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1. Preventive Controls Plan Overview
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Preventive Controls Plan Overview

The United States Food and Drug Administration’s (FDA) Preventive Controls for
Human Food regulation provides a proactive and systematic approach to food safety.
It is similar to other risk-based food safety programs such as the FDA low-acid canned
food regulations, FDA Seafood HACCP regulations and the United States Department
of Agriculture’s (USDA) Food Safety and Inspection Service’s (FSIS) HACCP
regulations.

e Preventive control programs are structured to work in conjunction with, and be
supported by, other relevant programs such as Good Manufacturing Practices
(GMP), good agriculture practices and good transportation practices.

e A preventive controls plan incorporates controls that go beyond those that would
be managed as Critical Control Points (CCP) in the traditional Hazard Analysis
Critical Control Points (HACCP) framework. While CCPs may be included
(most commonly for process steps that are critical for the safety of the food), the
preventive controls plan also includes controls for hazards related to food
allergens, sanitation, suppliers and any other hazards requiring a preventive
control.  While CCPs are associated with a maximum and/or minimum value,
other preventive controls will use parameters and values that will not have a
precise critical limit.

e Also, a deviation of some preventive controls may only require an immediate
correction (such as re-cleaning a production line prior to start-up of production)
rather than a formal corrective action that includes product risk evaluations and
development of preventive measures. Moreover, the validation activities
(demonstrating the controls actually work) may be less rigorous for some
preventive controls than others such as those that would qualify as a CCP under
a HACCP approach.

e The FDA regulation requires that the original records or true copies be retained
for at least two (2) years after the date they were prepared. Records supporting
the process and its adequacy, such as validation studies, must be retained as long
as necessary to support the operation and then at least two (2) years after their
use is discontinued. Other details may be found in the regulation.

e All records and documents must include information adequate to identify the
plant or facility (e.g., name, and when necessary, the address of the plant or
facility).

o If a facility identifies the need for a preventive control when it completes its
hazard analysis, it must then also have a written recall plan (see Supp. #15 for
an example of a recall plan).

4
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Good Manufacturing Practices (GMPs) are addressed in 21 C.F.R. Part 117,
Subpart B. Areas addressed by the GMP regulations include personnel, plant
and grounds, sanitary operations, sanitary facilities and controls, equipment and
utensils, processes and controls, warehousing and distribution, holding and
distribution of human food by-products for use as animal food, and defect action
levels. When doing a hazard analysis, it may be determined that some GMPs
may need to rise to the level of a preventive control as it is determined that it is
controlling a hazard. For example, if you run product containing wheat flour
on a production line and then must change to run a product without wheat flour,
you would need to clean the production line to ensure that no allergen
cross-contact occurred and wheat was not still present on the line. In this case,
the sanitation process would rise to the level of a preventive control.
o For example, in the Carbonated Drink Preventive Controls Plan, some
GMPS you would monitor during steps 1 — 8 are as follows:
= Receiving dock and warehouse to ensure that doors are kept
closed when not in use and that all dock brushes and seals
prevent access by pests or rodents.
= Ensure that there are no uncovered or damaged containers of
ingredients, products or product packaging.
= Ensure that all ingredients are stored correctly if they contain
various types of allergens.
= Ensure there are no uncovered glass bulbs or broken glass in the
area.
= Ensure that all containers are properly labeled with ingredient
statements and no unapproved items are stored in the same area
as product (e.g., cleaning chemicals).
o During steps 10 - 16, also may monitor the following:
= Ensure product containers are properly covered to prevent
accidental contamination from occurring.
= Ensure allergens are stored and labeled properly to prevent
cross-contact contamination.  If cross-contact contamination
(e.g. broken packages) occurs, establishment must ensure
clean-up is effective and appropriate to prevent additional
cross-contact contamination.
= Ensure containers are properly labeled and also have the times
the containers were generated if important to the process.
= If containers of product must be left uncovered, ensure that the
overheads are clean and free from anything that may fall onto the
product.

5
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Ensure there is limited access to stored product so that it does not
become accidentally contaminated.

Ensure the product is used in the proper order to prevent
out-of-date product.

o During steps 18, 19, 20, 22, 29, 30, 35, 36, 37, and 41 where product
may be open to the environment, the following GMPs may be monitored:

Ensure the overheads are monitored on a routine basis to ensure
that there is no condensation that could drip into exposed product.
Ensure there is no loose paint or debris that could fall into
product.

Ensure there are no loose nuts or bolts or other pieces of
equipment.

Ensure there is not product or ingredients left on the floor for
extended times.

Ensure trash is in proper containers and they are not overflowing.
Ensure product does not remain in production areas for too long
if the ingredients are temperature-sensitive and the production
area is not refrigerated.

Ensure that personnel who are handling the product have on
frocks and are wearing disposal gloves to prevent direct contact
with the product.

Ensure that personnel do not wear jewelry in the production area
and all employees have hair restraints and beard nets, if needed.
Ensure all entries are kept closed and there is no ability for pests
or insects to enter the area.

o During steps 47-51, the following may be monitored:

Ensure labels are correct on all boxes and shipping containers.
Ensure boxes are not damaged and wooden shipping pallets are in
adequate condition to prevent product damage.

Ensure trucks are clean, not damaged, and free of debris, pests,
and evidence of rodents prior to loading with product.

o All individuals working in a facility or warehouse are required by the
regulation to have documentation on file that they have been trained in
the necessary GMPs appropriate to the job they are performing, in
addition to any additional food safety training, to ensure compliance with
a facility’s food safety plan (see 21 C.F.R. § 117.4).

Supply Chain Preventive Controls — This is one type of a preventive control.
When in a hazard analysis, it is determined that a supplier controls the identified
hazard; a company must implement a supply chain preventive control. For
example, if you are purchasing processed cheese to put on top of a cooked
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omelet, the supplier is ensuring the cheese has been processed using a lethality
step to control pathogens. Since the supplier is controlling this hazard as you
are not cooking the cheese, you must put in place a supply chain program to
verify the supplier is performing the lethality process acceptably. Supply chain
preventive controls are identified at the receiving steps in a hazard analysis.

This generic plan was developed to serve as a guide. The document provides the
generic framework for the development of a Preventive Control Plan for Carbonated
Drink. This generic plan is not intended to be used “as is” for your plant specific
preventive control plan. It includes the required steps from the regulations as well as
recommendations by FDA.

Since each processor of Carbonated Drink needs to conduct a hazard analysis for their
own unique operation, this provides resources to assist in the development of the
plant-specific plan. The document includes suggestions (in red) where there are
decision points in the process.

Additionally, there are suggested formats for forms included even though there is no
specific format required by the regulation.

Examples of procedures and records that would be found in implementation of this food
safety plan are included for use or modification. There is no regulatory requirement on
how procedures or forms must look. Examples include those identified in the list of
Supplements as follows:
#07, Example — Sample Letters of Guarantee for Packaging
#10, Example — Equipment Calibration Log
#11, Example — Corrective Action Form
#13, University of Wisconsin - Madison Center for Meat Process Validation.
2008. “Example — SOP for Calibration of Thermometer.” Accessed
November 28, 2017:
https://meathaccp.wisc.edu/prerequisite_programs/assets/SOP%?20
Thermometer.pdf
#14, Example — Reanalysis Form
#15, Example — Generic Recall Plan
#16, Example — Employee Training Record
#17, Example — Storage Area GMP Audit
#18, Example — GMP Inspection of Production Areas Audit
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2. Flow Diagram
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3. Product explanatory document
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Product explanatory document

Entry

Content

Product name and type

(Provide Product Name)
Carbonated canned, non-sterilized drink

Entry related to raw
materials

Water, isomerized sugar syrup, flavoring (Depending on type of
flavoring, it may need to be specifically identified), citric acid,
sodium citrate, carbon dioxide and sodium benzoate

Additives with usage
standards and their
usage standards

Sodium benzoate (0.60g/kg as benzoic acid)

Allergens

(The plant where this product is manufactured also manufactures
products containing XXX. (list allergen if appropriate) May need
to list any flavorings, if allergens.)

Materials and shapes
of containers and
packaging

Metal cans (the body is steel and the cap aluminum)

Product characteristics

Carbon dioxide pressure is 98kPa (0.098MPa) or higher at
20°C

pH is 4.0 or less

Is colorless and transparent

Has no foreign substances (turbidity-settlement) not derived
from the raw materials

Tin content no greater than 150.0 ppm
Negative test result for coliform group bacteria

Storage method:

Sell-by Date:

Store at room temperature

1 year

Method of eating or
using

Consume as is

Target consumers

General consumers

*1f a company includes a production description with their Preventive Control plan, the

company should ensure that only food safety parameters are included.
should typically not be included, unless they contribute to the food safety characteristics of the

food product.

Quality parameters
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4 . Generic Preventive Control Plan
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Generic Preventive Control Plan

For Carbonated Drinks

Facility Name: Carbonated Drinks Plant 6
Facility Address: 1 yy -cho, yy -shi, 000-0000 YY

The hazard analysis must match the steps in a facility’s
flowchart/actual production process. As noted, we
have added and made assumptions on some steps in the
process. Each facility should ensure that the
flowchart and hazard analysis match the steps in its
actual process.

Owner/Operator/Agent-in-Charge: Drink Rokuro

Owner/Operator/Agent-in-Charge Signature:

(The preventive control regulation requires in 21 C.F.R. § 117.310 that the owner,
operator or agent in charge of the facility must sign and date the food safety plan upon
initial completion of the plan and upon any later modification.)

13
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Preventive Controls Food Safety Team

(The team should consist of individuals with different specialties and experience with
the facility’s processes and procedures. The Food Safety team should include
members who are directly involved with the plant’s daily operations and may include
personnel from maintenance, production (including equipment experts), sanitation,
quality assurance, engineering, purchasing, and laboratory, if applicable. These
individuals develop the food safety plan under the oversight of a Preventive Controls
Qualified Individual, and verify on-going implementation of the food safety system.)

Examples of Participants on a Food Safety Team:

e General Manager

e Preventive Controls Qualified Individual (required) (Supp. #19)
e QA/Technical Service Manager

e QA Supervisor/HACCP Coordinator/Food Safety Manager
e Plant Superintendent

e Packaging Supervisors

e Purchasing Manager

e Processing Supervisors

e Kitchen Supervisors

e Logistics Manager

e Plant Engineer

e Plant Change Agent

ISSUED: September 4, 2017
REVISED:
14
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PROCESS CATEGORIES AND INGREDIENTS**

(This form is useful to list out ingredients and categories of ingredients and other

items used in product production.

how a product could be broken into its components.)

The ingredients listed below are examples of

Spices/Flavorings

Food Additives

Preservatives/Acidifiers

Flavoring (Depending on Carbon Dioxide Sodium Benzoate
type of flavoring, it may (Assume this is Food Citric Acid
need to be specifically Grade gas) Sodium Citrate
identified)
Other Proteins Packaging Materials
Water* Metal Can
Isomerized Sugar Syrup Cardboard

Allergenss

*Water used as an ingredient in product produced as well as any water used for handwashing and sanitation
should be potable. The facility should have in its files documentation on at least an annual basis, that the
water used in the facility meets regulatory requirements for potable use. This may be in a form of a letter
from the local municipal water supplier stating the water being delivered to the facility meets all local and
national standards and it details what those standards are and when it was tested.

**All ingredients and suppliers of those ingredients should be evaluated prior to purchase of the respective
ingredient to determine whether or not the ingredient and/or suppler has been involved in a food safety event
such as a recall or an outbreak. The supplier and ingredient should be researched in databases relevant to the
supplier and the source of the ingredient. For example, in the U.S. it would be expected that as part of a
product evaluation into its safety, the Centers for Disease Control and Prevention’s (CDC) “The Foodborne
Outbreak Online Database”  (https://wwwn.cdc.gov/foodborneoutbreaks/) would be reviewed as well as the
Food and Drug Administration’s (FDA) “Recalls, Market Withdrawals, Safety Alerts”
(http://www.fda.gov/Safety/Recalls/) for any concerns that might involve the ingredient and/or the supplier of
a respective ingredient.  This information should be used in determining the likelihood of a particular hazard
to occur.

***The FDA has identified eight (8) allergens (milk, eggs, fish, tree nuts, peanuts, crustacean shellfish (.e.
crab, lobster, and shrimp), wheat and soy) and facilities must address allergen risks in their Preventive
Control foods safety plans. The risk assessment that is conducted during the hazard analysis should include
the allergen risk from all allergens, including other allergens in other food products produced in the same
facility. The allergen risk needs to be addressed through an Allergen Control program, which should include
management of labels, sanitation, cross-contact contamination, employee training, etc. The PCQI is
responsible for ensuring the allergen risk assessment is conducted and the written control program(s) are
robust to control the risk.

15
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4-1. Hazard Analysis
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Facility Name: Carbonated Drink Plant 6

ISSUED: September 4, 2017

PAGE

ADDRESS : 1 yy -cho, yy -shi, 000-0000 YY

SURPERSEDES:

PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ien.tiﬁcally support that decision (Process including CCPs, Allergen,
B = Bi_olog'ical;.C = phemical Yes No w1th.1§11 ;I;elr process. Examples are San.itati.on, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
#1 Receiving Water B — Campylobacter, Biological hazards are potential
(Municipal) Salmonella, Shigella, Vibrio contaminates of water. If water is
cholera, Yersinia obtained from a municipality,
entercolitica, Shiga X certificates of potability should be on
toxin-producing . coli, file. (Supp. #6)
Cyclospora, Hepatitis A,
SRSV
C - Radiological (Whether Water is obtained from a municipality.
this is a hazard depends on (Radiological hazard may result from
where the water is sourced.) accidental contamination such as
release from a nuclear facility or
X damage to a nuclear facility during a
natural disaster. Radiological hazards
may result from geographical location
of water source (i.e. well location).
(Supp. #2))
P — None Identified X No physical hazards have been
identified in potable water.
#2 Receiving B — None Identified X Pathogens have not been known to
Isomerized Sugar contaminate sugar syrups (Supp. #1)
Syrup . .
C — Unapproved Colors & Sugar syrups have been known to Supply chain control — Approved supplier
Additives (Review of FDA X possibly contain unapproved colors and | and third party supplier audit by qualified X
Import Alerts would be additives (Supp. #1, 19) audit

17
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Facility Name: Carbonated Drink Plant 6

ISSUED: September 4, 2017

PAGE

ADDRESS : 1 yy -cho, yy -shi, 000-0000 YY

SURPERSEDES:

PRODUCT CODE

Hazard Analysis

Ingredient/Processing
Step

Identify  Potential Food
Safety Hazards Introduced,
Controlled, or Enhanced at
this Step

B = Biological; C = Chemical
including Radiological; P =
Physical

Do any Potential Food
Safety Hazards
Require a Preventive
Control?

Yes No

Justify Your Decision for Column 3
(Each company will need to determine
the appropriate decision and
scientifically support that decision
within their process. Examples are
provided.)

What Preventive Control Measure(s) Can
Be Applied to Significantly Minimize or
Prevent the Food Safety Hazard?

(Process including CCP’s,
Sanitation, Supply Chain, or
Preventive Control)

Allergen,
other

Is the Preventive Control
Applied at this Step?

Yes No

prudent to assist in
assessment of hazard risk.)

C — Radiological (Whether
this is a hazard depends on
where the syrup is sourced)

Radiological hazard may result from
accidental contamination such as
release from a nuclear facility or
damage to a nuclear facility during a
natural disaster. (Supp. #2)

Supply chain control Preventive Control —
Approved supplier and third party supplier
audit by qualified auditor

C — Economically motivated
hazard (While a rare
occurrence, hazards may be
introduced for purposes of
Only
adulteration that affects
food safety should be
addressed in the Food Safety
Plan. Examples have
included the addition of
melamine to dairy products
While this may

be rare, it must be reviewed

economic gain.

in China.

for each step in the process.
Generally, economically
motivated hazards are

controlled though a

Economically motivated hazard (Supp.
#3, 4, 5)

Supply chain control Preventive Control —
Approved supplier and third party supplier
audit by qualified audit

18

Copyright(C) 2018 JETRO. All rights reserved.




Facility Name: Carbonated Drink Plant 6

ISSUED: September 4, 2017

PAGE

ADDRESS : 1 yy -cho, yy -shi, 000-0000 YY

SURPERSEDES:

PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ien.tiﬁcally support that decision (Process including CCPs, Allergen,
B = Bi_olog'ical;.C = phemical Yes No w1th.1:11 ;I;elr process. Examples are San.itati.on, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
supply-chain program. You
only must focus on economic
adulteration that has a
history of resulting in a
hazard in that particular
food.)
P — None Identified No physical hazards have been
X identified
#3 Receiving Sodium B — None Identified No biological hazards have been
Benzoate X identified or enhanced at this step in
the process.
C — Economically motivated Economically motivated hazard (Supp. | Supply chain control Preventive Control —
hazard (While a rare #3, 4, 5) Approved supplier and third party supplier
occurrence, hazards may be audit by qualified audit
introduced for purposes of
economic gain. Only
adulteration that affects X X
food safety should be
addressed in the Food Safety
Plan. Examples have
included the addition of
melamine to dairy products
in China. While this may
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Facility Name: Carbonated Drink Plant 6

ISSUED: September 4, 2017

PAGE

ADDRESS : 1 yy -cho, yy -shi, 000-0000 YY

SURPERSEDES:

PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control

Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? Sc.lfﬁl.t]ﬁ(;ill?’ support %mt c}emsmn (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No W;o ,lge d)elr process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
be rare, it must be reviewed
for each step in the process.
Generally, economically
motivated hazards are
controlled though a
supply-chain program. You
only must focus on economic
adulteration that has a
history of resulting in a
hazard in that particular
food.)
P — None Identified No physical hazards have been

X identified or enhanced at this step in
the process.
o B — Salmonella spp. (This Pathogens have been known to Process Control
#4 Receiving would depend on the type of : ;
) . ) p yp contaminate flavoring (Supp. #1) (Instead of a Process Control, a company
Flavoring, Citric Acid, flavoring being used
. . voring being ) could do a supply control at this step to
Sodium Citrate Recommend using S #1
. mm using supp. ensure biological hazards have been
(Depending on type of to assist with hazard
. . controlled by the supply. This is critical if
flavoring, it may need analysis. It may or not be a X : : X
e ysis. y there is not a process control step later in

to be specifically concern depending on the .

. e p g the production process to address the

identified. In type flavor: Making the

e yp voring. mg biological hazards of the flavorings.)

addition, have assumption that it is a

assumed that the biological hazard for this

flavoring has a
plan)
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Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? scientifically support that decision | (pyoeess  includin g CCPs, Allergen,
B = Bi_olog'ical;.C = phemical Yes No w1th.1:11 ;I;elr process. Examples are San.itati.on, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
biological hazard.
Many flavorings do
not, and if the facility | C— Unapproved Colors & Flavorings have been known to possibly Supply chain control — Approved supplier
determines there is no | Additives in Flavorings contain unapproved colors and and third party supplier audit by qualified
hazard with the (Review of FDA Import X additives (Supp. #1, 19) audit X
flavoring then this Alerts would be prudent to
step should be adjust assist in assessment of
to reflect that hazard risk.)
determination.) . .
C — Radiological (Whether Radiological hazard may result from Supply chain control Preventive Control —
this is a hazard depends on accidental contamination such as Approved supplier and third party supplier
where the flavorings are X release from a nuclear facility or audit by qualified auditor X
sources) damage to a nuclear facility during a
natural disaster. (Supp. #2)
C - Economically motivated Economically motivated hazard (Supp. Supply chain control Preventive Control —
hazard (While a rare #3, 4, 5) Approved supplier and third party supplier
occurrence, hazards may be audit by qualified audit
introduced for purposes of
economic gain. Only
adulteration that affects X X
food safety should be
addressed in the Food Safety
Plan. Examples have
included the addition of
melamine to dairy products
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SURPERSEDES:

PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ien.tiﬁcally support that decision (Process including CCPs, Allergen,
B = Bi_olog'ical;.C = phemical Yes No w1th.1§11 ;I;elr process. Examples are San.itati.on, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
in China. While this may
be rare, it must be reviewed
for each step in the process.
Generally, economically
motivated hazards are
controlled though a
supply-chain program. You
only must focus on economic
adulteration that has a
history of resulting in a
hazard in that particular
food.)
P _ None Identified X No physical hazards have been
identified
#5 Receiving Carbon B — None Identified Pathogens have not been known to
Dioxide Gas X contaminate Carbon Dioxide gas (Supp.
#1)
C — Chemical Residues X Industrial chemicals have been known Supply chain control Preventive Control — X
to contaminate carbon dioxide gas Approved supplier and third party supplier
(Supp. #1) audit by qualified auditor
P - None Identified X No physical hazards have been
identified
#6 Receiving Can B — None Identified X No biological hazards have been
identified.
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SURPERSEDES:

PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes wit 13 ;)elr process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P provided. Preventive Control)
Physical
Bodies

C — Chemical Residues

Purchasing specifications require that
all materials have on file a letter of
guarantee from the manufacturer that
states these products are approved for
their intended use. (Supp. #7)

P - None Identified

No physical hazards have been
identified with receipt of packaging.

#7 Receiving Can
Caps

B — None Identified

No biological hazards have been
identified.

C — Chemical Residues

Purchasing specifications require that
all materials have on file a letter of
guarantee from the manufacturer that
states these products are approved for
their intended use. (Supp. #7)

P - None Identified

No physical hazards have been
identified with receipt of packaging.

#8 Receiving
Cardboard

B — None Identified

No biological hazards have been
identified.

C — Chemical Residues

Purchasing specifications require that

all materials have on file a letter of

guarantee from the manufacturer that
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SURPERSEDES:

PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
states these products are approved for
their intended use. (Supp. #7)
P —None Identified X No physical hazards have been
identified with receipt of packaging.
#9 Water Coagulation | B — None Identified X No biological hazards are introduced or
and Settlement enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P —None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#10 Storage of B — None Identified X No biological hazards are introduced or
Isomerized Sugar enhanced at this step in the process.
Syrup
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P - None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#11 Storage of Sodium | B — None identified X No biological hazards and introduced or
Benzoate enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
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PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#12 Storage of B — None identified X No biological hazards and introduced or
Flavoring , Citric enhanced at this step in the process.
Acid, Sodium Citrate
(Depending on type of C — None Identified X No chemical hazards are introduced or
flavoring, it may need enhanced at this step in the process.
FO be Vs?emflcally P — None identified X No physical hazards are introduced or
identified) enhanced at this step in the process.
#13 Storage of Carbon | B - None Identified X No biological hazards and introduced or
Dioxide Gas enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None identified X No physical hazards are introduced or
enhanced at this step in the process.
#14 Storage of Can B - None Identified X No biological hazards and introduced or
Bodies enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
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PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
P — None identified X No physical hazards are introduced or
enhanced at this step in the process.
#15 Storage of Can B - None Identified X No biological hazards and introduced or
Caps enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None identified X No physical hazards are introduced or
enhanced at this step in the process.
#16 Storage of B - None Identified X No biological hazards and introduced or
Cardboard enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None identified X No physical hazards are introduced or
enhanced at this step in the process.
#17 Sand Filtration of | B - None Identified X No biological hazards and introduced or
Water enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None identified X No physical hazards are introduced or
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PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
enhanced at this step in the process.
#18 Measurement of B - None Identified X No biological hazards and introduced or
Isomerized Sugar enhanced at this step in the process.
Syrup
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None identified X No physical hazards are introduced or
enhanced at this step in the process.
#19 Measurement of B - None Identified X No biological hazards and introduced or
Sodium Benzoate enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None identified X No physical hazards are introduced or
enhanced at this step in the process.
#20 Measurement of B - None Identified X No biological hazards and introduced or
Flavoring , Citric enhanced at this step in the process.
Acid, Sodium Citrate
(Depending on type of C — None Identified X No chemical hazards are introduced or
flavoring, it may need enhanced at this step in the process.
to be specifically P — None identified X No physical hazards are introduced or
identified) . .
enhanced at this step in the process.
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PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
#21 Filtration of B - None Identified X No biological hazards and introduced or
Carbon Dioxide Gas enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#22 Depalletizer of B - None Identified X No biological hazards and introduced or
Can Bodies enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#23 Unloading of Can | B — None identified X No biological hazards are introduced or
Caps enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#24 Molding of B — None identified X No biological hazards are introduced or
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PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
Cardboard enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#25 Activated B — None identified X No biological hazards are introduced or
Charcoal Filtration of enhanced at this step in the process.
Water
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#26 Filtration of B — None identified X No biological hazards are introduced or
Isomerized Sugar enhanced at this step in the process.
Syrup
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#27 Dissolution of B — None identified X No biological hazards are introduced or

Sodium Benzoate

enhanced at this step in the process.
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Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#28 Dissolution of B — None identified X No biological hazards are introduced or
Flavoring , Citric Acid, enhanced at this step in the process.
Sodium Citrate
(Depending on type of | C—None Identified X No chemical hazards are introduced or
flavoring, it may need enhanced at this step in the process.
to be specifically o ] ]
. o P — None Identified X No physical hazards are introduced or
identified)
enhanced at this step in the process.
#29 Washing of Can B — None identified X No biological hazards are introduced or
Bodies enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#30 Unwrapping Can B — None identified X No biological hazards are introduced or
Caps enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
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PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? Sc.leﬁl.t]ﬁCiHy support %mt ciemsmn (Process including CCP’s, Allergen,
B = Biological; C = Chemical wit m thewr process. Xamples aré | ganitation, Supply Chain, or other
. . . N — Yes No provided.) . Yes No
including Radiological; P = Preventive Control)
Physical
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#31 Microfiltration of | B — Legionella, Aeromonas, Certain microorganisms can growthin | process Control
Water Mycobactgerium water tanks during storage and can be
removed through membrane filtration.
(Need to provide the specification or
X critical parameters of the filtration X
system to remove pathogens. This
likely would include pressure, filter
pore size, filter type, temperature, etc.)
(Supp. #6)
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#32 Filtration of B — None identified X No biological hazards are introduced or
Sodium Benzoate enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
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SURPERSEDES:

PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
enhanced at this step in the process.
#33 Filtration of B — None identified X No biological hazards are introduced or
Flavoring , Citric enhanced at this step in the process.
Acid, Sodium Citrate
(Depending on type of C — None Identified X No chemical hazards are introduced or
flavoring, it may need enhanced at this step in the process.
FO be Vs?emflcally P — None Identified X No physical hazards are introduced or
identified) enhanced at this step in the process.
#34 UV Sterilization B — None identified X No biological hazards are introduced or
Can Caps enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#35 Measurement of B — None identified X No biological hazards are introduced or
Water enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
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PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
#36 Mixing of Water B — None identified X No biological hazards are introduced or
and Isomerized Sugar enhanced at this step in the process.
Syrup
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#37 Mixing of B — None identified X No biological hazards are introduced or
Isomerized Sugar enhanced at this step in the process.
Solution and
Flavoring , Citric C — None Identified X No chemical hazards are introduced or
Acid. Sodium Citrate enhanced at this step in the process.
(Depe.ndm.g on type of P — None Identified X No physical hazards are introduced or
flavoring, it may need enhanced at this step in the process.
to be specifically
identified)
#38 Degasification of B — None identified X No biological hazards are introduced or
Water enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
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Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
enhanced at this step in the process.
#39 Filtration of B — None identified X No biological hazards are introduced or
Flavoring Solution enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#40 UV Sterilization B — None identified X No biological hazards are introduced or
of Water enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#41 Mixing of B — None identified X No biological hazards are introduced or
Degassed Water and enhanced at this step in the process.
Flavoring Solution
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
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Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
#42 Interference B — None identified No biological hazards are introduced or
Fitting Using Carbon enhanced at this step in the process.
Dioxide Gas
C — None Identified No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified No physical hazards are introduced or
enhanced at this step in the process.
#43 Filtration of Soda | B - Su/monella X (Need to provide the specification or Process Control X

Solution (If the
Filtration of the Soda
Solution is used to
eliminate potential
Salmonella Biological
hazard introduced by
a flavoring, this step
could be identified as
a Process Control
step. Decision
statement (Column 3)
should provide how
filters are used to
address the hazards
and cite relevant

scientific evidence in

critical parameters of the filtration
system to remove pathogens. This
likely would include pressure, filter
pore size, filter type, temperature, etc.)

C — None Identified

No chemical hazards are introduced or
enhanced at this step in the process.

P — None Identified

No physical hazards are introduced or
enhanced at this step in the process.
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Facility Name: Carbonated Drink Plant 6

ISSUED: September 4, 2017

PAGE

ADDRESS : 1 yy -cho, yy -shi, 000-0000 YY

SURPERSEDES:

PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
support.)
#44 Filling of Can B — None identified X No biological hazards are introduced or
Body with Soda enhanced at this step in the process.
Solution
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#45 Sealing the Can B — None identified X No biological hazards are introduced or
Cap to the Can Body enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#46 Heating of Can B — None identified X No biological hazards are introduced or
enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
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Facility Name: Carbonated Drink Plant 6

ISSUED: September 4, 2017

PAGE

ADDRESS : 1 yy -cho, yy -shi, 000-0000 YY

SURPERSEDES:

PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
enhanced at this step in the process.
#47 Printing of Label B — None identified X No biological hazards are introduced or
on Can enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#48 Product B — None identified X No biological hazards are introduced or
Inspection enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#49 Packing Cans in B — None identified X No biological hazards are introduced or
Cardboard Boxes enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
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Facility Name: Carbonated Drink Plant 6

ISSUED: September 4, 2017

PAGE

ADDRESS : 1 yy -cho, yy -shi, 000-0000 YY

SURPERSEDES:

PRODUCT CODE

Hazard Analysis

Ingredient/Processing | Identify Potential Food | Do any Potential Food | Justify Your Decision for Column 3 | What Preventive Control Measure(s) Can | Is the Preventive Control
Step Safety Hazards Introduced, | Safety Hazards | (Each company will need to determine | Be Applied to Significantly Minimize or | Applied at this Step?
Controlled, or Enhanced at | Require a Preventive | the appropriate decision and | Prevent the Food Safety Hazard?
this Step Control? sc.ieﬁl.tiﬁcilly support %mt ciecision (Process including CCP’s, Allergen,
B = Biological; C = Chemical Yes No wit 13 ;) €Ir  process. Xamples aré | ganitation, Supply Chain, or other Yes No
including Radiological; P = provided. Preventive Control)
Physical
#50 Stacking B — None identified X No biological hazards are introduced or
Cardboard Boxes on enhanced at this step in the process.
Pallets
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
#51 Storage of Pallets | B — None identified X No biological hazards are introduced or
enhanced at this step in the process.
C — None Identified X No chemical hazards are introduced or
enhanced at this step in the process.
P — None Identified X No physical hazards are introduced or
enhanced at this step in the process.
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4-2. Preventive Control Plan
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Facility Name: Carbonated Drink Plant 6 ISSUED: September 4, 2017 PAGE
ADDRESS : 1 yy-cho, yy-shi, 000-0000 YY SURPERSEDES: PRODUCT CODE
Preventive Control Plan
Process Preventive Monitoring Corg:)c:;:s tzisocntgon / Record Keeping Verification
Control Hazard Control
Parameters What How | Freq. | Who
Supplie | Unappr | Received from an (Monitoring not required for supply-chain applied The Qualified Individual Incoming PCQI ensures the reviews of the initial and annual
r oved Approved preventive controls.) will determine the root Receiving Record | audit of the supplier by the qualified auditor.
Control | colors Supplier cause and implement
- and approved on XX corrective actions to
unappr additive | (date supplier(s) (While monitoring is not required, there should be a prevent reoccurrence. Bill of Lading PCQI ensures the reviews of the receiving record
oved s, was approved, procedure that identifies a qualified individual to All steps in 21 CFR log within 7 days. (While the regulation requires
colors Radiolo Supplier must be review and document that each incoming shipment 117.150(2)(2) will be met. ) records review within 7 working days of
and gical approved prior to | is received from an approved supplier.) Copy of audit completion; it is highly recommended that this be
additiv | hazard receiving repo.rt. by a ) done on a daily basis. When issues are identified
es, (include | ingredients) The PCQI could make a qual.lfled auditor during the review, corrective action is required.)
Radiolo | Econom determination to obtalr}ed from the
gical ically temporarily approve the supplier ) )
hazard motivat supplier if adequate PCQI ensures the review of the corrections record
in ed documentation is Record showt within 7 days.
sugar hazard) provided. u;:(;zr jes()g;ll;}gl .(Considerations for appropriate verification can
syrup include:

(The below are considered
“corrections” as
corrections may be used
for minor and isolated
problems that do not
directly impact product
safety.)

The Qualified Individual
can reject shipments
received from an
unapproved supplier.
Alternatively, the
ingredient can be used in
food for research only or
other non-sales.

or non-sale item
if applicable

Correction/Corre
ctive Action
Report (Supp.
#11)

Reanalysis Form
(Supp. #14)

e What does the hazard analysis suggest about
the nature of the hazard?

e Are preventive controls applied by the
supplier or the supplier’s supplier?

e What are the supplier’s procedures,
processes and practices related to safety for
the ingredient or raw material?

e Has FDA issued warning letters or import
alerts related to the supplier’s compliance?

e Do your historical test or audit results for the
supplier indicate a trend — positive or
negative?

e Have the supplier’s corrective actions to past
issues been appropriate and timely?

° Are the supplier’s storage or transportation
practices appropriate?)
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Facility Name: Carbonated Drink Plant 6

ISSUED: September 4, 2017

PAGE

ADDRESS : 1 yy-cho, yy-shi, 000-0000 YY SURPERSEDES: PRODUCT CODE
Preventive Control Plan
Process Preventive Monitoring Corg:)c:;:s t?:nt;on / Record Keeping Verification
Control Hazard Control
Parameters What How | Freq. | Who
Supplie | Unappr | Received from an | (Monitoring not required for supply-chain applied The Qualified Individual Incoming PCQI ensures the reviews of the initial and annual
r oved Approved preventive controls.) will determine the root Receiving Record | audit of the supplier by the qualified auditor.
Control | colors Supplier cause and implement
- and approved on XX corrective actions to
unappr additive | (date supplier(s) (While monitoring is not required, there should be a prevent reoccurrence. Bill of Lading PCQI ensures the reviews of the receiving record
oved , was approved, procedure that identifies a qualified individual to All steps in 21 CFR log within 7 days. (While the regulation requires
colors Radiolo Supplier must be | review and document that each incoming shipment 117.150(2)(2) will be met. ) records review within 7 working days of
and gical approved prior to | is received from an approved supplier.) Copy of audit completion; it is highly recommended that this be
additiv | hazard receiving repo.rt. by a ) done on a daily basis. When issues are identified
es, and (includ ingredients) The PCQI could make a qual.lfled auditor during the review, corrective action is required.)
Radiolo };nc ude determination to obtau.led from the
gical eonom temporarily approve the supplier . )
hazard 1call.y supplier if adequate PCQI ensures the review of the corrections record
in motivat documentation is . within 7 days.
flavorin ed provided. Record showing (Considerations for appropriat ificati
hazard) use for research ( ‘ ppropriate verification can
gs _ : include:
or non-sale item

(The below are considered
“corrections” as
corrections may be used
for minor and isolated
problems that do not
directly impact product
safety.)

The Qualified Individual
can reject shipments
received from an
unapproved supplier.
Alternatively, the
ingredient can be used in
food for research only or
other non-sales.

if applicable

Correction/Corre
ctive Action
Report (Supp.
#11)

Reanalysis Form
(Supp. #14)

e  What does the hazard analysis suggest about
the nature of the hazard?

e Are preventive controls applied by the
supplier or the supplier’s supplier?

e What are the supplier’s procedures,
processes and practices related to safety for
the ingredient or raw material?

e Has FDA issued warning letters or import
alerts related to the supplier’s compliance?

e Do your historical test or audit results for the
supplier indicate a trend — positive or
negative?

e Have the supplier’s corrective actions to past
issues been appropriate and timely?

e Are the supplier’s storage or transportation
practices appropriate?)
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Facility Name: Carbonated Drink Plant 6

ISSUED: September 4, 2017

PAGE

ADDRESS : 1 yy-cho, yy-shi, 000-0000 YY SURPERSEDES: PRODUCT CODE

Preventive Control Plan
Process Preventive Monitoring Corg:)c:;:s t?:nt;on / Record Keeping Verification
Control Hazard Control

Parameters What How | Freq. | Who

Supplie | Unappr | Received from an | (Monitoring not required for supply-chain applied The Qualified Individual Incoming PCQI ensures the reviews of the initial and annual
r oved Approved preventive controls.) will determine the root Receiving Record | audit of the supplier by the qualified auditor.
Control | Chemic Supplier cause and implement
- als approved on XX corrective actions to
Chemic (date supplier(s) (While monitoring is not required, there should be a prevent reoccurrence. Bill of Lading PCQI ensures the reviews of the receiving record
al was approved, | procedure that identifies a qualified individual to All steps in 21 CFR log within 7 days. (While the regulation requires
Residue Supplier must be | review and document that each incoming shipment 117.150(2)(2) will be met. ) records review within 7 working days of
s in approved prior to | is received from an approved supplier.) Copy of audit completion; it is highly recommended that this be
Carbon receiving repo.rt. by a ) done on a daily basis. When issues are identified
Dioxide ingredients) The PCQI could make a qual.lfled auditor | during the review, corrective action is required.)
Gas determination to obtained from

temporarily approve the
supplier if adequate
documentation is
provided.

(The below are considered
“corrections” as
corrections may be used
for minor and isolated
problems that do not
directly impact product
safety.)

The Qualified Individual
can reject shipments
received from an
unapproved supplier.
Alternatively, the
ingredient can be used in
food for research only or
other non-sales.

the supplier

Record showing
use for research
or non-sale item
if applicable

Correction/Corre
ctive Action
Report (Supp.
#11)

Reanalysis Form
(Supp. #14)

PCQI ensures the review of the corrections record
within 7 days.

(Considerations for appropriate verification can
include:

e What does the hazard analysis suggest about
the nature of the hazard?

e Are preventive controls applied by the
supplier or the supplier’s supplier?

e What are the supplier’s procedures,
processes and practices related to safety for
the ingredient or raw material?

e Has FDA issued warning letters or import
alerts related to the supplier’s compliance?

e Do your historical test or audit results for the
supplier indicate a trend — positive or
negative?

e Have the supplier’s corrective actions to past
issues been appropriate and timely?

e Are the supplier’s storage or transportation
practices appropriate?)
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Facility Name: Carbonated Drink Plant 6 ISSUED: September 4, 2017 PAGE
ADDRESS : 1 yy-cho, yy-shi, 000-0000 YY SURPERSEDES: PRODUCT CODE
Preventive Control Plan
Process Preventive Monitoring Coréec:;ve t{&cntlon / Record Keeping Verification
Control Hazard Control orrections
Parameters What How Freq. Who
Microfil | Legionel | Microorganisms Membra | Membrane Frequenc | Qualifie | If membrane is not Membrane PCQI will ensure review of records within 7
tration 1Ia, can be removed ne Integrity should | y will d functioning or deviation Integrity Log working days. (While the regulation requires
of Aeromo | through Integrit | be determined | need to individu | determined, product from records review within 7 working days of
Water nas, microfiltration. y. based on | be al or | last good check should be completion, it is highly recommended that this be
Mycoba | (Need to provide manufacturer determin | designe ran through system after Equipment done on a daily basis. When issues are identified
ctgeriu the specification specification. ed by e membrane integrity has Calibration Log during the review, corrective action is required.)
m or critical (Each  facility | each been determined. If (Supp. #10)
parameters of the will need to | company product cannot be run
filtration system draft the | based on through membrane, place . (Accuracy checks and calibration of equipment are
to remove specific manufact product on hold and take C(?rrectlc?n/Corre typically done based on the frequency
pathogens. This specifications urer other corrective measures. | SHVe Action recommended by the manufacturer. Additional
likely would for their | specificat Form (Supp. #11) | considerations for frequency include the conditions
include pressure, membrane ion. The of use and the known “drift” of the equipment.)
filter pore size, sterilization frequency All steps in 21 CFR R lvsis T
filter type, system) used 117.150 (a)(2) will be met. (Seana YS1S) orm )
temperature, efc.) must be upp. #14 (Accuracy checks are done routinely to ensure the
validated equipment continues to function as intended under

plant conditions. Calibration is done periodically
to ensure the equipment remains accurate and
reliable.)
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Facility Name: Carbonated Drink Plant 6 ISSUED: September 4, 2017 PAGE
ADDRESS : 1 yy-cho, yy-shi, 000-0000 YY SURPERSEDES: PRODUCT CODE
Preventive Control Plan
Process Preventive Monitoring Coréec:;ve tz.&cntlon / Record Keeping Verification
Control Hazard Control orrections
Parameters What How Freq. Who

Filtrati | Salmon Microorganisms Membra | Membrane Frequenc | Qualifie | If membrane is not Membrane PCQI will ensure review of records within 7

on of | ella can be removed ne Integrity should | y will d functioning or deviation Integrity Log working days. (While the regulation requires

Soda through Integrit | be determined | need to individu | determined, product from records review within 7 working days of

Solutio microfiltration. y. based on | be al or | last good check should be completion, it is highly recommended that this be

n (Need to provide manufacturer determin | designe | ran through system after Equipment done on a daily basis. When issues are identified
the specification specification. ed by e membrane integrity has Calibration Log during the review, corrective action is required.)
or critical (Each  facility | each been determined. If (Supp. #10)
parameters of the will need to | company product cannot be run
filtration system draft the | based on through membrane, place . (Accuracy checks and calibration of equipment are
to remove specific manufact product on hold and take C9rrect19n/Corre typically done based on the frequency
pathogens. This specifications urer other corrective measures. | HVe Action recommended by the manufacturer. Additional
likely would for their | specificat Form (Supp. #11) | considerations for frequency include the conditions
include pressure, membrane ion. The of use and the known “drift” of the equipment.)
filter pore size, sterilization frequency All steps in 21 CFR R lvsis F
filter type, system) used 117.150 (a)(2) will be met. (Seana 2515) orm )
temperature, efc.) must be upp. #14 (Accuracy checks are done routinely to ensure the

validated equipment continues to function as intended under

plant conditions. Calibration is done periodically
to ensure the equipment remains accurate and
reliable.)
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List of Supplements for Preventive Control Plan

1. Food and Drug Administration. 2016. “Draft Guidance for Industry: Hazard Analysis and Risk-Based
Preventive Controls for Human Food, Appendix 1: Potential Hazards for Foods and Processes.” Accessed
January 15, 2018: https://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/UCM517402.pdf.

2. World Health Organization. 2011. FAQs: Japan nuclear concerns. Accessed January 15, 2018:
http://www.who.int/hac/crises/jpn/fags/en/index7.html

3. Congressional Research Service. 2014. “Food Fraud and “Economically Motivated Adulteration” of Food
and Food Ingredients.” Jan. 2014. Accessed January 15, 2018:
https://www.fas.org/sgp/crs/misc/R43358.pdf

4. Everstine K., Spink, J., and Kennedy, S. 2013. “Economically Motivated Adulteration (EMA) of Food:
Common Characteristics of EMA Incidents.” J. Food Prot. 76(4): 723-735.

5. Michigan State University Food Fraud Initiative. “Food Fraud Reference Sheet.” Accessed January 15, 2018:
http://foodfraud.msu.edu/wp-content/uploads/2014/08/flyer-FF-Reference-Sheet-Final.pdf

6. ICMSF. Microbial Ecology of Food Commodities. Second Edition. 2005. Vol. 6. Chapter 14 — Water.
Kluwer Academic/Plenum Publishers. New York, New York. pg. 574-586.

7. Sample Letters of Guarantee for Packaging

No Supplement is provided for this number.

9. Food and Drug Administration. 2016. “Draft Guidance for Industry: Hazard Analysis and Risk-Based
Preventive Controls for Human Food, Appendix 3: Bacterial Pathogen Growth and Inactivation.” Accessed
January 15, 2018:

10. Example — Equipment Calibration Log

11. Example — Corrective Action Report

12. Flores, N.C., Boyle, E.A.E.. 2000. “Thermometer Calibration Guide.” Kansas State University Agricultural
Experiment Station and Cooperative Extension Service. Accessed January 15, 2018:
https://www.asi.k-state.edu/doc/meat-science/thermometer-calibration-guide-2.pdf.

13. University of Wisconsin - Madison Center for Meat Process Validation. 2008. “Example — SOP for
Calibration of Thermometer.” Accessed October 20, 2016:
https://meathaccp.wisc.edu/prerequisite_programs/assets/SOP%20Thermometer.pdf

14. Example — Reanalysis Report

15. Example — Generic Recall Plan

16. Example — Employee Training Records

17. Example — Storage Area GMP Audit

18. Example — GMP Inspection of Production Areas Audit

19. Food and Drug Administration. 2017. “Import Alert 45-02: Detention Without Physical Examination and
Guidance of Foods Containing Illegal and/or Undeclared Colors.” Accessed January 15, 2018:
https://www.accessdata.fda.gov/cms_ia/importalert_118.html.

o
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4-3. Equipment Calibration Log
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Facility Name: Carbonated Drink Plant 6 ISSUED: September 4, 2017 PAGE

ADDRESS : 1 yy -cho, yy -shi, 000-0000 YY SURPERSEDES: PRODUCT CODE

EQUIPMENT CALIBRATION LOG

Equipment exists in the facility that requires periodic calibration. The frequency of calibration is dependent on the type of equipment used.
Direct Observation of the equipment being calibrated is indicated by the letters “D.0.” and the initials of the person doing the direct
observation in the space to the left of the “Date” column.

* Dispose of the thermometer when adjustment is greater than 2°C.*

Type of Equipment Accuracy Check Frequency Calibration Frequency
Thermometer Daily Daily
Portable Scales (per manufacture recommendations) (per manufacture recommendations)
ID for
. . Mercury Thermometer | Thermometer ...
Date Time Equipment Reading (°C) Reading (°C) Comments* Operator Initials
Calibrated g g
Reviewed By: Date:
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4-4. Corrective Action Form
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Facility Name: Carbonated Drink Plant 6 ISSUED: September 4, 2017 PAGE

ADDRESS : 1 yy -cho, yy -shi, 000-0000 YY SURPERSEDES: PRODUCT CODE

CORRECTIVE ACTION REPORT

Date of Report: Date of Incidence:

Preventive Control Deviation:

Description of Deviation (Include pounds, lot number and all details - ATTACH SEPARATE SHEET IF
REQUIRED).

Document Completed By:

QA Personnel Notified: Manager Notified:

Corrective Action Taken (To be completed by QA).

Prevention

Final Disposition of Affected Product

Signature & Date Required By:

Plant Manager:

QA Manager:

cc: Plant Manager, Director of Technical & VP Operations.

This corrective action response meets the requirements set forth in FDA Regulation 21 C.F.R. § 117.150(a)(2)
++ ldentify and correct the cause of the deviation,

¢+ Action taken to reduce the likelihood the deviation will occur again,
¢ All affected product is evaluated for safety, and

+¢ Prevent distribution into commerce of product adulterated as a result of the deviation.
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4-5. Reanalysis Form
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(The FDA defines “reanalysis” of the food safety plan as “A verification procedure to assure that the Food Safety
Plan remains valid and the food safety system is operating according to the plan”. FDA requires a reanalysis at
least every three (3) years; whenever a significant change in product or process occurs; when there is new
information that becomes available about potential hazards associated with the food; when there is an unanticipated
problem; and when a preventive control is ineffective.)

Example Reanalysis Report

PRODUCT(S): Carbonated Drink
PLANT NAME: Carbonated Drink Plant 6 ISSUE DATE:
ADDRESS: 1 yy-cho, yy-shi, 000-0000 YY SUPERSEDES:

Food Safety Plan Reanalysis Report

(Add rows as needed if different plans are used for different products)

Checklist Date reviewed and Update Date Person (PCQI)
initials of reviewer needed Updated Completing
Yes/No Completed: | the Update (initial of

List of Food Safety Team

List of products and processes
in place at facility
Product flow diagrams

Hazard Analysis

Sanitation Preventive Controls

Food Allergen Preventive
Controls
Process Preventive Controls

Supply-chain Preventive Control
Program
Recall Plan
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4-6. Recall Plan
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Facility Name: Carbonated Drink Plant 6 ISSUED: September 4, 2017 PAGE

ADDRESS : 1 yy-cho, yy-shi, 000-0000 YY SURPERSEDES: PRODUCT CODE

Company Name Recall Program

Recall Plan

FDA requires a Recall Plan whenever the hazard analysis identifies any hazard that requires a
preventive control.

The goals of a product recall

A product recall is intended to protect public health. Your first goal is to regain control of all potentially
hazardous products. If this goal is met, the recall is successful. Sometimes you’ll have to also work toward
a second goal: telling the public about the potentially hazardous product and how to dispose of it.

Basic principles of conducting a product recall
There are basic principles that will make execution of your recall plan effective.

Use a lot or date code on all products.

Designate (ahead of time!) a person who will be in charge of the recall.
Designate (ahead of time!) a person who will talk with the media.

Keep good records of your wholesale customers so you can easily contact them.
Have a plan for informing the public.

Have model press releases and customer-contact scripts ready (ahead of time!).
Work with regulators.

Act quickly — if in doubt take the safer course of action.

© oo N R~ wDdRE

Practice your recall plan with a “dry run.”

PRODUCT RETRIEVAL POLICY
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Facility Name:

Carbonated Drink Plant 6 ISSUED: September 4, 2017

PAGE

ADDRESS : 1 yy-cho, yy-shi, 000-0000 YY SURPERSEDES:

PRODUCT CODE

Company Name will maintain an effective warning and retrieval system for products that threaten
public health, violate government regulations, or do not meet standards.

A. Introduction

Product recalls involve the removal of product from the market which are adulterated, misbranded, or

otherwise in violation of federal/state statute or regulation.

Recalls may be firm-initiated or

USDA/FDA - requested. The term “recall” is used when there is reason to believe a product in
commerce is adulterated or misbranded under the provisions of the Federal Meat Inspection Act,

Poultry Products Inspection Act or Food Drug and Cosmetic Act.

market withdrawal or stock recovery that is completed by the firm.

B. Recall Classifications:

A Recall does not include a

Class I - This is a health hazard situation in which there is a reasonable probability that the product will cause
serious adverse health consequences or death.

Class Il - This is a health hazard situation where there is a remote probability of adverse

health consequences from the use of the product.

Class I11 - This is a routine situation where the use of the product will not cause adverse

health consequences.

Market Withdrawals involve the removal of product from the market which are below quality standards or

minor regulatory infraction that would not cause the product to be adulterated or misbranded.

Code Dates/Records

1. All products produced by. will have a legible code date that is produced by a code dating system
which identifies the day and year of production.

2. Company Name will maintain all such records pertaining to product for no less than two years
from production date.

D. Responsibilities

1. The decision to initiate a recall is the responsibility of the President or, in that person's absence, the

General Manager.
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The decision to assume the responsibility for a recall activity previously initiated




Facility Name: Carbonated Drink Plant 6 ISSUED: September 4, 2017 PAGE

ADDRESS : 1 yy-cho, yy-shi, 000-0000 YY SURPERSEDES: PRODUCT CODE

by a supplier/regulatory agency will be made by the President. The proper execution of a recall
depends on the Recall Coordinator and the Recall Team, a standby group of personnel that is vital to
the success of the recall action plan.

The Recall Officer directs all activities of the Recall Team, which is composed of the Recall
Coordinator, and representatives of the following departments: (and hone fax and email for these
individuals)

Department Representative Alternative

Recall Officer/Coordinator

Marketing

Legal

Food Safety Team

Plant Operations

Preventive Controls Team/Quality Assurance
IT/Accounting

Call Center Operations

The personnel and alternates assigned to the Recall Team are listed above. (add real names and
include only the people you will have on your team)

The major responsibilities of the Recall Team are to:

1. Evaluate pertinent facts, information, and reports to confirm the degree of the hazard, the
recall class, recall depth, and appropriate regulatory agency notification.

2. Create the form of written notification of the recall decision to use for all affected customers.

3. Notify distribution with instructions for the recall, including all product information and
directives to stop shipments.

4. Develop a recovery force, which will prepare recall forms, conduct supplier notification and
customer notification.

5. Establish lines of communication within the company, with the media, the insurance carrier,
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ADDRESS :

1 yy-cho, yy-shi, 000-0000 YY SURPERSEDES: PRODUCT CODE

and with the appropriate regulatory agencies.

6. Prepare recall letters and press releases.
7. Implement effectiveness checks to verify receipt of all recall communications.
8. Maintain a log of all recall events.
9. Evaluate recall facts to assist in correcting errant manufacturing or distribution practices.
10. Identify and implement procedures for terminating the recall.
11. Evaluate the recall process to seek improvement in performing future recalls.
E. The responsibility of individuals and alternates on the Recall Team are as follows: (Define for your

operations — these are ideas...)

Recall Officer Responsibilities

1.

Evaluate preliminary information concerning suspected health hazards, quality defects, or
product adulteration, and obtain product samples, if necessary.

Coordinate efforts with Quality Assurance staff and food safety personnel to make a
preliminary analysis of the suspected hazard.

If a health hazard is confirmed and the President decides to recall, call an immediate Recall
Team meeting; coordinate and direct all activities of the recall procedure.

Coordinate and direct all activities involved in the disposition of recalled product.

Coordinate and direct all activities necessary to correct errant distribution practices.

Coordinate and direct internal communications.

In the event of regulatory agency involvement, participate in discussions and maintain
records.

Recall Coordinator Responsibilities

1.

Implement effectiveness checks.

56
Copyright(C) 2018 JETRO. All rights reserved.




Facility Name: Carbonated Drink Plant 6 ISSUED: September 4, 2017 PAGE

ADDRESS : 1 yy-cho, yy-shi, 000-0000 YY SURPERSEDES: PRODUCT CODE

2. Maintain a log of all recall events.

Marketing Responsibilities

1. In conjunction with the Recall Officer and Recall Team, prepare all external communications
and function as media contact.

Leqgal Department Responsibilities

1. Ensure that a recall of product meets all applicable legal requirements.

2. Advise Recall Officer on appropriate actions to be taken to protect the rights of the company
and its officials.

3. Review communications with regulatory agencies.

4. Assist in final drafting of information for release to the public.

Quality Assurance Responsibilities

1. Receive complaint information and document on Customer Complaint form.

2. Assist Recall Coordinator in making preliminary analysis of potential hazard.

3. Notify plant of initiation of recall action and stop production of suspect product.

4. Obtain all analytical lot information, lot records, product codes, ship dates, code dates, etc., to

trace destination of suspect product.

5. Obtain suspect product sample when possible and arrange for shipment to designated
laboratory for analysis.

6. Isolate documents and impound product at our facility, warehouse and distribution outlets.
7. Supervise and document the retrieval of suspect product from the customer.
8. Assist in isolating and impounding any raw materials or packaging components responsible

for the product deficiency.
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9. Confirm and document destruction of returned product if final disposition requires
destruction.

10. Retain and provide security for any product samples or materials as requested by the Legal

Department.

11. Execute an annual mock recall to assess effectiveness of procedures.

Sales and Call Center Responsibilities

(You may not have a call center- if a large recall and you do not — you may contract with someone to assist
with calls... or you may need to increase the volume or your voice mail as you will receive a huge volume
of calls and you do not want customers to think you are unavailable!)

1. Receive complaint information and document.

2. Assist Quality Assurance in obtaining product from customers when available.
3. Assist Quality Assurance in coordinating recall notification.

4. Document the dollar amounts payable to the customer.

5. Coordinate replacement of suspect product.

Accounting Responsibilities

1. Ensure that we have assessed and accounted for all costs associated with recall.
2. Ensure a timely recovery of all recall costs.
3.

Advise Recall Officer of the status and extent of the supplier’s insurance coverage.

4. Notify Company product liability carrier of the recall situation and keep carrier advised as

necessary
ORGANIZATION AND COMMUNICATION GUIDELINES

A Complaints: Notification of any physical illness or of any potentially serious product defect or
complaint is to be communicated directly to the Recall Officer (or designee) and the Legal
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B. Preliminary Analysis of Hazard: If the Recall Officer, with the advice of the Quality Assurance and

Legal Departments, determines that the complaint is an isolated instance, invalid, or does not involve
any substantial hazard or quality defect, it is to be handled as a normal product quality complaint.

C. Product Recalls and Withdrawals: When there is reasonable evidence that a potential problem that
could warrant a recall may exist, the findings are to be communicated by the Recall Officer to the
President and the Recall Team. In consultation with legal counsel, the Recall Officer will
recommend to the President actions to be taken, including what, if any, additional information needs
to be developed and whether the appropriate regulatory agencies should be notified. The Recall
Officer will continue to investigate the complaint to confirm the presence or absence of hazards or
defects, utilizing all information available.

Decisions not to withdraw or recall a product are to be communicated internally to the Recall Team
and to the regulatory agency involved (if such agency was previously informed of the possibility of
recall or withdrawal). Subsequent activity would then be the same as in handling a normal product
quality complaint.

Decisions to recall will be communicated immediately to the Recall Team and to the appropriate
regulatory agency. The Recall Officer will direct all recall activities as described previously. In
the event of a recall initiated by a supplier or regulatory agency, the Recall Officer will immediately
notify the Recall Team, and will direct all recall activities as specified in Recall Responsibilities of
this manual.

D. Communication with Media and Customers:
(Practice this during mock recalls! Make sure phone lists are up to date. Make sure your
employees know not to speak to the media. Have a friend show up in a van, wearing a suit

holding a microphone and try to interview them on the way out the door. Will they answer
questions????)

In the event of a recall, external communications with customers and the news media are critical to
recalling the product and avoiding damaging publicity. Therefore, all communication with the media
will be handled by Director of Marketing. All communications concerning possible recalls, stock
recoveries or market withdrawals should follow company confidentiality guidelines. The Recall Team
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will approve all communications with customers. Where emergency situations exist, telephone,
facsimile transmission, post cards or letters will be used in notifying customers and in locating product
for return. To demonstrate that the company is acting in the customer's best interest, and to avoid
publication of erroneous information, position statements will be prepared by the Director of Marketing
for response to news media inquiries. Such information will be coordinated with the regulatory agency
involved and given to the news media voluntarily. Accurate, timely communications with regulatory
agencies is important; contact with the agency and release of information to the press will be made only
when credible facts are available.

All internal communications regarding a recall and its progress are to be made by the Recall
Coordinator and the Director of Marketing. Their statements will describe the situation as it then
exists.  All calls from the media or the general public must be referred to Director of Marketing.

RECALL PROCEDURES

A. Receive Complaint: Customer complaints are normally directed to the Customer Service
Representative for handling. If a potentially serious complaint is brought to the attention of the
CSR, the Recall Officer and the Legal Department must be notified immediately. Documentation of
all pertinent information as required. When available, suspect product will be obtained for shipment
to designated laboratories.

B. Assessment of Public Health Significance: Based upon evidence and advice supplied by Quality
Assurance and other departments, the President will determine the need to initiate immediate recall.
In the event of any recall, the Recall Officer will order that all inventories of the product be
impounded. The speed with which a product recall is put into effect is critical. Regulatory
agencies require assurance that a recall will be carried out effectively and quickly.

C. Formal Notification of Regulatory Agency: The Recall Officer will notify the Recall Team when it
becomes necessary to initiate a product recall. The Recall Officer will consult with legal counsel to
ensure compliance with government regulations, and to determine company liability for seizures,
injunctions, and prosecutions. When the decision to recall is made, the Recall Officer will
communicate directly with the appropriate regulatory agency. The notice to regulatory agencies
must include:
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- Reason for recall

- Brand names

- Product names

- Packaging (Type & Size)

- Package codes (Use by/Sell by)
- Packaging dates

- Photos of label or package

- Case codes

- Count/case

- Production dates

- Distribution areas

- School lunch (yes/no)

- Department of Defense (yes/no)
- Internet or catalog sales (yes/no)
- Amount produced (pounds)

- Amount held at establishment

- Amount distributed (pounds/cases)

- Distribution level (depth of the recall, if known)

Copies of actual or proposed communication strategies and proposed recall strategies should also be

shared with the agency.

Action Plan

1. Notification of potential problem.
2. Recall Team Group Meeting.

a. ldentify Problem - Recall officer

b. Establish severity and magnitude - Team members

c. Determine Scope of Recall by re

viewing records

Distribution records are maintained as necessary to facilitate identification and location of products that are
recalled. These records can be used to quickly provide FDA or USDA/FSIS with requested information
regarding product distribution. Records such as bills of sale, invoices, and shipping papers are kept with
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respect to each transaction in which any livestock, poultry or poultry food, meat or meat food product
purchased, sold, shipped, received or otherwise handled by the establishment in connection with any
business subject to the FMIA or PPIA. These records include names and address of consignees, shipment
method, date of shipment, etc.

d.

3. Action

h.

Decision of Action Mode - Recall Officer
Clarification of objectives and assignments - Recall Coordinator
Mode

Establish code date (s) of suspect product and total amount of product produced - Quality
Control/Operations

Establish location of all suspect product — Distribution

Retain product in-house/Verify Quantity - Quality Control

Notify customers/brokers/outside storage facilities to retain all suspect product/Verify
Quantity — Distribution (Sample letters are attached that will be updated to include

specific situations as necessary)

Determine quantity of suspect product under retention (total available or under company
control) - Quality Control-Shipping

FDA notification — Class 1 recalls require a Reportable Food Registry report to be filed
within 24 hours.  All recalls should also include a notification to the local District Office
to allow their input into recall.

USDA notification- (USDA requires notification of recalls within 24 hours of initiating

the recall) -Recall Officer

Media coverage needed — Marketing Department

(Media contacts reference in back of plan)

Media Contact — Director of Marketing

4. Communication
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It will be the responsibility of each member of the recall Action Team to notify the Recall officer of
any information obtained in indicating the possible need for product recall, market withdrawal, or
stock recovery. This may be in the form of customer complaints, sales-broker comments, in-house
findings, USDA or FDA notifications, etc. The Recall Officer will then make the decision as to
whether a Recall Action Team meeting is needed.

The initial meeting should be designed to either offer direction to group members as to information
needed or to review information, identify real or potential problems, and formulate recommendation
for action.

All information obtained thereafter should be forwarded to the Recall Coordinator. This
information will be reviewed with the Recall Officer for reassessment of previous decisions and
problem status.

5. Product Retrieval

Product is to be returned to a central or controlled location.  Strict inventory of incoming suspect
product must be maintained. Suspect product must remain under QC Hold tags until disposition
decision has been made. Any condemnation of product should be supported with appropriate
evaluation and testing by an independent agency. It is also recommended to obtain the assistance of
an independent expert to verify that appropriate actions have been taken.

Procedure:

Designate location for return of suspect product.

Establish written handling procedures for suspect product. This should be submitted to FDA or USDA
for approval. It must include sorting guidelines.  This usually involves the categories: 1. Good product
(acceptable for use under USDA and company standards.) 2. Questionable product (this product is
either suitable for correction/reconditioning or subject to further testing, and 3. Condemned.

Designate person (s) responsible for supervision of suspect product receipt and handling.

Suspect product should be itemized by category (1,2,3 above)

Records for “Questionable Product” must be maintained. This product is to remain under QA Hold
Tags until corrected &/or further testing results are available.
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f.  Condemned product is to be denatured as per USDA guidelines and records prepared and retained for all
condemned products.

g. Condemned product could be sent to a landfill per USDA guidelines and approval.
6. Effectiveness Checks

The purpose of effectiveness checks is to verify that all consignee/customers involved in the recall have
received notification about the recall and have taken appropriate action.  This is a means of assessing
the progress and efficacy of arecall. FDA or FSIS will verify our effectiveness checks.

To assess the effectiveness of our recall, the recall team will compile the following information:

Pounds of each type of product implicated in the recall.

Labeling information for each product.

How much of the product is still “in house” or at other locations?

How many customers were affected?

How did we contact each customer?

Do we have documentation of the customers?

Do we have a written response acknowledging receipt of the recall information?
What actions were taken with the product? Who is responsible for these actions?
If the product was destroyed, was destruction witnessed and documented by responsible
personnel? Were FDA/FSIS personnel present?

j. Do we have written documentation of

1. When problem was identified?

2. When customers were notified

—SQ@ "o o0 o

7. Recall Assessment
The recall team will regularly report the results of the effectiveness of our efforts to retrieve the product
to FSIS in order to keep them apprised of the status of recalls in progress. These reports will contain the
following information unless otherwise specified:

The number of consignee/customers notified of the recall

The dates notifications were made

The method of notification

The number of consignee/customers responding to the recall communication

The quantity of product each consignee/customer had on hand at the time the communication was
received.

The number of consignee/customers that did not respond

7. The quantity of product returned or held by each consignee/customer

AR

o
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8. An estimated time of completion of the recall.

8. Recall Conclusion

The recall will conclude when all the available portion of total suspect product produced has been located
and handled appropriately as deemed necessary by FDA or FSIS and company guidelines. Refer to
FSIS Directive 8080.1 Rev 4 Attachment 3 for the complete FSIS Recall effectiveness checks and recall
termination requirements or FDA’s Guidance for Industry: Product Recalls, Including Removals and

Corrections for recall termination.

9. Recall Follow-up

The recall team will evaluate the recall to determine whether things could be handled differently, and
what if any improvements should be made to the plan.

Further the Recall Team conducts a mock recall at least annually to verify the effectiveness of the plan.

Media Contact Information

Add local newspaper contacts and local media contacts — if you can get to know some one at these

locations before a crisis — all the better!!!!
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4-7. Training Form
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Training

In addition to the Preventive Controls Qualified Individual(s), each facility will be required to have
Qualified Individuals. Qualified Individuals are defined as “a person who has the education, training,
or experience (or a combination thereof) necessary to manufacture, process, pack, or
hold clean and safe food as appropriate to the individual’s assigned duties. A qualified
individual may be, but is not required to be, an employee of the establishment.” The Qualified
Individuals should be trained for the job they are expected to perform at the facility and a copy of the
training records should be maintained.

As a reminder, the Preventive Controls Qualified Individual (PCQI) is considered a qualified individual
that 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 qualified through job experience to develop and apply a food safety system. The
certification of the PCQI should also be maintained on file at the facility.

Example Training form

PRODUCT(S): Carbonated Drinks
PLANT NAME: Carbonated Drink Plant 6 ISSUE DATE:
ADDRESS: 1 yy-cho, yy-shi, 000-0000 YY SUPERSEDES:

Training on Proper Sampling Technique for Environmental Monitoring — training conducted to
ensure quality assurance personnel assigned to collect samples understand that a swab must be 30.5 cm
by 30.5 cm and the goal is to identify the high risk part of the equipment for swabbing

Name Signature Date
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STORAGE AREA GpMP AUDIT

STORAGE AREA ACCEPT UNACCEP- CORRECTIVE
-ABLE TABLE ACTION

1. RETURNED GOODS:

CONTROLED PROPERLY
SPOILS INTO SPOILS CAGE.

2. PALLET TRANSFER STATION
FUNCTIONS

3. GENERAL HOUSEKEEPING.

4. GENERAL EMPLOYEES PRACTICES.

5. COMBO BINS OF WOOD,
CARDBOARD, MISC. GARBAGE TO
BE DISCARDED WHEN FULL.

6. TRANSPORT CARRIERS MUST BE
ADEQUATELY PROTECTED.

7. PROPER STORAGE AREA
TEMPERATURE TO BE MONITORED
DAILY

8. SAFEGUARD ALL PRODUCTS
AGAINST POTENTIAL LEAKS AND
DRIPS AND NOTIFY PROPER
PERSONNEL IMMEDIATELY.

9. CLEAN UNDER PALLET FLOW
RACKS AS NEEDED.

10. MAKE SURE PRODUCTS ARE
LOADED ON CLEAN TRUCKS.

11. NO GUM CHEWING, JEWELRY, OR
WATCHES IN DISTRUBUTION
CENTER.

AUDITOR

DATE

TIME

REVIEWER DATE
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OPERATIONAL DAILY GMP AUDIT

PRODUCTION AREA: ACCE UNACCEP CORRECTIVE
PT-AB T-ABLE ACTION
LE

1. TOOLS SHOULD BE PROPERLY STORED.

2. SANITIZER SOLUTION AND HANDIPS ARE AVAILABLE AND
COORECT CONCENTRATION.

3. PRODUCT ON FLOOR IS PROPOERLY DISCPOSED

4. DOORS MUST BE KEPT CLOSED TO OUTSIDE.

5. GENERAL HOUSEKEEPING.

6. ALL WASH STATIONS SHOULD BE
ACCESSIBLE, SOAP AND TOWEL
CONTAINERS FILLED AND
FUNCTIONAL.

7. HOSES SHOULD BE STORED SO
THAT THEY ARE NOT TOUCHING
THE FLOORS.

8. WOOD PALLETS SHOULD BE KEPT
IN SPECIFIED CONTROL AREAS.

9. TRASH RECEPTACLES SHOULD BE
CONVENIENTLY LOCATED.

10. OVERHEADS ARE CLEAN AND FREE OF LOOSE DEBRIS.

11. NO CONDENSATION IN THE PRODUC-
TION AREA.

12. NO GUM CHEWING, JEWELRY, WATCHES, IN PRODUCTION
AREA. EMPLOYEES ARE WEARING GLOVES, APPROPRIATE
HEAD GEAR, FROCKS, ETC.

13. PRODUCT AND INGREDIENTS ARE PROPERLY LABELED
AND CONTAINERS COVERED WHEN NOT IN USE OR BEING
MOVED.

14. OTHER.

AUDITOR
DATE
TIME

REVIEWER DATE
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