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Food Safety Modernization Act FCPC

Food & C
Products of Canada

(FSMA)

United States Food and Drug
Administration (FDA)

FSMA signed into law by President
Obama on January 4™, 2011

Legislation is biggest single reform
for 70 years

FDA currently developing rules to
support FSMA

Once rules are finalized they will
not necessarily come into force
Immediately

- Consideration for small businesses

- Not all rules will come into force at
the same time
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Safe Food for Canadians FCPC

Products of Canada

Act (SFCA)

Canadian Food Inspection
Agency (CFIA)

SFCA received Royal Assent
November 2012

Legislation is the single biggest
reform in 30 years

CFIA is currently developing
regulations to support SFCA

Once regulations are finalized, not
all will not come into force
Immediately for all food sectors

- Phased in based on category
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Common Mandatory

Programs

* Importer must have:
— U.S. address for FSMA

* Importer must be registered (Bioterrorism Act)
— Canadian address for SFCA

 Importer will need to be licensed

« CFIA considering licensing offshore importers from
countries with comparable food safety programs
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Common Mandatory

Programs

« Importer has significant legal responsibilities:
— For both Canada and the U.S.

 Importer is responsible for importing foods that meet
regulations

 Importer must be able to trace goods

 Importer must be able to conduct recalls

It will be critical to form importer/supplier partnerships with an
Importer that understands your business
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Common Mandatory

Programs

» Preventive Control Plans (PCP)

— Risk Assessment and Risk Management

« Hazard Analysis Critical Control Points (HACCP) to
identify risks

— Or equivalent assessment method

Risk factor = likelihood x magnitude
* Prerequisite programs to manage risks

Say what you do, do what you say, prove it
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Common Mandatory

Programs

« Traceabllity System
— One up, one down, Codex-based

— Includes mock recalls

10
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Common Mandatory

Programs

 Recall

— Ability to withdraw product from commerce
— U.S. FDA and CFIA will be able to mandate recalls

 Voluntary approach preferred

m Canadian Food Inspection

¥ CFIA-ACIA

RECALL

Food Recall Warning

11
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Common Mandatory

Programs

* Prerequisite Programs
— Record Keeping
» Readily accessible
— Sanitary Transport

— Food Allergen Management Programs

12
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FSMA and SFCA — Similar

Outcomes Different Approaches

SFCA applies to ALL food commodities

— Primary growers, with the exception of fresh fruit and
vegetable growers, will likely be exempt

FSMA does NOT apply to seafood, juice, low acid
canned products because these already have
regulations that apply to them

FSMA does NOT apply to meat and poultry products
overseen by the U.S. Department of Agriculture
(USDA)

13
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FSMA and SFCA — Similar

Outcomes Different Approaches

Risk Categories:
SFCA proposes 3 categories TBD

» CFIA creating algorithm based on factors
such as an individual facility’s safety
record and quality of food safety programs

FSMA proposes 2 categories:
High Risk (HR)
Not High Risk (NHR)

* FDA originally heavily commodity-based
but supplemental draft rule now closer to
CFIA approach

14
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FSMA and SFCA — Similar

Food & C

Outcomes Different Approaches

* |Inspections
— FDA is legally mandated to conduct twice as many
foreign inspections as the previous year for five years
« Start with 600 inspections per year

« Cost-recovery fees are calculated annually based on
travel cost estimates

— CFIA currently has no plans to increase its foreign
facility inspections
« Will rely on other sources of information such as FDA
Inspection results

Products of Canada

15
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FSMA and SFCA — Similar

Outcomes Different Approaches

« Third Party Audits

— FDA is mandating all facilities under FSMA must have a
third party audit conducted on a schedule based on risk

 Third party auditors must be accredited to conduct
FDA audits

* FDA audits will have unique criteria
— CFIA is NOT mandating third party audits

* Reputable third party audit results will be considered
In a facility’s risk profile which determines CFIA
iInspection frequency for DOMESTIC facilities 6
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FSMA and SFCA — Similar

Outcomes Different Approaches

« Audit Reports

— FDA publishes audit reports and warning letters for
iIndividual facilities online

— CFIA currently does not report individual inspection
reports but they can be accessed through access to
Information requests

» CFIA reviewing options for report transparency

17
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FSMA and SFCA — Similar

Outcomes Different Approaches

« Definition of a “small” business

— FDA defines a small business as one that has less than
$1.,000,000 in total annual sales of human food

— CFIA defines a small business as one that has less
than $30,000 in total annual sales of human food

18
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Third Party Audits

« Food manufacturers who are currently certified by
an audit scheme, particularly one that is globally
benchmarked, will be well positioned to meet the
requirements of both FSMA and SFCA

— Many schemes exist for the entire supply chain

19
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FCPC

Food & Consumer
Products of Canada

 Each FSMA rule will have a unique effective date; most
rules supporting FSMA will possibly be in place by late
2015 or 2016

- Timing depends heavily on final publication of the rules supporting
FSMA

* Rule releases have been very slow to date making it difficult to
predict when FSMA will be in full force

- A full list of proposed and supplemental rules with links to the
original documents can be found in the appendix

- Once arule is in effect, it may have a future compliance date

Don’t wait until the rules are finalized to take action as many of the

requirements can be time-consuming to implement .
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FCPC

Food & C
Products of Canada

« CFIA to publish draft regulations in Canada
Gazette | supporting SFCA in early 2015 for
comment
— Final regulations expected to be published late 2015

— Proposed staggered coming into force dates:

Requirement Currently Fresh Fruits Currently Non-
Registered and Vegetables registered
Foods Foods

Licence 2015 2015 2016

Preventive 2015 2016 2017

Control Plan
21
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Questions? Contact FCPC

Susan Abel

Vice President Safety and Compliance
Phone: 1 416 510 8756

Mobile: 1 647 242 8802

E-mall; susana@fcpc.ca

http://www.fcpc.ca/
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JEIm Japan External Trade Organization
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