the draft guidance document to the Dockets
Management Branch (HFA—305), Food and Drug Administration, 5630 Fishers

Lane, rm. 1061, Rockville, MD 20852. Submit electronic comments to http:/

/Iwww .fda.gov/dockets/ ecomm?n,ts-: Commentsshould be identified with the

full title of the draft guidance document and the docket number found in the

heading of this document.

Submit written comments on the collection of information requlrements
to the Dockets Management Branch (address above). Comments should be

identified with the docket number found in brackets in the heading of this |

document.

FOR FURTHER INFORMATION CONTACT' Gail SChmerfeld Center for Veterinary
Medicine (HFV-100), Food and Drug Admlmstratmn 7500 Standxsh Pl., |
Rockville, MD 20855, 301 827—-1796 e-mall gschmerl@cvm fda gov T

SUPPLEMENTARY INFORMATION: =~
I. Background

The Federal Food, Drug, and Cosmetic Act (the act) (21 U.S.C. 321 et seq.)

prohibits the introduction into interstate commerce of new animal drugs that

are not the subject of an approved NADA. Section 512(b) of the act (21 U.S.C.
360b) and part 514 (21 CFR part 514) describe the information that must be |
submitted to FDA, specifically CVM, as part of an NADA.CVM;:enC(imrages
sponsors' to submit data for review at the most appropriate and productive
times in the drug development ﬁrocess. Sponsqrs may submit,’and CVM

intends to review, data in support of discrete technical sections during the



investigation of the new animal drug. The guidance explains phased review

and direct review, describes the technical ‘sectiﬁo’ns‘,’ tells sponsors how they

should submit data or. information in support of a technical section for review,

and tells sponsors how they should submit an admlnlstratrve NADA.

An administrative NADA is an. NADA that is submltted after CVM has S

reviewed all of the technical sectlons contalmng the mformatmn requ1red for

the approval of the new animal drug and CVM has 1ssued a techmcal section

complete letter for each of those technical sections.

II. Significance of Guidance =

The level 1 dreft guidance is being issued consistent with FDA’s good
guidance practlces regulation (21 CFR 10. 115) The draft gu1dance when B
flnahzed will represent the agency’s current thmkmg about the administrative
NADA process. It does not (;regte orconferany rlghts for or on any person
and does not operate to bind FDA or the public. Anmalternatiyemepproéch may |
be used if such an approach satisfies the requirements Of the applicable statutes

and regulations.

ITI. The Paperwork ReductionAgt,Qf199,@ e

Under the Paperwork Reduction Act of 1995 (the PRA) (44 U.S.C. 3501—

3520), Federal agencies must obtain approval from the Office of Management

and Budget (OMB) for each collecti‘onﬁof information they conduct or sponsor.

“Collection of information” is defined in 44 U.S.C. 3502(3) and 5 CFR

1320.3(c) and includes agency requests or requlrements that members of the_m S

public submit reports, keep records, or prov1de mformatlon to a thlrd party
Section 3506(c)(2)(A) of the PRA,(MU,S.Q, 3506(c)(2)(A)) r_equ1,res Federal

agencies to provide a 60-day notice in:the.,qudgr@l;wliegistér‘ COﬁCBTﬂing each
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proposed collection of information beforesubmlttmgthecollectlon toOMB A

for approval. To comply with this reqmrement FDA is pubhshmg notice of
the proposed collection of 1nformat1on set forth in this document
With respect to the following collection of information, FDA invites

comments on: (1) Whether the proposed collection of information is :nece's,sary |

for the proper performance of FDA’s functions, including whether the

information will have practical utility; (2) the accuracy of FDA’sestirnate of
the burden of the proposed collection of mformatlon 1nclud1ng the validity
of the methodology and assumptrons used; (3) ways to enhance the quahty,
‘utility, and clanty of the mformatlon to be collected and (4) ways to minimize
the burden of the collection of information on respondents, including through
the use of automated collection techniques, when app'ropriate,mend:other forms '
of information technology.

Title: The Administrative New An1mal Drug Appl1cat10n Process

Description: The act prohlblts the 1ntroductlon into mterstate commerce

of new animal drugs that are not the sub]ect of an approved NADA Section

512(b) of the act and the regulatlons in part 514 descnbe the 1nformat1on that

must be submitted to FDA, spec1f1cally to CVM, as part of an NADA.

CVM encourages sponsors to submit data and information for review at
the most appropriate and productive times in the drug development process
rather than submitting all data and information at one time. Sponsors may
submit, and CVM intends to review, data or information in support of discrete
technical sections during the investigation of the new animal drug. This
process is known as phased review. Sponsors ;mey submit part or all of the
data and information needed to support a technlcalsectlonma phased

submission. The data submitted in support of each technical section are
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covered by an existing paperwork clearance tinder O controlnumberOQlO— -

0032. FDA is seeking new paperwork clearance for the cover letter, table of

contents, and summary that should accompany each submission. The cover =~~~

letter identifying the submission as a “phased submission” should: (1) Describe
briefly the purpose of the submis:’si,on and the inf(jrrriation cdﬁta'ined in it, (2)
reference or attach any pertinentidocumentation regarding previous agreements
or understandings between the si)onsor and CVM,‘ (3) identify persons CVM
may contact regarding any specifics of the submission, and (4) convey any
other inforniation the sponsor considers important or necessary to facilitate
the review of the submission. There are potentially eight ,‘teChh‘i‘\Cél sections:
Chemistry, manufacturing and controls; effectiveness; target animal safety;
human food safety; environmental impact; labeling; freedom of information o
(FOI) summary; and, all other information.

After a sponsor has received ‘technical section cOmpiete letters fbr‘:ea"c’h -

technical section containing information required for the approval of the new

animal drug, the sponsor may file an administrative NADA. The administrative =~ =0

NADA should include a cover letter identifying the submission asan =~
“Administrative NADA,” a signed FDA Fbi‘m 356V, a table of contents,
summary, copies of the technical section Cc:)mplete'létters for each required
technical section, complete facsimile labeliﬁg, and the FOI summary.

The cover letters that should be prdvided with each submission and with
the administrative NADA and thé copies of téc'hnical ‘s‘é(ctio‘n cdnipléfe letters
represent new paperwork. | |

FDA estimates the burden of this collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

Annual Frequency Total Annual |

per Response ' Responses ™ Hours per Response Total Hours

No. of Respondents

Administrative NADA applications 190 24 47 4 188



TABLE 1 ——ESTIMATED ANNUAL REPORTING BURDEN’——-Contmued
No. of Respondents Ar;)neuagg;zgzzgcy ngpégggg' Hours per Response Total Hours
Phased subniissions o 190 250 2 500

1 There are no capital costs or operating and maintenance costs associated with

FDA averaged the number of administrative NADA applications and
phased submissions for the past 2 years. Hours per response took into account
that cover letters submitted summarized information contained in the

submission and did not require any new information.
IV. Comments

The draft guidance document is boing distrbuted for comment purposes
only and is not intended for implementation at this time. Interested persons
may submit to the Dockets Management Branch (see ADDRESSES] wntten or
electronic comments regarding thls draft guldance document Submlt -

electronic comments to http://www.fda.gov/ dockets/ecomments Two coples of

any mailed comments are to be submltted except that 1nd1v1duals may submit

one copy. Comments are to be 1dent1f1ed with the docket number found in
brackets in the heading of this document.

Submit written comments concernlng the 1nformat10n collectlon
requirements to the Dockets Management Branch A copy of the document and
received comments may be seen in the Dockets Management Branch between

9 am. and 4 p.m., Monday throug’;”H'Fﬁday.w o
V. Electronic Access

Electronic comments may be submitted on the Internet at http://
www.fda.gov/dockets/ecomments. Once on the Internet site, select 02D—-0449

“The Administrative New Animal Drug Application Process” and follow the
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directions. A copy of this docunflent'fnay be obtained on the Internet from the

CVM home page at http://www.fda.goi}/cvm. |
Dated: /0 /23/0 L

October 28, 2002.

Yy

Marga/{'et M. Dotzel ,
Associate Commissioner for Policy.
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