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ACTIHOM: DNotice,

summary: The Food and Drug Administration (FDAJ Is announcing the
svailability of a draft compliance policy guide [OPG) entitled "Voluntary Self
Inspection of Medicaled Feed Manufaciuring Facilities.” This draft OPG s
intended o provide guidance 1o the FDA fleld offices in prioritizing
inspections of medicated feed manufacturing facilities for compliance with
Currsnt Good Manuvfacturing Practices for Medicated Peeds regulations
{COMPL

DATES: Submil written or electronic comments on this dralt CPG by [inser? dote
75 days after publication inr the Federal Register] 1o ensure their adeqguate
consideration {n preparation of the final document. Submit written counments
on the information collection requivements by {nsert doie 60 days after
publication in the Federal Register]. Ceneral comuments on agency guidance
documents are welcome at any time,

ADDRESSES: Subynit written requesta for single vopies of this OPG o the

3.
i

Phrecior, Davision of Complianee Policy (HFO-230), Ulfive of Enforcement,

Food and Drog Administration, 3600 Fishers Lane, Rockvitle, MDD 20857 Bend
twa seli-addressed adhesive labels to assist that offies in provessing vour

i 2 oy T , ST 4
AN/ s I e e DT



rerjuest, or fax your request to 301-827-0482. Submit writlen comments on
this draft CPO o the Division of Dockets Mapagement (HFA-305], Food and
Drue Administration. 5630 Fishers Lane, s, 1081, Bockville, MD 20852
Subamit vlecironic comments to BHp/Swww fda govidockets/ecomments.
Crirrrnents should be dentified with the full title of the CPC and the docket

munnber found in brackets in the heading of tis document. : the

SUPPLEMENTARY INFORMATION sectinn for electronio acoess io the document,

Management {addrese above}, Comanents should be identilied with the docket
nurnber found in brackets in the heading of this dooument.

FOR FURTHER INFORMATION CONTACT: For Techrical Questions Concerning This
CHES Paud Bachiman, Center for Veterinary Medicine {HFV-238}, Food and

Prrag Adminisiration, 7519 Standish PL, Rockville, MD 20855, 2402769225

}

sl Panl Bochman@fda hhagov.
SUPPLEMENTARY INFORBATION:
i Background

In this OPG, we are announcing a new proposed approach o assist in
prioritizing inspechions to determine an individust facility’s compliance with
the Federal Food, Drag, and Cosmetics Act {the act] and COMP regulations
pubdished in part 225 (21 CFR part 225] relative fo the manufacture and
distribution of medicated animal feed. The CPL desoribes a voluntary self
inspontion program whereby firms would conduct thelr own inspection on an
annuat basis and provide the results of the nspection to us. The proposed
CHL slates thel i determining s inspeciional priorities oy COMYP inspeciions
cuinblichiments, FUA intends to consider,

fov snedhicated food mung f;ﬁsi:iilﬁ'{'iﬂfg

anaonge other Inoiors, whether the firm conduets this volg riary self nspection,



We are calling this approach “Veluntary Self Inspection,” but the idea has slso

o [

been referred to as “Hrsh-party inspection.”
fn wddition (o sesking comments on this convept, we are considering
piloting this new approach for at least 1 vesr once comments bave been

tved and evahuated. A pilot would be announced in 2 separate Federal

Register document,
i1 Significance of Guidance
This level 1 draft guidance is being issued consistent with FUA's gond

s regulation {21 OFR 10,1151 This dralt guidance, when

guidance practice
finalized, will represent the agency’s current thinking on the topic. It does not
create ar confer any rights for or on any person and dees not operate 1o bingd
FDA or the public, An alternative method may be used as long a5 it satisfies
the reguirersents of applicable statutes and regulstions.
Hi. Paperwork Reduction Act of 1895
Under the Paperwork Redustion Act of 1985 {the PRAJ (44 LL5.0, 3501

35200, Federal agencies must obtain approval from the Gifice of Management
and Budget [OMB]} for sach oollection of information they conduct or sponsor.

“Cotlection of information” 1s defined in 44 ULE5.C. 3502{3 and 5 {OFR 1320.3
and includes agenny requests or requirements that members of the public
subinit reports, keep records, or provide information to a third party. Secton
I506{cH2HAY of the PRA (44 L1500 3506 (e {2 A} reguives Feders! agencies
to provide g 60-day notice in the Federal Register concerning eacl proposed
cotieotion of information before submitiing the coliection to OMB for approval,
To comply with this requiresnent, we are publishing a notice of the proposed

collectinn of information set forth in this document

RIS -y

borespect to the lollowing collection of information, FIDA Invites

e
o

commmens on these topics: {1} whether the proposed collection of information
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is necessary for the proper performance of our functions, including whethe

the information will have practical atifity; {2} the accoracy of our estimate of

the burden of the proposed collection of information, inchading the v

oif the methodology and assumptions veed: {3} ways to enhance the ¢

utility, and clarity of the information to be collected; and {4} wavs to

the burden of the cellection of information on respondents, including through

the use of automated eollection techniques, when appropriate, and ol
of information technology.

Title: Voluntery Self Inspection of Medicated Animal Feed Man
Facilities

Description: FOIA considers a number of factors in determining

sabirdin ¥

yuality,

minimive

her forme

ufaciuring

inspectional priovities and resource allocation for inspections of medicated

feod manuiacturing establishments, The agency is proposing 2 new
to assist in prioritizing inspections to defermine an individual facilit
compliance with the act, snd CGMP regulations published o part 22

to the manufaciure and distribution of medicated animal fesds. The

describes a voluntary self inspection program whereby firms would ¢

approsch
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onduct

thelr own inspection on an annual basiz and provide the resulis of the

mspection to us. The proposed CPG siates that in determining its inspectional

privvities for COMP inspections for medicated feed manufacturing

sstablishments, FOA tntends to consider, among other factors, whether

¥

tary setbinspection,

oy

crrrredhuots this volun

Jnder this UPG, firms that conduet Voluntary Self Inspection would

feation o ool FDA field officeds) of intent to conduct

Hinspertions for compliance with COMP: {2) submit wrilien reports of self

inapeciion within sixty (683 davs o docal FIIA Field Difices: {3} report seff

he firm
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inspection resails through the wse of FDA forms 5621 or 3522; and {47 subani

writien reports of self reinspection within ninety (80} days for factlities that
have on going defictencies which continue to oncur

We expect approximately 1,000 feed mills will conduct Voluntary Self
Inspentions. Bight hondred of these are expecied to be Hoensed {acilities and
fwor hrundred 10 be non-Heensed facilities. Completing and sending the
aotifications to us iy estimated 1o fake about 15 minutes or 250 hours for the
1,000 firms. We estimate the tme to review any previous sell inspections,
conduct an inspection and complete the report is 9 hours for Heoensed fanbilies
s 4 hours for non-Heensed facilities, For the 1,008 Homs, self inspection
burdes wouhd be 8,008 hours {9 » 806 = 7.200 hours for Heensed facilivies:
4« 20 = 800 howrs for non-licensed farilities), Facilities with ongoing
deficiencies would self-reinspect and report fo us. We estimate that 5 percent
o1 50 of the lacilities will fall Into this category with approximately 40 licensed
facilitiss {9 hours » 40 firms = 380 hours) and 10 non-licensed faoilities {4
hours ¥ 10 = 40 for a total of 400 hours. Lastly, we estimate that it will take
each facility approximately 1 bour {1 hour x 804 facilities = 800 hours for
Heensed and 1 hour x 200 firms = 200 hours for non-licensed facilities) for
a total of 1,000 hours to collect the nspection forms, various reports and
subimit 1o FIIA. For the 1,000 fivms, total annpal burden ic estimated gs 9,650
RETE.

Description of Hespondents: Manulacturers of medicsted antinal feeds

?

We estirnate the hurden of this collection of information az foHows:
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he estimates in table 1 of this dosument resulted from discussions with

7

industry and our experience o conducting medicated fped facility inspections.

IV, Commenis

This deaft £P0 s being distributed for comment purposes only and 13 not
intended for implementation at this tme. Interested persoms may submil o
the Division of Dockets Management [see ADDRESSES) wrilten or elevtionie
comnments regarding this draft CPG. Submit written or electronic comments
by {sse DATES] to ensure adequate consideration in preparation of the final
document, Written comments concerning the information collection
reguiraments must be received by the DHvision of Dockets Managsment by {see
DATESL

%
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Vwo paper coples of any comments are to be submitted, except tha

trichividusts mav subenil one papey copy. Comments are (o be idenitfied with

the docket numbey found in brackets in the heading of this document. A copy

of the draft goardance and received comments ave available for public

exarination in the Dhvision of Dockety Management between 3 aon, mud 4

peprn. Monsday through Friday
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e comments may be submitted on the Internet af HHp//

te. Dmee on this site, select {Docket Mo, 200710
sy Self nspection of Medicated Feed Manufacturing Facilitles

Dralt Compliance Policy Guide” and follow the directions, Copies of the (PG
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ab Bttp/www fda goviore under “Compliance B
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witoaded to a personal computer with acoess to the Internet.

Phie (Hice of Hegadatory Allaies home pages include this deaft CPG and may

serences,”

&

Jhawvin,
szioner for Repulsiory Affaivs.
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CERTIFEDTE BE A TRUE
COPY 0 THE ORIGINAL
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