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Objectives

* Do | have to Register with the FDA?
* What is the Preventive Control Rule?
* What parts of the Rule am | subject to?



FDA
Food Facllity Registration Backgroun

BIOTERRORISM ACT OF 2002: The owner, operator, or
agent in charge of a domestic or foreign facility engaged in
manufacturing/processing, packing, or holding food for
consumption by humans or animals in the United States is

required to register the facility with FDA

— Food facilities must be registered before such
operations begin

— The owner, operator, or agent in charge of a facility
that is required to register may authorize an individual
to register the facility on its behalf



§J\/I |rements
The e-mall ess for t ontact person of the facility

or, in case of a foreign facility, the email address of the
U.S. Agent for the facility

Assurance that FDA will be permitted to inspect the
facility at the times and in the manner permitted by the
FD&C Act

Updated food category information, as determined
appropriate by FDA

Biennial Renewal
Suspension of Registration



Food Facility Registration Exemptions

» Certain fishing vessels not

» Retail Food engaged in processing;
Establishments > Facilities regulated exclusively,
> Farms throughout the entire facility,

by the U.S. Department of

> R ran
estaurants Agriculture (USDA) under the

> Nonprofit Food Federal Meat Inspection Act
Establishments in which (21 U.S.C. 601, et seq.), the
food is prepared for, or Poultry Products Inspection
served directly to, the Act (21 U.S.C. 451, et seq.), or
consumer the Egg Products Inspection

Act (21 U.S.C. 1031, et seq.).



Registration FAQ for Maple Producers

* Are maple syrup producers “farms” and,
thus, exempt from registering?

* Gathering sap Is a harvesting activity = farm = exempt
from registering

* concentrating sugar maple sap by heating is a form of
“manufacturing/processing” (21 CFR 1.227) = required
to register, unless all of the concentrated sap is
consumed on the farm or another farm under the same
management, or another exemption applies.



Registration FAQ for Maple Producers

* If a person has a business in his or her home that
iInvolves manufacturing, processing, packing, or
holding food, does that person need to register
that private residence as a food facility?

* No. A private residence is not a faclility as defined in
21 CFR 1.227. Thus, a private residence that meets
customary expectations for a private residence that is
also used to manufacture, process, pack, or hold
food need not be registered.



Registration FAQ for Maple Producers

A number of maple sugar makers operate
from their own property, on which their
private residence Is also located. Are these
maple sugar makers required to register
the facility that is on their property and
used for maple sugar production?



* A private residence must meet customary
expectations for a private home and does not
otherwise include commercial facilities in which a
person also happens to reside.

* If a separate building located on the real property
of the private residence site is used as a maple
sugar manufacturing or processing facility and
does not have a use as customarily expected
for a private residence, that facility must be
registered, unless that faclility qualifies for another
exemption



If | reqgister, will | be inspected by the FDA?
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Home » Food » Guidance & Regulation > Food Facility Registration

Registration of Food Facilities

Online Registration of Food
Facilities

Acidified & Low-Acid Canned
Foods (LACF) Registration

Infant Formula Notification

MNew Dietary Ingredient MNotification
Instructions

Qualified Facility Attestation

Shell Egg Producer Registration

Structure/Function Claims Process

f SHARE | W TWEET | in LINKEDIN | @ PINIT EMAIL | &= PRINT

FDA Industry Systems

Login / Create Account

OMB Approval Number: 0910-0502
OMB Expiration Date: 08/31/2019
See OMB Burden Statement.

The Public Health Security and Bioterrorism Preparedness and
Response Act of 2002 (the Bioterrorism Act) directs the Food and Drug
Administration (FDA), as the food regulatory agency of the Department of
Health and Human Services, to take steps to protect the public from a
threatened or actual terrorist attack on the U.S. food supply and other
food-related emergencies.

To carry out certain provisions of the Bioterrorism Act, FDA established
regulations requiring that:

« Food facilities register with FDA, and

» FDA be given advance notice on shipments of imported food.
These regulations became effective on December 12, 2003.

The FDA Food Safety Modernization Act (FSMA), enacted on January
4, 2011, amended section 415 of the Federal Food, Drug, and Cosmetic
Act (FD&C Act), in relevant part, to require that facilities engaged in
manufacturing, processing, packing, or holding food for consumption in the
United States submit additional registration information to FDA, including

Guides and Tutorials

+ Food Facility Account
Management

* User Guides for Online
Reqistration of Food Facilities

+ (Guide to Biennial Registration
Renewal

+ Cancellation by Paper (Mail or
FAX)

s System Status

Additional Resources

+ Reqistration Statistics

Contact FDA

1-800-216-7331
240-247-8804
furls@fda.gov

FDA Industry Systems

Help Desk

(Technical, Computer & General
Questions)

Help desk hours are Monday to

Friday from 7.30 am to 11:00 pm
Eastern Standard Time
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Current Good Manufacturing Practice, Hazard Analysis, and
Risk-Based Preventive Controls for Human Food (21 CFR
117)

Implications for Maple Syrup
Producers and Packers in the LIS




21 CFR part 117

* Modernizes longstanding current good
manufacturing practice (CGMP)
requirements

* Establishes new requirements for hazard
analysis and risk-based preventive controls
(HA/PC requirements)

www.fda.gov
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21 CFR 117 Subparts

A:. General Provisions
B: Current Good Manufacturing Practice

C: Hazard Analysis and Risk-Based Preventive
Controls

D: Modified Requirements

E: Withdrawal of Qualified Faclility Exemption
F: Records

G: Supply Chain Control Program
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21 CFR 177 Subparts

A:. General Provisions
B: Current Good Manufacturing Practice

C: Hazard Analysis and Risk-Based Preventive
Controls

D: Modified Requirements

E: Withdrawal of Qualified Faclility Exemption
F: Records

G: Supply Chain Control Program
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Good Manufacturing Practices®

Personnel must:

* be free of illness and wounds (or
appropriately covered)

* Wwear suitable outer garments

* wash hands thoroughly (and sanitize if
necessary)

* remove unsecured jewelry
~See 21 CFR 117 subpart B for full GMPs
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Good Manufacturing Practices

Plant and Grounds must:

* be maintained in a way that protects food
from contamination

* be of suitable in size, construction, and
design to facilitate maintenance and
sanitary operations for food-production
purposes

17



Good Manufacturing Practices

Sanitary Operations

* Buildings, fixtures, and other physical facilities of the
plant must be maintained in a clean and sanitary
condition and kept in good repair.

* Pest Control

* Food contact surfaces must be cleaned as frequently
as necessary to protect against contamination of food

* Toxic material must be held in a manner which
prevents contamination

18



Good Manufacturing Practices

Sanitary Facilities and Controls

* Adequate, readily accessible toilet facilities
* Adequate hand-washing facilities

* Appropriate rubbish storage and removal

19



Good Manufacturing Practices

Equipment and Utensils

* Designed and of such material and
workmanship as to be cleanable, and held
INn sanitary conditions, and that it protects
from adulteration

20



Good Manufacturing Practices

Process and Controls

* Ensure that production procedures do not
contribute to contamination from any source

* Adulterated food must be rejected

* Raw materials and ingredients are clean
and suitable for processing into food

21



Good Manufacturing Practices

Warehouse and Distribution

* Store and transport food in such a manner that
protects it from contamination

Holding and distribution of human food by-
products for use as an animal food

 Human food by products to be used as animal
food must be labeled and held in a manner that
prevents contamination
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Qualifications of Individuals

* Must have the education/ training/ experience
necessary to manufacture, process, pack, or
hold clean and safe food as appropriate to the
iIndividual’s assigned duties

* Must receive training in the principles of food
hygiene and food safety, as appropriate to the
food, the facility and the individual’s assigned
duties

23



Hazard Analysis and Preventive Controls

* In general, firms that must register are
subject to both the cGMP and HA/PC
provisions of the rule

* However, there are exceptions to the HA/PC
provisions, and many of these exceptions
may be applicable to maple producers.

24



Qualified Facilities

Very small businesses are qualified
facilities exempt from the requirements for
hazard analysis and risk-based preventive

controls (but have some modified
requirements).

— Average less than $1M per year in sales of
human food plus the market value of human

food manufactured, processed, packed or
held without sale
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Modified Requirements for a Qualified Facility

* Attestation that the facility is a qualified
facility; AND

— Attestation that hazards have been identified
and that preventive controls have been
Implemented and are being monitored; OR

— Attestation that the facility is in compliance with
an applicable non-Federal food safety law
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Exemptions (from HA/PC)

* Small/very small businesses only conducting
certain low-risk manufacturing/processing,
packing, and holding activities on farms on
specific foods are exempt from PCs
— Making sugars and syrups from saps (e.g., maple

sugar, maple syrup)
— Making candy from saps (e.g., maple candy,
maple cream)

27



Food Safety Plan

Hazard analysis
Preventive controls

Procedures for monitoring the preventive
controls

Corrective action procedures
Verification procedures
Recall plan

28



PC Qualified Individual

* A qualified individual who has successfully
completed training in the development and
application of risk-based preventive controls
at least equivalent to that received under a
standardized curriculum recognized as
adequate by FDA or is otherwise gqualified
through job experience to develop and
apply a food safety system.

29



Food Safety Plan —
Hazard Analysis

* Hazard identification must consider known or
reasonably foreseeable biological, chemical
and physical hazards.

— These could occur naturally, be unintentionally
Introduced, or be intentionally introduced for
economic gain.

* Hazard evaluation must consider severity of
iliness/injury and probability of occurrence in absence
of preventive controls

30



Contains Non-binding Recommendations
Draft-Not for Implementation

Hazard Analysis and Risk-Based Preventive
Controls for Human Food: Draft Guidance
for Industry’

This draft guidance, when finalized, will represent the current thinking of the Food and Drug
Administration (FDA or we) on this topic. It does not establish any rights for any person and is not
binding on FDA or the public. You can use an alternative approach if it satisfies the requirements of the

applicable statutes and regulations. To discuss an alternative approach, contact FDA's Technical

Assistance Network by submitting the form available at
hitp:/ www fida zov/Food/GuidanceRemulation FEMA uem4 59719 htm.

Appendix 1: Potential Hazards for Foods and Processes

Appendix Organization

This appendix contains information on the potential biclogical, chemical, and physical hazards
that are food-related and process related. The potential hazard information presented covers
the following 17 food (including ingredients and raw matenials) categories:

¢ Bakery

* Beverage

¢  Chocolate and Candy

¢ Dairy

+ Dressings and Condiments

+ Egg

+ Food Addifives

+  Fruits and Vegetables

+  Game Meat

+  Grains

+  Mulfi-Component Foods (such as a refrigerated entrée or a sandwich)

¢ Nuis

" This swidance has been prepared by the Office of Food Safaty in the Canter for Food Safety and Applied Nutrition



Food Safety Plan —
Preventive Controls

* Measures required to ensure that hazards
are significantly minimized or prevented.
These include:

— Process controls

— Food allergen controls
— Sanitation controls

— Supply-chain controls
— Other controls

32



FDA
Reanalysis of Food Safety Plan

At least every three years

Whenever there is a significant change that
creates the potential for a new hazard or a
significant increase in one previously identified

When there is new information about potential
hazards associated with a food

When a preventive control is ineffective

33
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Public Information

* Web site: www.fda.gov/fsma

* Subscription feature available

* To submit a question about FSMA, visit
www.fda.gov/fsma and go to Contact Us
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Home > Food > Guidance & Regulation > Food Safety Modemization Act (FSMA)

Contact FDA About FSMA
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‘You may contact FDA about FSMA by submitting an inquiry form.

The modified form is designed to facilitate questions that are specific to FSMA and its implementation. Your use of the
form will provide the FSMA Technical Assistance Network with the information needed to give accurate and timely
responses and to improve our customer service. We hope you find our online form useful in identifying the specific
nature of your inquiry and we remain open to suggestions about improving the form to meet your needs.

Submit Inquiry

‘You may also mail your question to the address below:

Food and Drug Administration
S LA e ot
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Exemptions (HA/PC)

Foods subject to Hazard Analysis & Critical
Control Points (HACCP) regulations (i.e.,
seafood and juice)

Dietary supplements
Alcoholic beverages

Food subject to low-acid canned food
regulations (microbiological hazards only)

36



Draft-Not for h;lp."ementaﬁon
Table 1Q: Information that you should consider for potential ingredient or other food-related hiological hazards for Food Sweeteners (Nutritive

and Non-Nutritive)

Category Subcategory Example Products

Brucella spp.
Shigella spp.
S. aureus

C. perfringens
Trichinella spiralis

a
o
']
3
[
[+
%
@

Giardia lamblia

Bacillus cereus
Clostridium botulinum
Campylobacter spp.
Pathogenic E. coli
L. monocytogenes

Brown Sugar (Sucrose), Beet
Sugar(Sucrose), Invert Sugar,
Maple Sugar, Malt Sugar
(Maltose), Grape Sugar
(Fructose), Corn Syrup Solids,
Corn Sugar (Dextrose), Cane

I

I Sgak ose), Milk Sugar, Date

|
/ sugar, Palm Sugar

Sorghum Syrup, Maple Syrup,

Food Sweeteners
(Nutritive and Non- | 1 | Sugars (Dry)
Nutritive)

Food Sweeteners High Fructose Corn Syrup,
(Nutritive and Non- | 2 | Syrup/Molasses (Liquid) Molasses, Pancake and Waffle
Nutritive) Syrup, Simple Syrup, Liquid
Sucrose, Agave S e Syrup
L N

Food Sweeteners Comb Honey, Strained Honey,

(NUt.HFNE and Non- | 3 | Honey (Liquid) X Whipped Honey

Nutritive)

Food Sweeteners imitati Imitation Maole S Imitati
. ] mitation mitation Maple Syrup, Imitation

(Nutritive and Non- | 4 Syrup/Molasses (Liquid) X Honey

Nutritive)
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Uraft-iNot jor implementation
Table 2Q: Information that you should consider for potential ingredient or other food-related chemical hazards for Food Sweeteners (Nutritive

and Non-Nutritive)

Subcategory Example Products

Drug residues
Heavy metals
Pesticides
Radiological

=
©
4
£
]
£
[¥]
]
=
-
wn
3
T
€

Undeclared allergens
Mycotoxins/Natural toxins
Unapproved colors & additives

Brown Sugar (Sucrose), Beet
Sugar(Sucrose), Invert Sugar, Maple

Food Sweeteners Sugar, Malt Sugar (Maltose), Grape
(Nutritive and Non- | 1 | Sugars (Dry) X Sugar (Fructose), Corn Syrup Solids,
Nutritive) Carn Sugar (Dextrose), Cane Sugar
— e —Milk Sugar, Date sugar,
/ Palm Sugar
Sorghum Syrup, Maple Syrup, High
Food Sweeteners Fructose Corn Syrup, Molasses,
(Nutritive and Non- | 2 | Syrup/Molasses (Liquid) X Pancake and Waffle Syrup, Simple
Nutritive) Syrup, Liquid Sucrose, Agave Syrup,
Rice Syrup
Food ners b .
(Nutritive and Non- | 37 e X I C‘°"7 ' FaTOney.
Nutritive) Whipped Honey

Food Swesteners
(Nutritive and Non- | 4
Nutritive)

Imitation Syrup/Molasses Imitation Maple Syrup, Imitation
(Liquid) Honey
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Contains Non-binding Recommendations
Draft-Not for Implementation
Table 3Q: Information that you should consider for potential process-related biological, chemical, and physical hazards for Food Sweeteners

(Nutritive and Non-Nutritive)

Category # Subcategory Example Products

control

packaging

I
[
£
$
£
2

formation due to lack of
time/temperature control
Bacterial growth and/or toxin
formation due to reduced oxygen
container integrity

Bacterial growth and/for toxin
formation due to poor formulation

Bacterial growth and/or toxin

Chemical hazards due to mis-

Undeclared allergens - Incomect
Undeclared allergens - cross-

Recontamination due to lack of

@
S
T
2
[4
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[
c
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Recontamination with environmental
formulation (e.g. sulfites, yellow #5)
Metal
Glass (when product packed in

Brown Sugar (Sucrose), Beet
Sugar(Sucrose), Invert Sugar,

Food Maple Sugar, Malt Sugar
Sweeteners (Maltose), Grape Sugar
(Nutritive and | 1 | Sugars (Dry) (Fructose), Corn Syrup
Non- Solids, Corn Sugar
Nutritive) (Dextrose), Cane Sugar

| —————_| (Sucrose), Milk Sugar, Date
— sugar, PalmrSugar

Sorghum Syrup, Maple

Food
: Syrup, High Fructose Corn
Sweeteners .

. _ rup/Molasses Syrup, Molasses, Pancake

Syrup/Mol Syrup, Molasses, Pancak

(Nutritiveand | 2 | .
Nor (Liquid) and Waffle Syrup, Simple
Nutritve) Syrup, Liquid Sucrose, Agave

Syrup, Rice Syrup

0
Sweeteners \\ . ney, Strained

(Nutritiveand | 3 | Honey (Liguid) X | X | X |Honey, Whipped Honey,
Non- Molasses

Nutritive)

Food

Sweeteners Imitation AT
(Nutritive and | 4 | Syrup/Molasses X X | x m! a !0” aple syrup,
Non- (Liquid) Imitation Honey

Nutritive)
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Faclilities Storing Unexposed Packaged Food

* Exempt from the requirements for hazard
analysis and risk-based preventive controls

* Modified requirements apply if the food

requires time/temperature control for safety

— Monitoring, corrective actions, and verification
for temperature controls
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Preventive Control Management Components

* Monitoring
* Corrective Actions
* Verification
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