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FSMA is historical...

* Involves creation of a new food safety system
* Broad prevention mandate and accountability
* New system of import oversight

* Emphasizes partnerships

 Emphasizes farm-to-table responsibility

* Developed through broad coalition
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Why the Food Safety
Preventive Controls
Alliance?
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Introduction

* Background

= FDA recognized the need to assist the regulated
industry to comply with FSMA

= Decision was made to follow the Seafood HACCP
Alliance model

= FSPCA followed similar format, but with different

structure to account to various commodities included
in FSMA

= FSPCA public/ private partnership to achieve this goal
= Based at lIT Institute for Food Safety and Health
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Why the Institute for
Food Safety and Health?
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Why IFSH?

* Largest and oldest of FDA/CFSAN’s Centers of
Excellence

" Founded in 1988 as National Center for Food Safety and
Technology

= Reorganized as IFSH in 2011
* Long-standing Public/Private Partnership
e Expertise in food safety and food processing

INSTITUTE FOR
@ FOOD SAFETY FS ((‘ A
Zi1 I 1| AND HEALTH -
FOOD SAFETY PREVENTIVE CONTROLS ALLIAN

OOOOOOOOOOOOOOOOOOOOOOOOOOOOO



IFSH — At a Glance

Four research centers with primary
focus:

= Food processing safety
= Nutrition research
= National security related to food

)ds consortium between
1T, FDA?Industry 68 Members)

= Location for FDA’s Division of Food
Processing Science & Technology

100+ Scientists 50/50 IIT/FDA
137 IIT Graduate Students

= Masters and Professional Certificates
in FST and FPE

— Students gain valuable research
experience with FDA on research
projects
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lIT Main Campus, State Street, Chicago, IL

IIT Moffett Campus, Bedford Park, IL
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IFSH Centers

U.S. FDA
DFPST/CFSAN

Institute for Food
Safety and Health

School of
Applied
Technology

National
Center for
Food
Safety and
Technology

Center for
Processing
Innovation
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Center for
Nutrition
Research

Center for
Specialty
Programs

Department
of Food

Science and
Nutrition
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IFSH & Industry Collaboratlon 10
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FSPCA Public/Private Partnership
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FSPCA — Public/Private Partnership
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FSPCA Management Entity Partners

* Institute for Food Safety and Health (IFSH)

= Hosts the website for Lead Instructors to get resources and
information.

= Manages FSPCA interactions with FDA
* International Food Protection Training Institute (IFPTI)

= Hosts the website for online course enrollment,
recordkeeping, and certificates.

= Manages fees for the FSPCA.
e Association of Food and Drug Officials (AFDO)
= Works with Lead Instructors on registering courses.
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FSMA Rules

Preventive Controls (Human Food) Sept 17, 2015
Preventive Controls (Animal Food) Sept 17, 2015
Produce Safety Nov 27, 2015
Foreign Supplier Verification Program Nov 27, 2015
Accredited Third Party Certification Nov 27, 2015
Sanitary Transport April 5, 2016

Intentional Adulteration May 27, 2016
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‘ FSMA Rules and FSPCA Involvement

Preventive Controls (Human Food) Sept 17, 2015
Preventive Controls (Animal Food) Sept 17, 2015
Produce Safety Nov 27, 2015
Foreign Supplier Verification Program Nov 27, 2015
Accredited Third Party Certification Nov 27, 2015
Sanitary Transport April 5, 2016

Intentional Adulteration May 27, 2016

INSTITUTE FOR
FOOD SAFETY (( A
AND HEALTH FS | ( ﬁ:

FOOD SAFETY PREVENTIVE CONTROLS ALLIANCE

OF TECHNOLOGY

©IFSH

15



Organization
and
Governance
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FSPCA Structure (old)

FSPCA Steering Committee

ey Training Materials, Course,

Inspection

Officials Srfia] Feacl |V|Ode|S, PrOtOCO|
Subcommittee
ol | Gl | Certificates and Records

and Educators

[hternational Association of Food and International Food

US Food Subcommittee OIS el Eime) €0e Protection Training

R Association of American Institute
Trade Working Feed Control Officials

Association Groups
Reps
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FSPCA Committees, Subcommittees,

Work Groups

Implementation
Subcommittee

Outreach
Subcommittee

Curriculum
Subcommittee
(Human Food)

Animal Food
Subcommittee

Executive
Committee

Steering
Committee

International
Subcommittee

Foreign Supplier
Verification
Program (FSVP)
Subcommittee

Intentional
Adulteration (1A)
Subcommittee

Tram.ers gt Website Model Food Content Work Training Content  |Trainer Network Te(fhnlcal Content
galners Work Grou Work Grou Grou Work Group Work Group e Work Grou
Work Group P P p Work Group P

. N A
::s.ci:tr:;i:e -« Model Food L:\’:\::I::e Mandarin
Work Group Work Group - Review Team
Conference Japanese
French Language
Work Group guage 1 La.nguage

©IFSH
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Portuguese

Language

Hindi
Review Team
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Curriculum

Preventive Controls for
Human Foods
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FSPCA Preventive Controls Course

* The FSPCA Preventive Controls for Human Food course is
the “standardized curriculum” recognized by FDA

* Training is one means to become “Preventive Controls
Qualified Individual” required by PC Rules

* Lead Instructors have access to:
= “Instructor Notes” to assist with delivery and interpretation

= Exercise guides and instructions to reinforce key learning
objectives

= Simplified model foods for exercises that are consistent with
regulatory requirements

= Access to all current resources and information that the Alliance
provides
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Standardized Curriculum Goals

* Facilitate understanding of FDA expectations

* Provide training leading to “Preventive Controls
Qualified Individual”

* Understanding of “Food Safety Plan”
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Curriculum Support Materials

For Students For FSPCA Lead Instructors
* Participants Manual — * Instructors Manual
(Open access) = Annotated Participant’s
= Slide images, supporting text, Manual
example forms, Food Safety e Slide set

Plan example, references : :
_ * Instructor’s Exercise Guide
e Exercise Workbook

= Model foods teaching
examples
e Adult learning and
administration procedures
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Hazard Analysis and Risk-Based Preventive
Controls

Food Safety Plan
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Preventive Food Safety Systems

fFood Safety Plan

Including procedures for
monitoring, corrective action
and verification, as appropriate

E @

DR

Hazard
Analysis

GMPs and Other

Prerequisite Prograry
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Risk-based Preventive Controls

* Focus on what matters most for food safety
* Preventive, not reactive

* Work in conjunction with and supported by other
programs like Good Manufacturing Practices

* Designed to minimize the risk of food safety hazards

TTTTTTTTTTTT
@ FOOD SAFETY FS ((‘ A
s AND HEALTH (
FOOD SAFETY PREVENTIVE CONTROLS ALLIANCE

OOOOOOOOOOOOOOOOOOOOOOOOOOOOO



Other Risk-based Food Safety Programs

US Space Low-acid canned FDA Seafood FDA Juice HACCP
program food regs HACCP regs regs

USDA HACCP regs Codex HACCP NCIMS Dairy
Annex HACCP
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Historically HACCP Focuses on the Process

2 E3 N\

Critical
Critical
Limits

> Control
Points (CCPs)
{ Monitor J

Verification & Corrective
{Recordkeeping] —_:>[ Action J
i FSPC A
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Preventive Controls Include More Than HACCP

/ Hazard \
Analysis

/" Preventive

_—> Controls
(CCPs, allergen,
sanitation,
\_ supplier, etc.)

Parameters
& Values

Verification & Corrective
o
[Recordkeeping] —_>[ ction or J

Corrections

©IF
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What’s New in a Food Safety Plan
| Element | HACCPPlan | AddedinfoodSafetyPlan

Hazard analysis Biological, Chemical hazards to include radiological;
chemical, physical consider econ. motivated adulteration

Preventive controls CCPs for processes Process CCPs + controls at other points that
are not CCPs

Parameters and Critical limits Parameters and minimum/maximum values

values (= Critical limits for process controls)

Monitoring Required for CCPs  Required as appropriate for preventive
controls

Corrective actions  Corrective actions  Corrective actions or corrections, as

or Corrections appropriate
Verification For process As appropriate for all preventive controls;
controls supplier verification required when supplier
controls a hazard
Records For process As appropriate for all preventive controls
controls
Recall plan Not required in the Required when a hazard requiring a

plan preventive control is identified



Implementation
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Timeline
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How are we doing?
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FSPCA Delivery Model

Trainers-of-
Trainers (ToTs)
train Lead
Instructors

Lead
Instructors
train
Participants

Participants 1 l \ '[ l’ \ [ \
curemensorre SRR R SEEEREREREER R REREEE

Qualified Individual
INSTITUTE FOR
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FSPCA Metrics (Human Foods)*

~19,500 Human Food
course certificates issued

(~3,100 international)

~1,300 FSPCA Preventive
Controls for Human Food
courses conducted

~270 upcoming courses
scheduled
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Number of Certificates

0
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Preventive Controls for Human Food Certificates Issued by Week (Cumulative)

__13\51391%3“8

2032
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%\e‘b 175 \()‘3 \\9

Weekly Progression

*asof 9/9/16  SPCA
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Lead Instructors (Human Foods)

e 877 Lead Instructors
e 542 Candidates

* 36 Lead Instructor
courses completed

e 8 courses currently
scheduled

r

FSP@ A
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CERTIFICATE UF TRAINING

Jemfer Kane

thle Food Safety P tlv course:
Lead Instructor Training for FSPCA Preventlve Controls for Human Food

delive ctor,
Kathy Gombas
01/1 4/2016

Zoben Brackett, VP and Director

e,
Institute for Food Safety and Health

GIFSHEES

\

e 103 international Lead Instructors
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FSPCA Metrics (Human Foods)

©IFSH
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FSPCA Metrics (Animal Foods)*

~906 Animal Food course
Ce rt ifi Ca te S i S S u e d Preventive Controls for Animal Food Certificates Issued by Week (Cumulative)

~18 international)
~33 FSPCA Preventive

Controls for Animal Food
courses conducted —

~32 upcoming courses Wl Progression
scheduled

——

Number of Certificates

=3 V- ST ST T\ SRV ST~ R

BT T ST - ST T ST ST T ST LT L - S-S
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Lead Instructors (Animal Foods)

e 159 Lead Instructors T FSPE A I

FOOD SAFETY PREVENTIVE CONTROLS ALUANCE

Jenifer Kane |

* 3 Lead Instructor

Lead Instructor Training for I;S';gA ‘I;?oe\;;;t?\%(:&or‘;;;:ls for Human Food
hy Léad Iastructor,
courses completed oty
A
* 0 courses currently fe fete
GIFSH =
scheduled \

OIFSHI:: “asof 9/9/16  SPCA
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Global Human Food LI's and Human Food LI Candidates
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Instructor and Candidates Distribution — Example

Example of GeoMap for Lead Instructors and Lead Instructor Candidates

LI Candidates are red
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Technical Assistance
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FSPCA Flyers

e Domestic

* |nternational
= Multiple languages

FSPCA Domestic One Page Flyer (pdf)

FSPCA International One Page Flyer (pdf)
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About the FSPCA

The Food Safefy Preventive Condrok Allaonce [FEPCA) & o publc-phvobe parfnership creafed oy the U, & Food
and Drug Administration [FDA], and the linocis Irstiute of Technology's instihuie for Food Sofety and Health {IFSH).

The main mision of the FS*CA & to support sofe food production by developing and delivering o cone
cumiculum, conducting froining, and supporting a fechnical osistance® netweork and outreach programs
fhat will help the human food and arimal food industy comply with Prevenfive Controls regulations.

Infermafional Padnerships

The publc and private stakeholders thaot coloborabe within FEPCA find bered! in having occess fo information
fhat con hedp them comply with reguiations ond produce sofe food. Morket occes & on odded benedt.

Infernational publc and private ssctor onganzotions ane encouroged fo parficipate in FEPCA in order 1o
prowide amsatonoe and faining fo companies in thesr regions. FAPCA sfiives fo support infemational cenders

who provide froining and technical cssistance.

Gel Involved

The FEPCA & engoged in efforts fo provide rescurces
for shoeholdens fo use in meeding both the Human
ard Animal Food Preventve Confrok noles
requirernants urider FRAA

Parficipate: Join one of the FSPCA subcommitiees
or Working Groups thaf irdenest you.

Become an FSPCA Leod Instrucion FEPCA provides
frain-the-trainer courses for ndependent instructons
fio gain the skils necessany fo deliver the $ondondized
froining. Appd online ot wweiteduw/fh/alionce
and click on the “Appd to become an FEPCA Lead
Insfrucior® bubon

Join fhe Technical Assisionce Network: Rescurces
[experts) available fo industry fwith on emphosis on
smail and mid-szed human food and animal food
companies) to provide scienffic and fechnical
informafion on hozords associated with foods and
pravensiie controb for those hazands. Experts can
porficipaie in infomafion porhals, conduct ressanch,
shore modek, and communic ofe dinectty with zmall
businemses. Networi parficiponts come fogether
with industry and reguinfors for an annwal fechnical
conference.

Taks o Cowrsa: Attend a Food Safety Preventive
Confok course for human food or animal food. The
FEPCA Cerffcole of Couse Complefion pronvides
evidance of faining ogainst the Sondordined
cumculum.

Stay informed: FSPCA will continue to provice
information and rescurces Srough Bs website,
conferences, woriing growps, and webinars for
the wholke community interested in food sofeby
preveniiee confrok.

FEPCA Updohs Webinors are scheduied quarsferty.
G to wewerit.edu fifshfalkanc & fo view fe coment
schadul.

*rmcheic s conioncs b cefnec o I fegoesy meakibie o by ekt onemonoma cn el oo mid-dnes & umae food asd arima food
mponay o aovis minific ond chnical nfomafion on oo coocicied with fooch ond preven fee confrol for Fooe hooonds.
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FDA Food / Feed Internal and External Tech Assistance Networks

PCScientific & Technical Questions from Industry PCRegulation Interpretation Questions

v

“‘emal Netw%f

Extension CVM Info
Specialists FSPCA Center
External
Technical
Assistance
Land Grant *\ - Network Imports
Universities
OIFSH 2z FSP@ A
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FSPCA Community

Web Community and Technical Assistance

Supports Industry, Food Safety Experts , Lead
Instructors

Project Completed — May 12, 2016

User Acceptance Testing — April 26
Launch — May 11-13
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Community Overview

* Interactive Community
* Technical Assistance

* Resources

* Lead Instructor Support

* Phase 2 Upgrades — Target Completion — September
2016

https://fspca.force.com/FSPCA/s/
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Search for articles and discussions Search

T—

A ) T l .

fi TOPICSv  LEADINSTRUCTORINFO  TRAINING CATALOG  LEAD INSTRUCTORS

WELCOME TO THE FSPCA COMMUNITY

The Food Safety Preventive Controls Alliance is a place where you can find solutions and easily ask questions related to FSMA Implementation

Alist of FSPCA PCQI Human Food Classes (7/14/16) can be found at this link
https://fspca force.com/FSPCA/s/question/0D53600000HEKDBCAL?t=1468869307919

FEATURED  DISCUSSIONS

MIT ONLINE INQUIRY

TRENDING ARTICLES

How can | become a Food Safety

ENVIRONMENTAL !

EDUCATION P — FOOD ALLERGENS rretventtw: Controls Alliance Lead
nstructor

Preventive Controls Qualified Individual

Completing a Lead Instructor Application
Form

How to check the status of a lead instructor
application in the FSPCA Community

GOOD MANUFACTURING REGULATORY/RULES

PRACTICES RRANAEES INTERPRETATION

FSPCA Preventive Controls for Human
Foods Courses as of 7-14-16
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FSPCA Technical Assistance Network —Inquiry
Routing Process

Inquiry
Routing

- Response
to
Inquirer

Inquiry
Form
Initiated

Inquiry Answer

Track Vetting

* Submissions using the form on ¢ |dentify key words for indexing ® Track unique identifier * Answer returned to network * Response sent to Inquirer
the alliance web page * Match data with FSE « Verify FSE receipt « Answer vetted for accuracy and « Date and Time captured

* Date and time of submission « Notify FSE of Inquiry fit  Inquiry closed
captured « Date and time of transfer to FSE

* Unique identifier generated captured

* Response fields for every question are fully
searchable

* Usage statistics and demographics are
available in real time
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fi TOPCSv  LEADINSTRUCTOR IN TRAINING CATALOG  LEAD INSTRUCTORS

SUBMIT YOUR QUESTION TO THE FSPCA

TYPE

—None-- v

CASE REASON"

--None-- v

Subject *

Description *

Name *
Company
Email *

Phone

SUBMIT

NEED ANSWERS FAST?
Check out these articles.

Process Control vs. an Allergen Control
Apr 18,2016

FSPCA and Other Training FAQ
Apr 19, 2016

Completing a Lead Instuctor Applicatin Form
Jun21, 2016

How to check the status of a lead instructor application in the FSPCA
Community
Jun 26, 2016

How to Resubmit a Lead Instructor Application
Aug 10,2016

Technical Assistance Network

Page to submit a question to the FSPCA Technical Assistance Network
Frequently Asked Questoins and Topics are on the side
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Outreach

TAN Conference / Meeting - 2017
e Structural Changes

FSPCA , FDA - (FSE’s and SME’s)

e Technical exchange to

= Discuss TAN operation
= Share best practices

" Gain feedback to date
= Plan next steps

OOOOOOOOOOOOOOOOOOOOOOOOOOOOO
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FSPCA Webinars

2016 Webinars
e QOctober 20
2017 Webinars
° January 19
WIFSH ez

OOOOOOOOOOOOOOOOOOOOOOOOOOOOO

FSPCA Update Webinars*

The Food Safety Preventive Controls Alliance (FSPCA),
in collaboration with the Food and Drug
Administration (FDA), hosts quarterly webinars to
update stakeholders on the progress of the Alliance.

Update webinars scheduled for April 21, July 21,
October 20, 2016 and January 19, 2017.

* Go to “Upcoming Events on the FSPCA Website

(
f
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Coming Soon!

* Foreign Supplier Verification Training
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Foreign Supplier Verification Program (FSVP) « FSPCA HOME

+ THE ALLIANCE

= COURSES
FSUP CURRICULUM AND TRANING o
The FSVP course Is in development. In late September 2016, a "walkthrough” will take place with FDA VERIFICATION PROGRAM (FSVF)
reviewers and content experts. In late October/early November 2016, a face-to-face pilot of the course will be o INTENTIONAL ADULTERATION
conducted. After the pilot, the face-to-face (instructor-led) course will be offered, targeted to begin inlate o FSPCA PREVENTIVE CONTROLS FOR

ANIMAL FOOD

 FSPCA PREVENTIVE CONTROLS FOR
HUMAN FOOD

November 2016. FSPCA is evaluating mechanisms for current Preventive Controls Lead Instructors to add the
FSVP course to their portfolio.

FSVP MEETING SUMMARIES * LEAD INSTRUCTOR

® TECHNICAL ASSISTANCE NETWORK

The following are summaries of the biweekly meetings held with the lllinais Institute of Technology/institute (TAN) DATABASE
for Food Safety and Health/Food Safety Preventive Controls Alliance (FSPCA), FDA, and the two IIT consultants + RESOURCES
responsible for development of the FSVP training program. + FAQ
» INTERNATIONAL
July1,2015 o INTENTIONAL ADULTERATION
Bob Lake and Cathy Carnevale, the consultants to IIT who are developing FSVP training, had taken a pilot + COMMITTEES
FSPCA Preventive Controls for Human Foods class and asked whether there was an expectation that they use + NEWS

the same format for creating a FSVP course. The PC courses are more technical, given that they are intended « RETURN TO IFSH
primarily for food manufacturers/processors, while the FSVP course is intended for importers, who could also
be manufacturers, but may also be retailers and other business persons with little technical background. There
was a conversation on the differences between the new supplemental FSVP proposal and the original FSYP
proposal. Lake and Carnevale wanted to know more about how FDA planned to reach out to foreign food
suppliers regarding the new PC and produce rule requirements - once those rules are finalized, the concern
being that the foreign supplier should have awareness of these rules prior to importers contacting them about
arequirements under the FSVP rule. The praposed roles of Qualified Individuals under PC and FSVP rules were
also considered.

FSPC A
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Coming Soon!

* Foreign Supplier Verification Training

* Intentional Adulteration Training
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Intentional Adulteration

Intentional Adulteration Curriculum and Training

More information to come when available.

FSMA Final Rule Mitigation Strategies to Protect Food Against Intentional
Adulteration

FDA's final Intentional Adulteration (IA) rule is aimed at preventing intentional adulteration from acts intended
to cause wide-scale harm to public health, including acts of terrorism targeting the food supply. Such acts,
while not likely to accur, could cause illness, death, economic disruption of the food supply absent mitigation
strategies. Rather than targeting specific foods or hazards, this rule requires mitigation (risk-reducing)
strategles for processes in certain registered food facilities.

The rule, which is required by the FDA Food Safety Modernization Act, requires covered facilities to prepare
and implement food defense plans. The FDA issued the final rule on May 27, 2016. This rule is a first of its
kind, so education and outreach is critical. Additionally, FDA recognizes that many of the food facilities covered
by this rule will also be meeting the requirements of other FSMA rules. Therefore, FDA s providing a longer
timeline in the final rule for facilities to comply with the intentional adulteration rule. For mere information
about the final IA rule, please click here,

« FSPCA HOME

+ THE ALLIANCE
= COURSES
® FOREIGN SUPPLIER VERIFICATION
PROGRAM (FSVP)
o INTENTIONAL ADULTERATION

 FSPCA PREVENTIVE CONTROLS FOR
ANIMAL FOQD

® FSPCA PREVENTIVE CONTR R
HUMAN FOOD

¢ LEAD INSTRUCTOR

o TECHNICAL ASSISTANCE NETWORK
(TAN) DATABASE

+ RESOURCES

+ FAQ

o INTERNATIONAL

¢ INTENTIONAL ADULTERATION
# COMMITTEES

+ NEWS

¢ RETURNTO IFSH
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Coming Soon!

* Foreign Supplier Verification Training
* Intentional Adulteration Training
* “Blended Course”
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Human Food “Blended Course”

i

Part 1 — Online, self-paced Part 2 — Lead Instructor led
e Covers material in Version * Slide set for review of
1.2 learning objectives
* Knowledge checks to * Exercise Workbook used to
engage learner reinforce learning using
* Anticipate to go “live” late model foods
fall of 2016
OIFSHz=22 FSPCA
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THANK YOU!

Robert E. Brackett, Ph.D.
[IT Vice President and Director
. Institute for Food Safety and Health

@”:SH FOOD ST lllinois Institute of Technology FS P@A
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Questions

If you have any questions,
please contact the FSPCA at

fspca@iit.edu
or or visit the FSPCA website at

http://www.iit.edu/ifsh/alliance

for resources on preventive controls, lead instructor
application, and details of other FSPCA activities.
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