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FOCUSED ON WHAT MATTERS TO YOU

All materials contained in this presentation are protected by United States
copyright law and may not be reproduced, distributed, transmitted,
displayed, published or broadcast without the prior written approval of
Roetzel & Andress LPA . You may not alter or remove any trademark,
copyright or other notice from copies of the content. The materials contained
in this presentation are provided for informational use only and should not be
considered legal advice. The hiring of a lawyer is an important decision that
should not be based solely on advertisements or seminar/ webinar materials.
Before you decide, contact us and we will send you free written information
about our qualifications and experience.

© 2013 Roetzel & Andress LPA. All Rights Reserved.
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FOCUSED ON WHAT MATTERS TO YOU

Overview

FDA FOOD SAFETY
MODERNIZATION ACT
e

ED

QUESTIONS

> What are FDA’s new enforcement
powers under FSMA?

» What will | need to do to avoid
enforcement actions under FSMA?

ANALYSIS
» FSMA §103 Preventive Controls

» FSMA §301 Foreign Supplier
Verification Programs

» FSMA §307 Accreditation of 3" Party
Auditors

» FSMA §106 Intentional Adulteration
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FOCUSED ON WHAT MATTERS TO YOU

Imported Foods

*  50% of fresh fruits
* 20% of vegetables, and
e  80% of seafood.

* FDA & Congress recognize that food safety challenges and solutions must
be addressed globally.

* The globalization of the food supply was a major force driving the passage
of FSMA
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FOCUSED ON WHAT MATTERS TO YOU

The Food Safety Modernization Act

» Effective January 4, 2011

» Most significant change to U.S. food
supply regulations since 1938

» Creates a comprehensive risk-based
approach to food safety

» 30 FDA guidances and/or
regulations to be published over
approximately 5 year
implementation

» 6 new regulations proposed in 2013
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Implementation Schedule

101 Inspection of records

107 Authority to collect fees (Implemented 10/12/2012; Currently under enforcement discretion)

201 Targeting of inspections resources
206 Mandatory recall authority
303 Authority to require import certificates

306 Inspection of foreign food facilities

309 Identification of smuggled food

102 New requirements for facility registration (Deadline officially extended to 01/31/13)
113 New Dietary Ingredients
207 Interim final rule on administrative detention of food

304 Prior Notice of imported food shipments

204 Traceability Pilot Projects
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FOCUSED ON WHAT MATTERS TO YOU
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Implementation Schedule

105 Draft Standards for Fresh Produce (Proposed Rule published
01/04/2013)

105  Guidelines for Fresh Produce (Proposed Rule published
01/04/2013)

106 Guidelines re: Intentional Adulteration

204  High Risk Food: Recordkeeping & Pilots

103 Hazard Analysis & Risk-Based Controls (Proposed Rule issued
01/04/2013)

106 Standards re: Intentional Adulteration 202 Program for Accreditation of Laboratories

302 Voluntary Qualified Importer Program (VQIP)
204 Draft traceability standard

301 Foreign Supplier Verification Program
(FSVP) (Proposed Rule published 07/29/13)

305 Plan to expand foreign government capacity

307 Third Party Accreditation Process

307 Accreditation of Third Parties Auditors
(Proposed Rule published 07/29/13)

RALAW.COM 13



%

5 ROETZEL

FOCUSED ON WHAT MATTERS TO YOU

WA a—)L

% 1055
% 1055

% 10655
52045

%1035
= 10655

3025
F 3075

EBEROEETE

(2013FE 1R 4B RITDRFE)
EBBROATARKSA4 Y

(2013FE 1R 4B RITDRFIE)

HARFSA V. ERNGARHEMAMIZET S0

SVRVER EREEBLHABHIOT S LA

BERATMEVRIR—ADFHEE

(2013F 1A 4B HITDHRHE)

EE. EHMGRMEMAMZETLSILD
BEEMEERMAZEE IO S L (vAp) =

_ 2025 WHAERRERIOT0OT 5 L
FEoEEBRTANDREAFHEE

52045 EMRAEEREDESE

301K NEHBKEEFERIETOI S L
(FSVP) (2013478 298 F 1T D 1R HI =)

3055 SNEBMFDOERILKD OO E

307 F=FEEADET
(2013F7H 29BH R IT DRI =E)

RALAW.COM 14



¢) ROETZEL

FOCUSED ON WHAT MATTERS TO YOU

« Mandatory Recall pursuant to FSMA §206
« Designation as “High Risk Food” pursuant to FSMA §303
« Suspension of Facility Registration pursuantto FSMA §102

« Re-inspection Fees pursuant FSMA §107
 Prohibited Act: per §301(zz) of FD&CA
« Refusal of Admission: per §801(a)(3) of FD&CA

« Import Alert: Placement of company on Detention Without Physical Examination
(DWPE)

« Form 483 & Warning Letters: Upon inspection of facility and discovery of
significant violations or non-compliance with FSMA §103 Preventive Controls

« Civil Penalties: per § 303(f)(2)(A) of FD&CA
« Criminal liability for corporate officer: per U.S. v Park
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TOTAL ACTUAL INSPECTIONS:

1Annual Reportto Congress on Food Facilities, Food Imports, and FDA Foreign Offices Provisions of the FDA Food Safety and Modernization Act, April 2011.
2 Annual Reportto Congress on Food Facilities, Food Imports, and FDA Foreign Offices Provisions of the FDA Food Safety and Modernization Act, August 2012
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FSMA §103: Hazard Analysis and Risk-Based Preventive Controls

Jan. 4, 2013: FDA Published Proposed
Rules

» ESMA § 103: Hazard Analysis and Risk-
Based Preventive Controls for Human
Food amending Current Good
Manufacturing Practice (FD&CA § 418)

» Proposed rules was published in the
Federal Register on January 16, 2013

= Comment period extended through
November 15, 2013

= Will become effective 60 days after
publication of final rule

* |Implementation date: August 30, 2015

RALAW.COM
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FOCUSED ON WHAT MATTERS TO YOU

Food Safety Plans Under FSMA

Proposed Rule requires owners, operators or agents
in charge of a food facility to implement a written
food safety plan that addresses the hazards likely to
occur in the food.

A food safety plan must contain the following:

» Hazard Analysis

» Preventive Controls

» Monitoring Procedures

» Corrective Action Procedures

» Verification Procedures

» Record Keeping / Documentation

RALAW.COM
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July 26, 2013: FDA issues proposed rule

» ESMA 301: Foreign Supplier
Verification Programs for Importers of
Food for Humans and Animals (ED&CA

§ 418)

» Comment period closed November 26,
2013

» Rule will become effective 60 days after
CERTIFIED publication of final rule

» Implementation date: October 31, 2015
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FSMA /| FSVP PARADIGM SHIFT

 FSMA creates a new paradigm for food
safety, making risk-based prevention

the priority

« FSVP spreads responsibility/liability
for safe food throughout the supply chain

— Importer - Exporter

— Distributor - Manufacturer

— Retallor - Grower
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IMPORTER DUTIES UNDER FSVP

IMPORTERS will have
responsibility for:

A. Ensuring food they bring into US meets FDA Safety Standards

B. Developing, implementing and
maintaining records regarding
verification programs on foreign food exporter / manufacturer /
raw material supplier

This includes records regarding:
» Type of food product
* Type of exporter

 Hazards identified

« Who / How hazard is controlled
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IMPORTER DUTIES UNDER FSVP

IMPORTERS will have responsibility to:

B. Assure that foreign
exporter / manufacturer/ supplier
of raw material is in compliance with:

 FSMA § 103 Preventive Controls
« FSMA § 105 Produce Safety

« FSMA § 303 Certification of High Risk Foods (when
Implemented)
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EFFECTS OF FSVP ON FOOD SUPPLY CHAIN

« Creates a “Chain of Responsibility” between foreign food

exporter / supplier and US-based importer / distributer /
retailer

* Places new responsibilities on US retailers & distributors

« Makes IMPORTER potentially liable for deficiencies of
foreign exporters / suppliers

INBOUND PRODUCTION OUTBOUND

RALAW.COM 31
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FOCUSED ON WHAT MATTERS TO YOU

WHO IS AN “IMPORTER”?

“IMPORTER” W@f
 FEDA: A person in the US who has purchased the Q/

food being offered for import

« CBP: A person primarily liable for the payments of duty on the
merchandise or an authorized agent acting on importers behalf.

“Importer” may include:
— Actual owner of goods
— Importer of Record

— Consignee

« “Importer of Record” (per CBP) is owner or purchaser of the goods; or
a licensed Customs Broker when designed by owner, purchaser or
consignee
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PRACTICAL CONSIDERATIONS

« Retailers: Will take on new responsibilities and F@ @D e
potential liabilities when they are considered the ﬁ
“importer” under FSVP. This will be a significant = COLLTU
shift in responsibility and may cause some retailers C OlIlLT|

to reduce or avoid foreign foods

- Exporter’s Supplier: In many countries, small and "3’3
medium- sized food suppliers and manufacturers -
rely on foreign trading companies for FDA compliance matters.

— Under FSVP, importer will be required to verify not only exporter’s
compliance, but also that exporter’s suppliers compliance with
requirements under the proposed rule. This will create a new burden on
both the importer and foreign supplier.
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CONTROL OF HAZARDS

A. Responsible Party
« US Side

* Non-US Side

e Importer « Exporter (Supplier)

 Distributor .
* Manufacturer (Supplier)

* Retailers : :
« Raw Material Supplier

B. New Responsibilities
« Document that the entity has established procedures and that it is practicing those procedures
« Depending on severity of potential hazard, importer/distributor/retailer will have to perform:

On-site auditing or 3" party Audit

— Sampling & testing
— Review supplier’s food safety record (Import alert, warning letters, etc.)
— Some other appropriate procedure

» Where potential hazard is controlled by importer or its customer (distributor or retailer),
annual written assurances regarding control of hazard will be required from these entities
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CONTROL OF HAZARDS

Importer / Distributor / Retailer Responsibilities

A. Review complaints regarding imported foods

B. Investigate cause of adulteration or misbranding

C.  Take appropriate corrective actions

D. Revise FSVP’s when they appear to be inappropriate

E. Periodic reassessment of FSVP:
. Every 3 years .
. Sooner if new information regarding a hazard emerges

F. Importer Identification: DUNS Number

G. Recordkeeping:
- Compliance status review documents
- Hazard analysis
- Foreign supplier verification activities
- Investigations & verification activities

- FSVP reassessments
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MODIFIED FSVP REQUIREMENTS

« The following parties will be subject to less
burdensome requirements (“modified
requirements”) of FSVP:

— Dietary supplements and dietary supplement
components

— Food imported by a very small importer or from a
very small foreign supplier

— Food from a foreign supplier in good compliance
standing with a food safety system that FDA has
officially recognized as comparable or equivalent
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« FDA will accredit 3" parties or recognize 3" Party Auditors

 FDA/accreditation bodies: will certify food articles and/or
facilities
« Accredited “auditors”: will certify facilities and/or food articles

« “Certificates” will be issued by 3" Party Auditors and may
accompany a entry documents for food offered for import

* Final rule will includes:

— List of accreditation bodies

— Model standards

— Conflict of interest
Implementation date: Oct 31, 2015
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FSVP IMPLEMENTATION CHALLENGES

A. Coordination with: FDA FOOD SAFETY
MODERNIZATION ACT
— FSMA § 103 Preventive Controls Tre——

— FSMA § 105 Produce Safety

— FSMA § 303 Certification of High Risk Foods (when
Implemented)

B. Compliance with World Trade Organization (WTO) & other Treaty
obligations

C. Enforcement of FSVP in over 200,000 foreign food facilities
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FSMA §106: Prevention of Intentional Contamination

* Requires domestic & foreign food facilities to address
hazards that may be intentionally introduced by acts of
terror

« Targets Processes most likely to be vulnerable to attack,
Including:

— Bulk liquid receiving & loading
— Secondary ingredient handling
— Secondary ingredient handling
— Mixing & Similar activities
 Food Facilities will be required to have a written
defense plan to address vulnerabilities BE e
Implementation date: May 31, 2016 b <
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« Mandatory Recall pursuant to FSMA §206
« Designation as “High Risk Food” pursuant to FSMA §303
« Suspension of Facility Registration pursuantto FSMA §102

 Reinspection Fees pursuant FSMA §107 _ g
« Refusal of Admission: per § 801(a)(3) of FD&CA ‘ -
* Prohibited Act: per § 301(zz) of FD&CA

« Import Alert: Placement of company on Detention Without Physical Examination
(DWPE)

« Form 483 & Warning Letters: Upon inspection of facility and discovery of
significant violations or non-compliance with FSMA §103 Preventive Controls

« Civil Penalties: per § 303(f)(2)(A) of FD&CA
« Criminal liability for corporate officer: per U.S. v Park
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FOCUSED ON WHAT MATTERS TO YOU

RECOMMENDED NEXT STEPS

« Understand that if you want to Export to the US, you must comply
with FSMA

- Initiate Analysis of the new obligations your company will have under
FSMA § 103, Hazard Analysis & Risk-Based Preventive Controls

- Initiate Analysis of the new obligations your company will have under
FSMA § 301, Foreign Supplier Verification Programs

- Beqin training managers in Preventive Controls and FSVP
requirements / responsibilities, as implementation of a compliance +.
program will take time.

%

« Understand that FSMA-compliance will give you a competitive
advantage

« Consult with knowledgeable food counsel on compliance with FSMA
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FOCUSED ON WHAT MATTERS TO YOU

Questions?

Edgar Asebey-Birkholm, Esq.

Partner, FDA Practice Group Manager
Roetzel & Andress

350 East Las Olas Blvd.

Suite 1150

Fort Lauderdale, FL 33301

easebey@ralaw.com
(954) 759-2754
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