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Cruidanee for FDA Staff and Industry
COMPLIANCE POLICY GUIDES MANUAL

Sec. fuyy VOLUNTARY SELF INSPECTION OF MEDICATED FEED
MANUFACTURING FACILITIES

This complisnce policy gulde is Bndended to provide guidance and nstructions fo
Foansd angd Drug Administration {(FDAY stafl. The complianee polivy guide Is the ageney™s
survent thinkiang en thy topic. If does not ereate or confer any rights for or on any person
and dues not operate to bind FOA or the public. An alternative approach mey b used &f
such approach satisfies the requirements of the applicable statutes and regulativgs, It is
fntended for FIA personnel, industry, and the public and is available elevironically to the
pabh.

Background
FIXATs guidance docursents, including this goidance, do not establich legally enforceable

rexponsibiities, Instead, goidences describe the Agency’s currant zhmkzszg o g topse and
should be viewed oo iv A8 UG Tations, unless specific regulatory or statutory

¥ um;cm ;zi\, ary cmd {he wse of the word Yshould™ in Agency gudanves moans that
ted or recommended, b not requirad.

For yuany vears, feed has served as a vehicle to deliver an oral dose of drups 1o animads capecially
i sitmaions that reguive dosing of multiple sramals, multiple dosing regimens, or other situgtions
where hands on a{imim%‘ar@ti(m may be difficull, Virtually all of these drugs intended for use in
avnal feed are “now antmal drogs” as defined by the Federgd Food, Drug, and Counetic Aot (the
aot) that require FDA review and approval prior to their comroercial manntaciure, distribution,
and nise. Pre-murket approvel requires the sobmission by a sponser and the evaluation by FIDA
of, among other things, safety and effectiveness data b a:,cd o1 aaaqmie and wedl-controtied

ks s, andd manufacioring controds. [Section 51200 of the Act 121 L1850 368

When desoril

g the reguiroments of new antmal dougs intended for use In androad feed, th torm
“andal feed” is defined in the act as "an article which is intended for use for food oy mimals
slver than roen and which s intended for use a8 a substantisl souree of nuiriens in the diat of the
animal, and is not Hmited 10 o mixtare intended (o be the sole ration of the animal.” [Retion
204w ot the act]. Anbroad feed containing drugs is called “medicated foed.”™

Manutachwing of medicated feed typically takes place ar commuereial establishments and on-farm
mier/veder operations. Theose firms weeeive drug inpredients of varying potencies and various
amounis of carrier and/or nutritive ingredients.



mection 510 of the act requires producers of drugs, which means those engeged inthe

maiaciure, prepsration, propagaiion, compounding, or processing of drags, o register with
Fiva once a vear, unless exempt under section 31Hg),  However, in the case of establistunents

smarmifactoring medicated feed, typically only those frms that mearsufacture Type B or Twpe ©
medicated ﬁ'af:fi from Category 1, Type A medicated artivles are reguired 0 s¢ sgister under
Mection 510 of the act {21 i, O 360] (There are some exeeptions, Seg 21 CEFR 207 10{50{3)
fhf:‘;s: frvs st aixe be Beensed by FIDA, 21 CFR 3384040, and are refer m‘é f45 as TFA-

cased foed roills” Peed mills manufacturing medicated foeds which are exem;‘st trown the
i 3HE registeation *cqmrvmmix under 21 CFR 207,161} are not required o be Heensed by
FIAL 21 OFR 338 4(b). These firms are referred f0 as “non FRIA-Ncensed feed mulls™ Th
firms are ot sobject to other applicable provisions of the act. [Definitons for thy types and
g5 of medicated articles and feeds can by found In 2 CFR 3583 and 358 4 and in
wee Progravg 73710041
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Manufacturing Controls - CGMP

Manpfgoturing controls for the prmin sion of medicated foed include compliance with Corrent
Ciood Manefacturing Practice for Medicated Feeds repulations, published 1 Titde 21, Code of
Hederal Regubations, Part 223 {CGMPY, These -r”;&,}}.<-z.uong represent MINIMIUIM standards thay
sauet be met in the manufactee of modicated e

280,

Medicated fod that s not produced in comphianee with these repulations 18 adulterated wnder
Section X0 Ha2RRY of the act [21 US.0 353 a2 1] Section S301{a) ¥R provides that o
drug nclnding a drup containgd in a mediveled feed) is adulterated i the methods used in, or the
facilities or controls used for, s manufacture, provessing, packing, or holding do not conform to
or are not operated or administered in eontormily with current good manniacturing practive to
assire that such drug mests the ='e°fguimn-zenis of the act as to safety and has the ety and
strength, and meets the guality and purity characteristics, which i puuports or 15 represended (o
Ree 21 CFR 225 1as

DOYECES.

inspection of the Feed Manufacturing Indusiyy

There ave approsumately 1,130 P Alicensed feod mulls, approximately 3,300 non FDAlcensed
comamercial feed mills, au»:i an undetormined nunber of son FDAcensed on-farm maxerfeeder
operations. Although this lovestory yaay vary from vear 1 vear, i still represents a significent
number of establishments that are manufscturing medivated feeds. bany of these ”:: jo are o
use i tood-producing avdmeals, Oversight of these tlrms Iy essential to assuring that medicated
toeds ore properly manufaciured w0 that edible products, including meat, milk, ,and ¢ afzs_,_ from
antmads that cotsume these feeds are safe and do not contain prtentially iunmi'm restdnes of
drogs and other cherveals, In addition, proper production of medicmted aniruad feed i3 casential
o predecting the health and satety of the animal fizelf

e
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Recrion 704 of the act authorizes FDA 0 conduct inspections of firms that manufacture, process.
pack, or hold dogs. Section 310(k) of the act requires inspection of every registered
estublishment af least onoe in the two- vear period beginning with the date of registration and at
feast once in every suecessive twowvear period,  Tn the case of establishienis manutacturing
medicated feed, typivally only those frms that manufacture Type B or Type € medicated feed
from Category 1L Tvpe A medicated articles are required o register under Section 314 and be
inspected af feast once overy twn years. There are some exveptions s noted in the Background
secrion of thes CPG, 21 CFR 20710 and 207 2000

The mandatory twe-year inspection of FDAcensed feed mills is conducted by both FIBA &
and wsdividus! state regulatory

sonnel compissioned by F E}A. Information for FDA slatf
regarding these inspections is contained i Compliance Program 7371004, Feed Manufactuning
{ “fs;"‘zpﬁizﬁ;rﬁf"e i}i‘(ﬁ'z’;}!'m”ﬁ fmmd in FDA"s Compliance Program Guidance Mannal, Non FOA-
Heensed feed mills are also subject to inspection under section 704, but we are not required undes
the act 1o consboe] 'z;rzsi. cotions of these establishments evary two years,

Yoluntary Self Inspection

sany foed manuiauumg operations do not rouunely cheek for campliance with COMYP a5 part

of thelr quality procedires,  ostwad, problems or potential probleros ave tdentified whon FEOA or

state li.‘)vﬁi‘u.’i%&f-@i.b conduct an nspection for comphance swh CGMP. However, many FDA-

Heensed food mils do conduct thelr own internal assesament wr ensure they are complving with

CORMEP. They nay have gzzah‘(v ASEUTANUE Programs in place ihat wiclude some pes riodic audit op

assessmet pmm«.zzm, te., a “self inspection.” The cencu;’;i of medicated feed null "sedf
} ction’ was incorporated i the Association of American Feed Control { Etmmix (AAFCO)
t9]

b

proposed Model Mational Medicated Feed Program, designed o {13 provide ’aumizi‘*i& sible
and cost-effective method for ensoring the nse of prudent fopd raanufachiring practives: {2
PO ¢1f~seﬂma*z&n and implementation of guality assurance principles by all sectors of the
reonkated mdustry; (3} onable FDA and State regulatory asthorities o Freus avd priom
regatory, c;;z";vnphas‘u amd inspection efforis o enhance offivicncy and w.,t~eﬁbcziv€<m 539; {4}
foster » uniform regnlatory environment among the regnlated industry; (33 enhance complisnce
by providing ongoing education for the regulated industey; (6} and, pramoie expeditious,
eyuitable. and consistom application of enforcement of the regplated industry. 1t 18 veforred to as
VSR for Yoluntary Self Inspection Program in that Model

Wo sncourage the use of quality assnrance programs that include interval sudits or assessiments
for comphiance with COGMP. When propery implomented, these measures can ¢ m 088 pazb'i%_c:
health by providing fonoreased assuranee of 8 medicated feed manufacinring blistument
covapiiance with UGMP tuongh means hat supploment FUDIA inspectional program.

Polivy

In determining inspectional priorities for COMP mspections for medicated feed manufactoring
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establishments, we intend o consider, among other factors, whether the establishments follow
the approach outhined in the Section entitled **Voluntary Seif Inspection Conduct and Reporting”,
We intend fo give 8 higher priority {o medicated fred mamfactoning extablishments that do not

1. Prompty and complitely correet COMP vielations after opportianty for correction
andior

2. Conduct self inspections as deseribed in the Section entitled “Voluntary Self
Inspection Conduct and Reporting”

This action should allow us 1o

1. More effectively focus and utihize available resources i monitoring and inspecting
medicatsd feed manufacturing establishments that have a history of nowcompitance with
AP vemadations or for shich FI3A hay no information regarding their comphiance,

2. Rocognize the pro-active and surcessinl efforts of those feed manuisoturing
catablishments that have taken steps 1o assure comphisnce with CGMP,

Yoluntary Self Inspection Conduct and Reporting
The self inspection approack deseribed in thix CPG s voluntary, FDA staff naay advise an
egtabdishunent abowt this approach duning an ingpection or other interaction with personnel from
the establichment but von need 1o emphasize that pesticipation is voluntary,

For medicated feed mannfacturers wishing o participate, the voluntary self inspection program s
as follows:

1. Moty the locel FDA Figld Office in wriiing of 5 iment 1o conduct self inspeciions
for prmpliapoe with CGMP. The notification should include:
The nam and address of the facility:
The name, title, and signature of the most responsible person af the tacility;
A stateraent that the factlity will operate in fall compliance with CGMP in 21
PR Part 225; and
A statemoent that the inapection will be condusted by a gralified responsible
PRISOIES),

Z. The fanlity may roquest that FUNA conduct an inspection 1o verily cureert compliance
with COMP ithe feility bas not had 8 “poessed” CGMP compliance mspoction within
the previous two vears, or ¥ 8 "ailed™ (Le., oot in substansial complance? the last
sspection during this perind.
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Condust a self ingpecting at least once 2 vear beginming the vear of the notification.

4. Beview any previons self-inspections o ensure that all necessary corrective actions
have been taken,

5. Por FIdA-Heensed feed mills, report the results of the self inspection on FDIA Form
3621, the “Volantary Inspoction Report for FDA Licensed Medicated Foud

A‘Y

of the self inspection on FDA Form 3622, "Voluntary Inspection Report for FRIA Noy
Licensed Medicated Feed Extablishments™ (Attachmens 23,

6. Have a responsible person from the taeility review all observations on the inspection
form, formnlate correciive action o be wken W necessary, and establish a target date for
resolution of any deficient sreas. Dieficiencios conld fall inlo one or more of the
foliowing categories;

Deticiencies correcisblo af the time of inspeetion:

Deficiencies reguiring changes n procedures 1o ensure compliance;

Deficiencies yequi_ring additicnal erployse training or employves changes ©
casure complianee; o

{eficiencies that h(z ve: Do ongeing and continge o ooour,

if there were defictencies that have been ongoing and contime to sveur, solf reinspent
within ninety (90 days o ensure they have been corrected.

2 responsible p
CHTie wathin sikd

serson from the facility submit g writien repert {0 the local Flia
iedd by
following:

/ s’() days of self mspection, The report shoold incloede the

& The name and utle of the peraon(s) who condueted the self inspeciio

b The date{s) of the ;’W}ec’iim’

¢ A copy of the comploied wspection veport, i defiviencies are fourd. a roport
describing cormeetive action taken or 1o be taken; and

4. A report of any defictencies that have heen ongoing and continug (0 ocow,
The resulss oof the ninety £80)-day follow-up Inspection should he submitted ax o
suppieroent 1o this report

Y. The personds) who conducted the self mspection should be avatlable to anewer FIDA's
guestions aboul bow the self inspoction was conducted, This may be done by telephone.

Mothing in this guidence restricts FBA from conducung inspeciions or affects the fegal
respousihilities of medicated ford ostablishments {e.g.. reporting under Title 21, Cade of Federal
Regadations, Section 510301 {or aponsors of new anfrasl drugs used in feed), Fven if the firm

i

Hstablishments” (Agtachnwent 1), i the facility 18 not ficensed with FDIAL vepoxt the ;‘evui’m
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conducts self nspections and provides the iformation deseribed abowe, we do mo intond 1o
change our inspeciional priority whesn we bueve information that a problem may exist, In
addition, FDA intends to conduet random audiss 1o vertly the conduct and resulis of the selt
mspertions.
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