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Seminar Overview

= Why me?

= The Process

= How to Prepare

= Questions & Answers
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Why Me and Why Now?

e Once registered with
US FDA, you are under
their “inspectional
jurisdiction”

Food Facility 4@ EDA

e In your Food Facility PO e

Bk to Sten 10 Changes

Registration, you

SECTION 12| INSPECTIOH STATEMENT.

7 FDA will ba permitted t inspect the facilty at the time and in the manner permitted by the
Cosmetic Act.

“consent” to FDA

‘agent-in-charge of the facility, must submit this form. By submitting this form to FDA, or
individual to submit this form to FDA, the awner, operator, or ogent-in-charge of the faciity cert
information is true and accurate. An indwidual (other than the owner, operator or agent-in-char
submits the form to the FDA also certifies that the above information submitted is true and accu
‘authorized to submit the registration on the facility's behalf An individual autherized by the owr
charge must below identify by name the individual who authorized submission of the registratio!

- -
anyone who makes a materially flse, ficttious, or fraudulent statement ta the U5, Governmen
penaltes.

* - These fields are required

* Name of the Submiter

* Select One Option
A. OWNER, OERATOR, OR AGENT TN CHARGE (STOP HERE, FORM 15 COMPLETED)
18 B. INDIVIDUAL AUTHORIZED TO SUBMIT THE REGISTRATION
* I you o B above, indi thorized you
 OWNER, OPERATOR, OR AGENT IN CHARGE (STOP HERE, FORM 15 COMPLETED)
NAME OF INDIVIDUAL WHQ AUTHORIZED REG
‘OF OWMER, GPERATOR, OR AGENT IN CHARGE (FILL IN ADDRESS BELOW)

ccBack to step 10

St g
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Why Me and Why Now?

= Facility’s risk profile:
= Commodity specific
= Manufacturing process
= Compliance history

= Could be as simple as you are
located near another facility
FDA will inspect
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High Risk Foods

=Acidified Foods =Fresh Fruits and Vegetables
*Low-Acid Foods *Processed Fruits and Vegetables
=Seafood =Spices

=Custard Filled Bakery Product =Shell Eggs

=Modified Atmosphere =Sandwiches

Packaging =Prepared Salads

=Dairy Products =Infant Formula

=Soft; Semi-soft; Soft Ripened =Others
Cheese and Cheese Products
=Unpasteurized Juices

=Sprouts Ready-to-Eat
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Why does FDA Inspect?

FDA inspections are designed to:

Identify food safety problems before products arrive in
the U.S.

Determine compliance status of facilities and ensure they

meet the requirements under the Food, Drug and
Cosmetic Act

Help FDA make adm|53|b|I|ty deC|S|ons
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Inspection Process:

“Notice of Inspection”

- Notice Is sent by email
to registrant’s email as
Indicated in the food
facility’s FDA registration
Notice Is also sent to U.S.
Agent via email

. Email will come from:
@fda.hhs.gov
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Inspection Process

“Notice of Inspection” (hand-out)

Pz Muni Call
{fice Locaticn: S100 Paist Brarch Phoy. Cu

In English

arh. MDD 2740

Fax Number: 30143
Tel Numb; 1
E-a:il.

: this notifivation, FIIA
Far il [y addivion,

Is sending Jupl e ernuil. Tax, end
we ure alse noli ving yaur competent authoricy ‘vlmmn ol A;, ulture ol Lth 2. Oor weands
i 2l Lhat \r\m firm is a grawer, Hacveser, prucessur, manufucturer. pack .rc'nclcy. andiar belder ol Tuads
under L S.FDA jurisdiction end thal these Fads are offered for consumption in the U8,

The inspection will bz eonduzted by a2 inspecrar Zrom the LLS.I'DA to detemaine il yaior iom and your firm's
grains, bakery. pasta, cereal, snucks priducts meet 1S, requirements under the Federal Fm‘i. Dirug. a
Casmetiv Acl and, iMopplicable. the Public TTealth Se a3

while i-is in eperation, Firms tlm demansteate vomplince wilh upplicahle ll 5. uxuhnnm may be subml w
less inspaetion or sampling when olTering loud priducts e impart inta the 1LY

Pleas respand o this inquiry within live davs of reveiptund provide the llawing information
Lhe tiem’s point-ol-contact. welephime, fax number, and email address. if availaale.
e he tirm's complete phys mailing address for farm?packing house, manutacturin
provessing lxe’lity andéor halding facilite
«  Opergtion haurs, seascnal operations i
inspzetion. if applicable.
| Following vour respunse, DA™ Office of Regulatory Affairs will contact you 1o coendinate mure speciliv details
£ Lhe inspestien including proposed dates Jor the inspeitivn.

any uthee issue thut may impast ee scheduling ot this

1 sou Ll W resprnd Lo these cormnuniearions, or da not allow I DA o conduct the inspection. FTA may iniriate
rewulatary actions against yous fizm’s aroduets ingluding, shers appropriute, increassl ssmpling, refasal ot

sdmissicn, or ether regulatory astion.

1Ty ane et 3 foad producee but you are a brokerssxporter o fond rnduets to the LS, please provide yaur
grains, hakery. pasta, eoreal, snacks supplier’s fimn name and contact infbemation (point-u ~citact, complete
i and physicul address, telepkane, fax, endiar caail ).

Tf you have any questions, you may contact me at 240-4012-1389. Please send your rosponse, in Goglish i
possible, Inan e-mail w: mimi.cuff@fdahhs.gov or fax to; 301-436-2657.

For mere information on the [LSTTYA, please vi
TT3A"s Tareign Food Inspection Program please
hlpziwaww fda. govs Compliance s forcementInspectionsiuein | 26 386 him,

il it wehsite ar v fda.cov. For additional information sn

Thanks in advanue for vour cooperation, We look forward w vaur prompl response.

Mimi Cufl USEDA’s Forsign Foud Inspeetion Caordingier
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Inspection Process:

“Notice of Inspection”

- Key Points:
- 5 Days to Respond
- Provide additional data

- Refusal to respond or refusal to allow an
inspection may cause “increased
sampling, refusal of admission, or other
regulatory action.”
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Inspection Process: “Factory Profile

Information” Form (hand-out)

= Once you reply, FDA’s Office of Regulatory
Affairs will contact you:

- May take days, weeks, or months (or never)
- Coordinate inspection date

= Ask you to complete and return a “Factory Profile
Information” form to FDA

- FDA will then come back with name of investigator,
their flight info, ask you to make hotel reservations, and
maybe even ask you to provide ground transportation.
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Inspection Process: Day 1

- Inspection is typically 2 days

= Day 1. ’
- Introductions
- Opening Meeting
= Quick Tour
- Document Review
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Inspection Process: Day 2

- Day 2:
« Most time spent in factory
- Closing meeting with management

= Delivery of form “483” “Inspectional
Observations”
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Inspection Process

- Process Design:
- Hazard Analysis
- HACCP Plan
- Food Safety Plan
- Process Filing

- Process Delivery:

- Training of personnel and suitability of equipment and
facility to deliver the process

- Post-process handling
- Process Monitoring and Documentation

- *
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Inspection Process:

Personnel Reguirements

= Disease Control

- lllness, open lesions, including boils, sores, or infected
wounds, or any other abnormal source of microbial
contamination

Cleanliness

- Outer garments, washing hands, unsecured jewelry, hair
restraints, gloves, eating, etc.

Education & Training
Supervision

- *
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Inspection Process:

Plant and Grounds

- Plant construction and design

- Sufficient space for placement of equipment and
storage of materials; separation of operations in
which contamination is likely to occur; outdoor bulk
storage; working space between equipment and
walls; good repair of floor, walls, and ceiling

= Grounds

- Removal of litter and waste; eliminating anything
that may constitute an attractant, breeding place, or
harborage for pests; adequate draining; proper
maintenance
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Inspection Process:

Sanitary Operations and Controls

- Maintenance, cleaning and sanitizing
- Pest control

- Storage of toxic materials

- Water supply and Plumbing

- Tollet facilities

- Hand-washing facilities

= Sewage, rubbish and offal disposal
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Inspection Process:

Equipment and Utensils

- Design and construction
= Seams
- Surface finish
- Cleanable
- Maintenance and calibration
- Does it work?
- Does it work properly?
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Inspection Process:

Warehousing and Distribution

- Storage Conditions
- Facilitates proper rotation

- Protection against deterioration or adulteration
- Container integrity
- Presence of insects and rodent damage

- Transportation
- Protection against deterioration or adulteration
- Presence of insects and rodent damage

- Distribution
- Review of distribution and shipment records
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Inspection Process:

Records Review

- Employee Training
- Hazard Analysis and HACCP
- Sanitation Schedules

- Disposition of non-conforming
product

- Equipment Maintenance &
Calibration

- Labeling
- Pest Control

Customer Complaints &
Recalls

Corrective Actions

Internal & External
Laboratory Test Results

Production Records
Distribution Records
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Records Review — Product Specific

- Low Acid/ Acidified Foods:

- Process filings, pH, Aw, thermal process, deviations,
critical equipment, other critical factors

= Seafood HACCP:

- Hazard analysis, critical control points, time/temperature
requirements, monitoring activities, aguaculture drug
residue, etc.

- *
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Inspection Process:

Applicable FDA Regulations

= Federal Food, Drug, and Cosmetic Act

= Title 21 Code of Federal Regulation (not all inclusive):
= Food Labeling (21 CFR 101)
= Current GMP (21 CFR 110)
= Dietary Supplement (21 CFR 111)
= Low-Acid Foods (21 CFR 113)
= Acidified Foods (21 CFR 114)
= Juice HACCP (21 CFR 120)
= Seafood HACCP (21 CFR 123)
= Bottled Water (21 CFR 129)

FOOD & DRUG
ADMINISTRATION

code of

i federal regulations
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Applicable FDA Regulations

= Asingle inspection may focus on multiple
requirements

= For example, canned sardines may be inspected for
compliance with:

« Seafood HACCP (21 CFR 123)
= Low Acid Canned Foods (21 CFR1 =542
= Current GMP (21 CFR 110) e
= Food Labeling (21 CFR 101)

- *
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End of Inspection

- Closing Meeting: Discussion of observations with
management (CEO, Plant Manager, QA / QC Managers)

- Opportunity to have corrective actions of the
deficiencies identified by FDA Investigator reviewed
before they are added to the 483

- *
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End of Inspection (hand-out)

- Inspector departs with no
observations

or...

- Form FDA 483 (Inspectional
Observations) Is issued

= Outlines Observations /
Deficiencies

- Inspector departs

DEFARTMENT OF HEALTH AND HUMAN BERYICES
TO0D AND DRUG,

swmauy. on SMEERN, | observed 4 belt on the SSMNNNNRF i thANNNRRES 110 hud 3 worm edge which

T

5100 Paint Eranch Parkway |AFS-&08) ‘-‘2014 ~ 204
Co'laqs Park, MD 20740-3835
(I01) 436-2413 Fax:{301) 436=2657 Lo

Industry Information: www.lda.gov/cc/industey e— . N

TO: s Chicf Operating Officer
I i —

s ] |
e S G g 0 |
arram T =
__ I8 SRS ¥ — ]
lists FDA rep i during the Bspecti ‘your faibty. n.z,m-upoamul
bsgtvations, wnd dis ol represent a finad Agency jimitiom regrrding your coempéance. 1 you b m ubj
vhscrstian, o nplmlu..-p\-m.mp\unmlmm“umnmmxmmm sy disvuss I objoction of

e, you
wclion mhbﬁmqu:)mtzmm subrmt this intirmative W FDA ot the address sbove. 1 you b sy
qQuestiong,

DURING. YOUR FIRM 1

OBSERVATION 1

Employees did not wash and sanitize hands thorgughly in an adequste hand-washing facility at any tinse their hands may
‘hava hecome soiled or contaminated.

Spesifically, on @ENEN-2014, 1 observed an cmployee Lo the NSNS -1 cepeatedly place bis gloved hand on
a support pole and then resume working with finished produs. Thuunp!nyc:ahowmkdhsﬁm:}mk.mdmwnhh
gloved hand and return to handling finishod produst withoat washing and/or sanitizing his

OBSERVATION 2

Feilure to maintain food contact surfiaoes te protoct food from contaminstion by any source, including untawful indirect food
adith

The belt had uxposed Uireads #nd was Aol smooth and eastly cleanable in the wom area.

OBSERVATION 3

All reasanable precautions are not taken to ensure that i donot ibu on from any
source.

Specifically, on SEMENE, | observed medul trays oa the floor thar weee used by the employces to doposit out of
spevification W removed from the packaging Hine. 1 wes advised by the COO that (hofINND were pulverized, scot
through a screen, metal detected, then added back into the SN as rework procuct. The trays were placed on the floar and
were in close proximity to employess fect and the floor.

SEE REVERSE D23 /s o qatoz
OF THIS PAGE
V g,
INSPECTIONAL OBSERVATIONS azs
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End of Inspection

- 483 advises you have 15 days
to respond to FDA to explain
how you will correct the
deficiencies

. Corrective actions should
be substantiated by evidence

photos, receipts, etc)

Notice to Foreion Firms Inspected by the .8, Food and Drug
Agdwinisiration
The United Slees Food and Drug Administrtion (FDA) selected your processing plant
for inspeetio: bevause you expurt one or more food products wto the Enited States
{U.5.). Foua products offored for sale in the U.S. must be poocessed in eceordanee with
LS. laws anc repulations. Many of these reulutions can pe found in 21 Code of Federa|
Regulaticns. The reguiations include, but a0 not limited to, requincizeuts for samalion,

labeting, pracessing of low acid canasd foods, uie of seafood and af
Juice,

During the course of the inspection, the investigator wilk inspect your faci’i

Yo records p 18 {0 sl aud provess ing. Al the end of the
inspurtion, the bivestigeror will discuss tha deficzeacios observed during the inspection.
At that tinw, you rre encs o any o ions that you have mads aud
Lo provide d ion thar il thosc i 1 you arz ot ablc to corve:
the observed deficiencies to the satisfaction of the igator priot wo the end of the

inspection, you will receive a wiritten list of the defiviencies called an FDA-483,

You should coreect the deficiencics and respond in viting lo the FDA-4E3 within 15
ousiness days, Yuur written response should inchsde docurnentation that ifustrates tha:
the correstions bave heen epplied, The documentation may include, bet is aot limited e,
sevised HACCP pluns, pori 1ds, sanitstion monitoring reeords
sndior ph phs of imps that baye beem mude. Pleass remermber to siga and
da'e all submissions. Tt is very iniportunt that you meke alf TIRCESSArY comectons in
Engiish and respond to the FDA~483 within the fixed Bme Fame, Tailure to make
cniTeetions or respond by writing in English conld result in retisal of some or 46 uf your
food products submitted for satry inta the TS, For expedicnce, docamentation of

jons o) ions rélated to the imspecdon should be emaiicd ta:
EDA¢B3Responselaternationnd@fia hiis.pov - You may instead mail your
documentation to:

FDA483 Respanse: latornational
Attention: Reeba Thomss
Manuofacturing and Storage Adultcration Brauch (HFS-607)
Dlvision of Enforcement
5100 Paint Brauch Parkway
College Park, MD 20740

Zlease put the FEI Number listed at the bottam of this Ppugs in the subject Jine of all wnail
0z mail.

— 1}

*Fizase refer i the foliowing website Jor mmare on fie Foreiyn #ood inipection Program:

b e Food

& T it 196386.fitme

*
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After the Inspection (hand-out)

- Facility responds to FDA
483

DA reviews response to
DA 483

DA\ ISSuUes an

Establishment Inspection
Report (“EIR”

Registrar

Co rp*t

DEPARYMENT OF HEALTH AN HUMAN SERVICES

Saovics.
Foau s0d Ong Acminleirasn
Cofiegn Padk, MO
May'l, 2014
TN ST S e

EEFSTEG

R TSNS

T T R U R L Sy

Reference; Inspection Dato (3): ENE
Lacation: Sans

e RIS DA A

W ing 3 Copy of i part (RIR) fe the inspection thas e 11S.
I'ondaMDNgAdmwwmm(l'DA)anxw&xwmm&mdlumm
date(s). When the Agensy concludes that an inspection i “closed™ uader 20 CFR 30:04(d)(3), & will
eeiense a cpy of the Bm»mmmmﬁmmm This procedure i applicabla to EIRs for
inspectionk completed on of alier Apal 1, 1997,

The Agency cominually works (o uake its regalatory: process snd aclivities mare transparent 1o the
regulated indwstry, Releasig (his EIR 6 you is past of this efTort, The copy beirus piovided o you
cosmprises the narrative portion ot the report; it mary reflect redactions made by the Ageney in
accordance with the Freedom of lifonmation Act (FOIA) nnxd 21 CFR Part 20, This, however, does
not prechide you frarth requesting additions] fuformation widee FOIA

(£ theze 15 aay guestion whout e released information, feel fres 1o contact ae at (240) 402- 2271
or write 10!
Food ind Drug Adminisiation
Center for Food Safety and Applied Nuiition
Food Advheration Assesament Branch (HFS-60T)
5100 Paint Beanch Packway
College Puck, ME 20740-3835

Fer wiore information o the LS. FDA, please Visit e websfe at

‘progzan can be ccessed at
Fupdivaws Sagovity

Sincersly,
Maria Lau -8 W::“—'-'”L‘

Compliance GMca
Food Adultertion Assessment Branch
Diviston of Enforcamper
Olfiee of Coerplionce:
Cenvter for Foud Satety
and Apphied Nulriton

Erclosuro: Euisblishment nspectiois Repert (£1R)




After the Inspection

- FDA will eventually classify the
Inspection:
- No Action Indicated (NAI)
- Voluntary Action Indicated (VAI) -
- Official Action Indicated (OAl)

- FDA discloses the final inspection
classification in an online database

http://www.accessdata.fda.gov/scripts/inspsearch/
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OAI Actions (hand-out)

= Warning Letter (which you
could respond to) and
perhaps a “Close Out
Letter”

= Detentions at the port
= Registration suspension
= Re-Inspection under FSMA

214 > Mwruksd Foods Co, Loe. { Nakasu Factory) 77147 14 lagz ] of 3

Hore spectiors, C Enfercement, and Caminal igati O iance Artions and
cHivilies Waining Letbers 2014 o R X
fnspecuong%‘ﬁrrra fance, Enforcement, and Criminal Investigations

Marukai Foods Co_, Inc. [Takasu Factory) 711414

@ Publ c Health Service

Dapartmant of Haalth and Hulhan Sirvices Focc and Drug Administration
College Park, MO 20740
JUL 14, 2014

WARNING LETTER
WTA FYPRISS DELIVZRY

Mr. Mikasuki Sumica, Owrer/Representative Cirectar
Marukai Fuwds Co., Trg

4840-12 Tukasu-rho

Orwsichi-cily,

#lirushirma Prefeclure

lapan 7290141

Re133887

Dezr Mr. Sumida:

The United States Food and Drug Administration (FDA) nepected your Facilibty, Marukai Foods Ceo.,
Inc. ocated in Onarnichi-city, Hirsshima Prefacture Japan on February 19, 2014 thraugh February
20, 2014, The inspection was concuctzd Lo determire compliznoe with the Federal, Foed, Zrug,
and Cosmetic Act (the Act? and regulations Lhal anply Lo tha faad that you ship to the United
States, Based on ou- raview, we have concluded Lhat yaur Small Yaung Sardine (.23 o7, ), Small
Young Sardine (8,82 02.), and Dried Sardine {5 az ] products are in vislstion of the Federal Food,
DOrug, and Cosmetic Act {the Act) and Lhe applicable regulatians in Title 21, Code o Federal
Regulations, Part 101 (22 CFR 101}, Yeu can find copies of the Act and these reculasions thraugh
links in FDA's hame page at www.fda.gov!,

L. Your Small Yeung Sardine {4.23 o7.), Small Young Sardine (8,82 oz.), and CBried Sarding (5 oz}
products are misbranded within the maaning of Saction 403 (0] [21 U.5.C, § 343(h)] of the acz in
that they ere offered for sale under the name "sardine,” bt are in fact "anchowvies,"

2. ¥aur Small Young Sardine (4,273 02.3, Small Youny Sardine (8.82 as ) and Dried Serdine (5 o7.)
rraducts are mesbranded within the mearing of section 4Q2(f) of the Act [21 U.5.C, § 3421
because they contain Infermalion in Lwa languages but does not repeat all the required label
information In both larguayes. For example, the Nutrition Facts information must be daclared in
tath, Jasanese and English os required by 21 £FR 101.15{c){2).

Ir accardanca with 21 CFR 1 01.,15(c] If a producl label cantains any rapresentation in a fersign
language or fareign characters, all words, slotements, and other information required by or wader
authority of the Act ta ppear an the label muasl appear in the foreign Bnquags.

3. ¥our Small ¥oung Sarding [4.23 o7,), Small Young Sarcine (8,82 a.), and Dricd Serdine (5 oz. )
products are misbranded within the meaning of Scctlen 403(g} af the Act [31 U.S.C. § 343(n]] in

httpeiwew. degov IO RCE EnforcementActions Warniog Letters 24 20emdi7 1 18 him
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Inspection Process: Summary

Notice of ’
Inspection

Request for
more information

Classification

Establishment
Inspection Inspection
Report

Corrective
Action FDAi st?JrQ;I 483
Response  |#
4 \
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Common Sense TIips

= Don’t try to cancel or reschedule the inspection just to
avold inspection (“We think it would be better next year™)

- Take the Inspection serious: your export business could be
at risk by refusing or “failing” an inspection

- Be courteous and professional with the inspector
= Don’t be offended or defensive of their findings: their job

- Do offer to correct deficiencies promptly, but be realistic in
your promises and provide evidence to support the changes

= Don’t give gifts or other compensation even i1f small in
nature: Inspectors are not your friends
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How can facilities prepare?

- Review and stay current with applicable FDA rules and
regulations

- Ensure that food safety systems are current and
validated, especially LACF processes

- Conduct internal audits and employee training,
especially as outlined in your documents

= Consider a Registrar Corp “Mock FDA Inspection” or
other third party consultative audits

- Review common findings before FDA arrives
http://www.fda.gov/ICECI/EnforcementActions/ucm326984.htm#foods
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Registrar Corp's Office in Europe
16 Rue Jean Marie Barre — Auray -France
Phone: +33-(0)-2-97-56-60-65
Fax: +33-(0)-2-72-68-57-24
Email: europe@registrarcorp.com
Web: www.registrarcorp.com
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