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Food Defense Plan Builder v2.0 Legal Disclaimer

The Food Defense Plan Builder (FDPB) version 2.0 is a user-friendly tool designed to help owners and
operators of a food facility in the development of a food defense plan that is specific to their facility and may
assist them with meeting the requirements of the Mitigation Strategies to Prevent Food Against Intentional
Adulteration regulation (21 CFR Part 121). A food defense plan is a set of written documents that is based
upon food defense principles and incorporates a vulnerability assessment, includes mitigation strategies,
and delineates food defense monitoring, corrective action, and verification procedures to be followed. A
written food defense plan is essential for you to significantly minimize or prevent significant vulnerabilities
related to intentional adulteration of food.

Although the content of the Food Defense Plan Builder v. 2.0 is consistent with the Food and Drug
Administration’s (FDA) existing regulations and guidance, use of the Food Defense Plan Builder v 2.0 does
not constitute FDA approval of a food defense plan or guarantee compliance with FDA’s requirements.

The Food Defense Plan Builder v. 2.0 is a desktop tool that resides only on the user’s computer. FDA does
not track or monitor its use and does not have access to any content or documents saved using this tool.
FDA has taken all reasonable precautions in creating the Food Defense Plan Builder v. 2.0 and the
documentation accompanying it. However, FDA is not responsible for errors, omissions or deficiencies
regarding the tool and the accompanying documentation. The Food Defense Plan Builder and the
accompanying documentation are available for download “as is” and without warranties of any kind, either
expressed or implied, including, but not limited to, warranties of performance, merchantability, and fitness
for a particular purpose. FDA is not making a commitment in any way to regularly update the tool and the
accompanying documentation.

Responsibility for the interpretation and use of the Food Defense Plan Builder v. 2.0 and of the
accompanying documentation lies solely with the user.

Third parties’ use of or acknowledgment of the tool and its accompanying documentation does not in any
way represent that FDA endorses such third parties or expresses any opinion with respect to their
statements.
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Introduction

The U.S. Food and Drug Administration’s (FDA) Food Defense Plan Builder (FDPB) is a user-friendly, stand-
alone desktop application designed to assist owners/operators of a food facility develop a personalized food
defense plan. A food defense plan (FDP) is a set of written documents that is based upon food defense
principles and incorporates a vulnerability assessment, includes mitigation strategies, and delineates food
defense monitoring, corrective action, and verification procedures to be followed.

This user guide is NOT intended to provide guidance or training on FDA’s regulatory requirements. Refer to
the final rule entitled “Mitigation Strategies to Protect Food Against Intentional Adulteration” and FDA’s
guidance document entitled: “Mitigation Strategies to Protect Food Against Intentional Adulteration:
Guidance for Industry” for detailed guidance and discussion on the IA rule requirements. You can find both
of these documents on https://www.fda.gov/food/food-defense.

The FDPB guides users through a series of sections that, when completed, make up the content for a FDP for
the facility. The FDPB is a desktop application that resides only on the user’s computer. FDA does not track
or monitor use of the FDPB, and FDA does not have access to any content or documents developed using
this tool. The user’s FDP can be stored on their local hard drive or other location as selected by the user.
Food defense plans may include sensitive information and it is the user’s responsibility to ensure files are
saved and stored in a secure location.

Objective
This user guide provides instructions on how to use the FDPB to do the following:

¢ Install the Food Defense Plan Builder

e Open the Food Defense Plan Builder

e Create and Edit Facility Information

e Create and Edit Product/Process Descriptions
e Create and Edit Vulnerability Assessments

e Create and Edit Mitigation Strategies

e Create and Edit Monitoring Procedures

e Create and Edit Corrective Actions Procedures
e Create and Edit Verification Procedures

e Add Supporting Documents

e View and Customize the Food Defense Plan Report
e Sign the Food Defense Plan

Refer to the final rule entitled “Mitigation Strategies to Protect Food Against Intentional Adulteration” and
FDA’s guidance document entitled: “Mitigation Strategies to Protect Food Against Intentional Adulteration:
Guidance for Industry” for detailed guidance and discussion on the IA rule requirements.
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General

System Requirements

For the Food Defense Plan Builder to operate correctly, your computer configuration must meet the
minimum requirements outlined in the table below. Note that the FDPB does not work on the MAC
operating system.

Components Minimum Recommended

Computer 2.80 GHz 3.0GHz

RAM 1GB 2GB

Hard Disk Space 100 MB 125 MB

Operating System Windows 7 Windows 7, Windows 8.1, and
Windows 10

.NET 4.5 4.5 Full

Graphics Card SXGA+ SXGA+

Other than the computer’s Windows operating system, no additional software is needed to install or
operate the Food Defense Plan Builder. However, if you would like to use the import function as outlined in
the Importing Process Steps (in the Vulnerability Assessment chapter), you will need a software program
(such as Microsoft Excel) that will open, edit, and save .xIs files.

Downloading the FDPB
Download the FDPB from FDA’s website at https://www.fda.gov/food/food-defense. The FDPB will
download as a .zip file. Once downloaded, save it to your computer.

Uninstalling the FDPB
If you have a previous version of FDPB installed on your computer, follow these steps to uninstall
the previous version completely from your computer:

1. Click the Start button, type “Programs and Features” in the search box, and then select
Programs and Features.

2. Select "Food Defense Plan Builder" and click “Uninstall/Change.” This will uninstall the
FDPB from your computer.
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Installing the FDPB
After you have downloaded the FDPB .zip file from the FDA website and saved it on your compute, you will
need to unzip the file. The FDPB installation file is an .exe file.

Unzip

Using Windows File Explorer, locate the “PlanBuilderInstall.zip” file, right-click on it and select
“Extract All...” You will need select the file location where you want the .exe file to unzip to.

*| v Compressed Folder Tools  Downloads = O b
Home Share View Extract o
= J % cut P | x _i T Newitem - | o FH selectall
M- Copy path ] Easy access ~ Ed Select none
to Quick Copy aste Move Copy Delete Rename New Properties 7
fiss [#] Paste shortc o5 B 23 AR B @ History [0 Invert selection
Clipboard Organize New Open Select
&« = ~ 4 & » ThisPC » Downloads » v O  SearchDo.. P
Name Date Ty
# Quick access
w:f PlanBuilder}--+-"=- 8/4/2019 1:02 PM G
@ OneDrive Open
Open in new window
% This PC
» 3D Objects Extract All...
m Desktop -zip >
. CRC SHA >
|# Documents
™ Scan with Malwarebytes
# Downloads
Pin to Start
b Musi
BiMusi ﬁ‘ Edit with Notepad ++
B Pictures EaScan with Windows Defender..
B Videos & Share
£ Windows (C) Open with...
- Data (D) Restore previous versions
& Network Send to >
< Cut i
1item 1 item selected 24.2 MB Copy [EEE =

Figure 1-1: Extract Downloaded File

Install

Using Windows File Explorer, go to the folder where you unzipped the file to and locate and open
the “PlanBuilderinstall.exe” file.
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Figure 1-2: Run Installation

Double click on “PlanBuilderinstall.exe” to start the installation wizard. You must agree that you
have read the Legal Disclaimer in order to continue with the install. Once the installation is
complete, the FDPB will open automatically.

4
File Edit View Toels Help
Dd @1 0

Opening a Saved Food Defense Plan from version 1.0 Using FDPB version 2.0

2! Introduction - Instructions X

FDA's Food Defense Plan Buldes (FOPB) v. 2.0 is a user-fiendly tool designed lo help
owners and operators of a food faciity in the development of a food defense plan that
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inchudes mitigats and food defense i
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related fo intentional adulteration of food

Use of this tool is stnctly optional on the part of the user. FDA 1 not requining use of
this tool to develop a facdity's food defense plan. Although the content of the Food
Defense Plan Builder v. 2.0 is consistent with the Food and Drug Administration’s
(FDA) ssting reguisations and guidance, use of the Food Defense Plan Builder by
owners and operators of feod faciklies does not mean that their locd defense plan is
approved by or comply with FDA requiraments.

The sections along the keft panel of this bnnl raprasant the recommended sechonsin a
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, and g D from
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| ] Do Not Show Again

Figure 1-3: Food Defense Plan Builder

If you have a saved .fdp file that was created using FDPB version 1.0 (v 1.0), you will be able to open that file

and convert it to a version 2.0 (v 2.0) file. Note that the conversion to v 2.0 is permanent. Once the file is

converted, you will not be able to reopen the file in v 1.0. You will see a warning message when you have

opened av 1.0 fileinv2.0.
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File Edit View Tools Help
& w

File Version Net Current
BerryFarms was created using FDPE version 1.0. Do you want
o convert it to FOPE version 2.07

“4* The conversion is permanent. Once you save the file in
w20 it cannot be converted back ***

Sections of v1.0 that are not in v2.0 will be saved as Word
documents in the Supporting Documents section of v2.0.

Figure 1-4: Conversion Warning

After converting your file to v 2.0, the content from the Broad Mitigation Strategies, Emergency Contacts,
Action Plan, and Supporting Documents sections of v 1.0 will automatically be converted into PDF format
and saved as a document in the Supporting Document section of v 2.0. Although the Vulnerability
Assessment information from v 1.0 will copy over into v 2.0, note that in v 2.0, there are three elements that
can be scored as compared to the two elementsin v 1.0. The two scores from v 1.0 will automatically carry
over into v 2.0, but there will be a third element (Element 1: Potential Public Health Impact) that will be left
blank.

Opening FDPB version 2.0

When you open the FDPB, you will see a Quick Start dialog box that gives you the option to create a new
food defense plan or to open an existing saved food defense plan. You can click on the Do Not Show Again
checkbox to avoid seeing this dialog box every time you open the FDPB. You can also prevent the Quick
Start dialog box from opening in the future by going to the Tools Menu and unchecking Show Quick Start
Dialog.
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Uses Assistance
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Figure 1-5: Quick Start Dialog

The Main Menu options (File, Edit, View, Tools, and Help) are similar to those found in other Microsoft
Windows applications with which you may be familiar.

File Menu

t o
| File Edit View Tools Help I
== =) [7] 0 0

Facility Information
ProductProcess Description
Vulnerability Assessments
Mitigation Strategies
Monitoring Procedures
Carrective Action Procedures
Verification Procedures
Supporting Documents
Food Defense Plan

Signature

Facility Information
Facility Name:

Parent Company Name:
Faciity Address:
Facility City:

Facility State.

Phone Numbers:

Faciity Description:
Employee Description:

Other:

Food Defense Team:

‘ F|
Spicy Sauce Company |
123 Fake Street | H
Anytown

ST | county: [usa Postal Code: 43210 ]

888-555-8900

Phone B88-555-8969 Fax

Other | ] Website

single Building production facility. Approximately 50,000 square feet of pros
areas with 3 main ingredient storate areas. 1 main finished product storage

136 full time employees as of March 1, 2013. Average employee term of ser|
workers are not used. Contract workers are only used for pest management

Other descriptive information about the facility

Name

Respansibilty

Figure 1-6: Main Menu

The File menu has options such as New, Open, Close, Save, Save As, and Print.

o New - Creates a new food defense plan

e Open - Opens an existing food defense plan

e Close - Closes the current food defense plan (user is prompted to save the file before closing) but
keeps the FDPB open

e Save - Saves updates to the food defense plan. Note that the FDPB automatically saves your food
defense plans every 5 minutes.
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e Save As — Saves the food defense plan under a new file name

e Print — Opens up the a Custom Food Defense Plan dialog box where you can select the

Product/Process Name and the Sections to include in a printed plan. You can also go to the same

Custom Food Defense Plan dialog box by clicking on the Food Defense Plan Section

o Recent Files — Displays all recently opened files in FDPB
e Exit — Closes and exits the FDPB.

Edit Menu

The Edit Menu provides options to Undo, Redo, Cut, Copy, Paste, and Select All.

View Menu

File | Edit | View Tools Help
D& Undo Ctrl+Z
Redo Ctrl+Y
e ¥ cut Ctrl+X
Produ Copy Ctrl+C
@ Paste Ctrl+V
Vulne
Select All  Ctrl+A

Mitigation Strategies
Monitoring Procedures.
Corrective Action Procedures

Verification Procedures

£’ rood Defense Plan Builder - Spicy Sauce Company

of 0

Facility Information

Facility Name: 1

Parent Company Name: @

Facility Address: @

Facility State: Country: @

Phone Numbers: I@
|

Facility Description:

Single Building productig

Figure 1-7: Edit Menu

The View Menu displays a list of all of the sections in FDPB. Selection of one of the items from the list takes
you directly to the selected section in the FDPB.

Tools Menu

The Tools menu at the top of the FDPB includes five options that you can turn on or off.

£! rood Defense Plan Builder - Spicy Sauce Compan
picy pany
File Edit View | Tools | Help
NEdS (@7 | Show Quick Start Dialog
|| Show VA Details
Facility Information Allow Internet Access I:
¥ | Print Report Header
Product/Process Desci— 3 Spicy Sauce Company
|* | Spell Check
Vulnerability Assessments TECIMY AUUress: 123 Fake Street
Facility City: Anytown
Mitigation Strategies Lty A
Facility State: Country: E
Monitoring Procedures
Phone Numbers: 888-555-8
Corrective Action Procedures |:
Verification Procedures Facility Description: Single Building produc

Figure 1-8: Tools Menu

Show Quick Start Dialog

By default, this option is checked, which means that a quick start dialog box opens automatically each time
you open the FDPB. The quick start dialog box this allows you to either create a new or open an existing
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food defense plan. Unchecking this option will prevent the Quick Start Dialog box that normally appears
when users start the FDPB from appearing.

Show VA Details
In the Vulnerability Assessment section you have the option to show or hide the bottom detailed

information pane. The default setting for when you open the FDPB for the first time is that the VA details
are shown (checked). To hide the VA details, uncheck “Show VA Details.” Note that if you hide or uncheck
this option, that will be set as the new default whenever you reopen FDPB.

Allow Internet Access
In the Mitigation Strategies section, you will need internet access if you want to access FDA’s online Food

Defense Mitigation Strategies Database. By default this will be unchecked. To allow internet access, check
Allow Internet Access. Note that if you uncheck this option, then the functionality will be turned off when
you open the FDPB in the future.

Print Report Header

You can include a report header to the top of your printed food defense plan. Click on Print Report Header
to open up a separate dialog box where you have the option to type in text for the header and select
whether you want the header to be printed on just the cover sheet or on all pages of the food defense plan.
The pre-filled text is “For Internal Use Only” and by default both Print on Report Header on Coversheet and
Print on Report Header on all pages is checked. Note that if you uncheck this option, then the functionality
will be turned off when you open the FDPB in the future. You can turn it back on by checking Print Report
Header again.

Spell Check

By default, this option is checked when you initially open FDPB. A check here means that the Spell Check
functionality is turned on. Unchecking this option will turn off the Spell Check functionality. Note that if you
uncheck this option, then Spell Check functionality will be turned off when you open the FDPB in the future.

See Spell Check.

Help Menu
The Help Menu includes the User Guide, FDPB Legal Disclaimer, and About the FDPB. You can see the
version number of the FDPB in the About the FDPB.
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Saving a Food Defense Plan

To save a food defense plan, you can either click on the save = button or go to File Menu and select “save”
or “save as.” Food defense plans created in FDPB are saved as .fdp files. Select the folder where you want
the .fdp to be saved and enter a name for the .fdp file. Note that the folder and location where you save the
fdp is also where Supporting Documents will be saved. While you can create more than one food defense

plan file as needed, each separate plan will need to be saved as a separate .fdp file.

If you create a new FDP and have not saved it within 5 minutes, the FDPB will remind you to save your FDP.
Once saved, the FDPB will also automatically save your FDP every 5 minutes.

£ Reminder To Save

This Food Defense Plan file has not been saved yet.
Save the file to prevent data loss

Close

Figure 1-9: Save Reminder

Spell Check

FDPB v2.0 includes a Spell Check feature. By default, spell check is turned on when you initially install and
open the FDPB. You can turn spell check off by going to the Tools Menu and unchecking Spell Check. When
spell check is turned on, any words that is misspelled or unrecognized by the spell checker will have a red
squiggly underline under it. Right click on the word that is underlined in red to see suggested spelling, or to
add the word to the spell checker Dictionary, or to ignore the misspelling or unrecognized word.

Eingle Building production facility. Approximately 50,000 square feet o

areas with 3 main ingredient storate areas. 1 main finished product ste
st orate

136 full time employees as of Marc 50200 mployee term d
workers are not used. Contract wi iz lor pest manage

Other descriptive information abo| '™
strati
saturate
stearate
F.e stoat
striata
Responsibility stratus

straits

stowage
store

stomata

sorbate

Add to Dictionary

Ignore

Ignore All

Figure 1-10: Spell Check
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Facility Information

Introduction
The Facility Information section allows you to enter information about the facility and the parent company.

%! Food Defense Plan Builder - New* T ] %
File Edit View Tools Help
QS HS 8w
Facility Information

| Fadlity Information Facdity Name: | | Facility ldentifier Numbers: & | &
ProductProcess Desciiplion Parant Company Name Desengtion Number
aci : * FOA Regrstrabon 8
Vuinerabibty Assessments Faclity Address: =
DUNS #
e . Facdity City.

Mitigation Strategies

Faciity State Country Postal Code.
Monitonng Procedures

Phone Numbers FPhone Fax
Comective Action Procedures Other Website:
Venfication Procedures Faclity Descriplion:
Supporting Documents Emi - Deseription
Food Defense Plan

Other.
Swgnalure

Food Defanse Team:

Name Responsibity Documentation

@700

FOOD DEFEMSE FLAN BUILDER

ﬁ U5 FOOD & DAUG

Figure 2-1: Facility Information
The fields of the Facility Information Section are:

e Facility Name — Name or identifier of the facility. If a company has multiple facilities, you
can specify the facility name or identifier in this field.

e Parent Company Name — Name of the parent company of the facility.

e Facility Address — Street address where the facility is physically located.

e  Facility City — City where the facility is physically located.

e Facility State — State where the facility is physically located.

e Country — Country where the facility is physically located.

e Postal Code — Zip code where the facility is physically located.

e Phone Numbers — Phone numbers for the facility. Phone number descriptions are editable.
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Website — The company’s website.

Facility Identifier Numbers- Identifier numbers that are associated with the facility that you
would like to be included in the FDP. The FDA registration number and DUNS# appear as a
default. The FDA registration number is the unique number assigned to the facility when it
was registered with the FDA. For more information on FDA requirements for Registration of
Facilities visit: https://www.fda.gov/food/guidance-regulation-food-and-dietary-
supplements/registration-food-facilities. You can delete the two default identifiers and/or
add other identifier numbers, which may include those from USDA, State, or company-

specific numbers. See Adding Facility Identifier Numbers and Deleting Facility Identifier

Numbers.

Facility Description — General description of the facility, including any physical attributes.
Employee Description — Information about the employees at the facility, including vocation
types, number of employees, etc.

Other Description — Information about the employees at the facility, including vocation
types, number of employees, etc.

Adding Facility Identifier Numbers

To add a new facility identifier to the Facility Identifier Numbers list, click on the icon to insert a new

row in the table. Click on the new row to enter the Description and Number of the Facility Identifier

Number.

File Edit
AE5dS

Signature

FD

[ Facility Information
Product/Process Description
Vulnerability Assessments
Mitigation Strategies
Monitering Procedures
Corrective Action Procedures
Verification Procedures
Supporting Documents

Food Defense Plan

FOOD DEFENSE FLAN BUILDER

ﬂuw & DRUG

£’ Food Defense Plan Builder - New* - u] X

View Tools Help

©w

Facility Information
Facility Name: | Facility [dentifier Numbers: | < | | %
Parent Company Name [ Description Nur Add Facility Identifier Number
Facility Address: [ » FDI\ Registration #
DUNS #
Facilty City [
Faciily State: Country. | Postal Cade: | J
Phone Numbers [Phone [ Fax |
Other Website:
Faciliy Description: General description of the company and the physical attributes of the facilit
Employee Description: = tt i types: 1
Other 1 Fr— 1
Food Defense Team
Name Responsibility Documentation
000

Figure 2-2: Add Facility Identifier Number

Deleting Facility Identifier Numbers
To delete an existing Facility Identifier Number, click on the row of the identifier to be deleted, and then

click the @ icon at the top of the form. This will permanently remove that identifier from the list. Figure 2-

3illustrates the highlighted row, marked for deletion, on the Facility Identifier Numbers list.
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Supporting Documents

Food Defense Plan

Signalure

1S, FOOD & DRUG

b O X
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Facility —
Faciity Name: [ | Fagility Identifier Numbers: 4
Parent Company Name: ‘ | Description Number | Delete Facility Identifier Number
Facilty Address: [ |
Facity City: [ |
Facilty Country: Postal Code: |
Phone Numbers: [Prone Il | [Fax [
fomer ] ] Wensite: [
Facility Description: General description of the company and the physical attributes of the facility.
Employee Description Information about the number and types of employees at the facility.
Other: Other descriptive information about the facility. ~

Food Defense Team | & | =

Mame

Responsibilty

Documentation

Figure 2-3: Delete Facility Identifier Number from List

Food Defense Team
The Food Defense Team area of the Facility Information section allows you to record in the FDP the
individual(s) who were involved in the development of this FDP and designate those who have a

responsibility to maintain and/or implement the plan. In addition, you can upload education, training,

and/or experience documentation for individuals on the team.

Adding Food Defense Team Members

To add an individual to the Food Defense Team list, click on the icon to insert a new row in the table.
Click into the new row within the Name column and add the name of the individual.

'3 Food Defense Plan Builder - New*

File Edit View Tools

Help

(DEFHS| % @l @1 <o Jofo [k ¥

Facility Information

Product/Process Descriplion

Vulnerability Assessments

Mitigation Strategies

Monitoring Procedures
Corrective Action Procedures
Verification Procedures
Supporting Documents

Food Defense Plan

Signature

D7 ON
FOOD DEFENSE PLAN BUILDER
s oo one

Facility Information

Food Defense Team: *

Facility Name: [ | Facility Identifier Numbers: Iﬂ ﬂ
Parent Company Name: | \ | Descrption Number
Facility Address: [ ]
Faciiy Ciy | |
Faciity State: [ | county | | PostalCode: [ ]
Phone Numbers: [Pnone I | [Fax ] [
(T — wepsta. |
Facility Description: | General description of the company and the physical attributes of the facility. A
| v
N I TR | Information about the number and types of employees at the facility. ~
Other. :Other descriptive information about the facility. A

Name

Add Food Defense Team Member

Documentation

Figure 2-4: Add Individual to Food Defense Team
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Deleting Food Defense Team Members
The process of deleting an existing member from the Food Defense Team is similar to adding a new
member. To delete, click on the row of the individual to be deleted, and then click the icon. This will

permanently remove that name and title from the list. Figure 2-5 illustrates the highlighted row, marked for
deletion, on the Food Defense Team member list.

$’ Food Defense Plan Builder - BerryFarms = a X
File Edit View Tools Help

NS ¥ Ram(@ 1 4o of 0 [F M

Facility Information

Facility Information | Facility Name: \ Facility Identifier Numbers: < | %
Product/Process Description | Parent Company Name: |Parent Company ‘ Description Number
Vulnerabiity Assessments | Facility Address: 223 Treeline Road | N ] 1234
5 Facility Ci Dallas |
Mitigation Strategies | S
Facility State: ™ Country: |USA | Postal Code: [75555 |
Monitoring Procedi |
bt = Eroe NE e Prone  ||9729891111 | [Fax | [s72:999-1112 |
R | Other 214-220-2202 Website: [www bemyfams net
Verification Procedures | (el iy D poa Farm providing tomatoes throughout the southwest. 7 ~
Supporting Documents | 4 s
I R L Employee consist of field hands and processors.
Food Defense Plan |
i | Other: other data

Food Defense Team: [«]
Name Delete Food Defense Team Member | Documentation ‘
FD @ PB \ -t‘.ul Johnson

FOOD DEFENSE PLAN BUILDER

U.5. FOOD & DRUG

BerryFarms

Figure 2-5: Remove Food Defense Member from List

Food Defense Team Details
You can click on the “Edit” button in any row to open up the Food Defense Team details dialog box where
you can select or type in the team member’s responsibility enter their email address and phone number.

[other | 2142222222 | Website: [www berryfarms. net |
FEE IR Farm providing tomatoes throughout the southwest.
Employee Description: Employee consist of field hands and processors.
Other:

other data

Food Defense Team: ‘ 5 (Ml |

Name Responsibility Documentatiol
SC Owner

Figure 2-6: Edit Food Defense Member’s Responsibility

Check the appropriate responsibility for the chosen Food Defense Team member. Use the Other checkbox
to enter a custom responsibility. You can also add a phone number and email address for the team member
in the details dialog box.
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file Edit View Tools Help

$! rood Defense Plan Builder - Ber

ryFarms

Sentifier Numbers 4>Hx

ascription Number

1234

mnm

i U.S. FOOD & DRUG

BerryFarms

QSRS SIS MU 98 ¢ood Delense taom Detaks - 8 iohson
Fadility Information | Fome T
Product/Process Description [_] owneriOperator [] Mtigation Strategies
[T] Food Defense Plan ["] Reanalysis
Vulnerability Assessments =
J ("] vuinerabiity Assessment Other  Owner

Mitigation Strategies
Monitoring Procedures ]

Emait [
Corective Action Procedures Phone: ;
Vesification Procedures "

Education, Training, and/or Experience Documentation &
B
Descriplion

Food Defense Plan
Signature

Figure 2-7: Select Food Defense Member’s Responsibility

Adding Education, Training, and/or Experience Documentation
To add education, training, or experience documentation for a food defense team member, click on Edit for

the individual to open up the Food Defense Team Details dialog box and click on the icon next to

Education, Training, and/or Experience Documentation. An Add Document dialog box will appear where

you can enter a description of the documentation. Click on Select File to select the file you would like to
upload and click on OK to complete the upload. Enter a description of the document. By default, the
document that you upload will be saved into a subfolder called “Documents” in the same folder as your

saved food defense plan (.fdp) file. Use the Subfolder field to create or save the document into a new or
existing subfolder. Only the file name and description of the documents are printed in the Food Defense

Plan.
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|F°"Vm’"'“°" Food Defense Team Responsibiity
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Product/Process Description
$! Add Document

Vulnerability Assessments J
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Momtamg Rrocuhes 1 & File: | Salect File
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Supparting Documents | Subfolder: (optional)
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To delete a document, click on the row of the document to be deleted, and then click the icon.

Figure 2-8: Add Document

$! Food Defense Plan Builder - Ber

File Edit View Tools Help

ryFarms

(2] u.s. Foop & DRUG

DSHS X R@ e« _—
QEUSKaRs 8’ Food Defense Team Details - Bill Johnson X
| Rl Food Defense Team Responsibility
‘ Product/Process Description [ Owner/Operator [ Mitigation Strategies
Food Defense Plan Reanalysis
‘Wmmyi\ssessm D ¥ D
O Other  Owner A
‘ Mitigation Strategies v|
‘ Monitoring Procedures
Email ‘ ‘
‘ Corrective Action Procedures Phone: ‘ ‘
‘Vmbm Procedures
Education, Training, and/or Experience Documentation
ing Dx ———————
‘ Delete Doc ion f
‘ Food Defense Plan
‘ Signature

Figure 2-9: Delete Document
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Product/Process Description

Introduction

The Product/Process Description section of the FDPB allows you to input the products and/or processes that
are covered in this food defense plan. If you are grouping similar food products or processes, you can use
the Product/Process Description section to specify which food products or processes the groupings apply to.

Spicy Sauce Company

$! Food Defense Plan Builder - Spicy Sauce Company = (] X
File Edit View Tools Help
DEES L al(@1 o of 0 (¥ M
Product/Process Description

Facility Information

Product/Process: & | | =

Name Description

Vuinarability Assassments
Mitigation Strategies
Moniloring Procedures
Corrective Action Procedures Detais:
Verification Procedures Name:

=
Supporting Documents 4
Food Defense Flan i Lt
Signature Intended Use

Intended Consumers:

Storage And Distribution:
FOOD DEFENSE PLAN BUILDER

[ s 0 owe e e

Figure 3-1: Product/Process Description
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Adding a Product/Process
Click on the icon to add a new product/process to the list. When you click on the |2 icon, the

Product/Process Description dialog box is displayed. Enter the name of the product/process, description,
ingredients, intended use, intended consumers, and storage and distribution. To enter more than one
product/process, click the Save and Add New button. This will save the existing product/process and keep

the dialog box active so more products/processes can be entered.

File Edit View Tools Help

@ =1 I ) @ | 8 Product/Process Description X
Name |
Fadility Information Description: p
Product/Process Description

Vulnarability Assassments

E Ingredients:
Mitigation Strategies

Monitoring Procedures

Comective Action Procedures

Intended Use:
Verification Procedures
Supporting Documents
P p— Intended Consumers:
Signature

Storage and Distribution:  tnter storage and distributio

FOX4. PRI

FOOD DEFENSE PLAN BUILDER

Save and Add New Save and Close Cancel
H US. FOOD & DRUG

Spicy Sauce Company

Figure 3-2: Add Product Form

Deleting a Product/Process

To delete a product/process, click on the icon. When you delete a product/process, all data associated

with that product/process will be deleted, including vulnerability assessment, mitigations strategies,

corrective action procedures, monitoring procedures, and verification procedures. The FDPB will display a

warning message as shown in Figure 3-3.

Product/Process Description

ProductProcess: | &

Name Description
Common
4 Cheese Sauce
Marinara Sauce

Delete Product X

Details:
Name . . . .
Warning! Deleting this Product/Process will also delete ALL
data associated with this Product/Process (e.g., vulnerability
assessment, mitigation strategies, monitoring procedures, etc.)!

Description:

Ingredients:

Intended Use: ]
Intended Col

Storage And Distribution:

Figure 3-3: Delete Product/Process Warning
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Vulnerability Assessment

Introduction

The Vulnerability Assessment section allows you to conduct and document a vulnerability assessment for
the products/processes at your facility. You can enter the process steps for a product/process and
determine which process steps are actionable process steps using either the Key Activity Types method, 3
Elements, or a combination of the two (also known as the Hybrid Approach). The steps that you identify as
actionable process steps will automatically copy over to the Mitigation Strategies, Monitoring Procedures,
Corrective Action Procedures, and Verification Procedures Sections.

%! Food Defense Plan Builder - Spicy Sauce Company® = m] x
File Edit View Toels Help
[DEES w i of 16 |k ki

WVulnerability Assessment
Faclify Information

Product/Process Name: Al ~ | Process Steps: | & (L] | % Ilr =5
R e e Product Names % Process Step VA Method Sum  Aclionable A
Vunerabikty Assessmants B 4 Choese Sauce 1 Remngemted diy storage (Cheese) Koy Actaty Type
Mitigation Stralegies 4 Cheese Sauce 2 Cheese Graters 3 Elements.
Monitoring Procedures Common 1 Bulk Dry Recaiving 3 Elements
Comective Action Procedures Common 2 Bulk Dry Storage 3 Flements L
Verification Procedures Comman 3 Secondary Ingredient Storage 3 Elements
~
Supporting Documents Details - Vulnerabiity Assessment
Product/Process Name: 4 Cheese Sauce ~  Process 6. Refngerated diy storage (Cheese) | (®) Key Actwty Type () 3 Elements
Food Defense Plan = -
Process Descnpbon:
Signalure
Kay Actiaty Typa -
Explanation:
P
@70
FOOD DEFEMSE PLAN BUILDER
H s L [ Actionable Frocess Step

Spicy Sauce Company

Figure 4-1: Vulnerability Assessment

The top of the Vulnerability Assessment (VA) section shows a summary of the process steps for the
Products/Processes selected. You can view All Product/Processes or click on the dropdown menu to select
one Product/Process.
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8’ Food Defense Plan Builder - Spicy Sauce Company*
picy pany

PLAN BUILDER

Actionable Process Step

Spicy Sauce Company

= a X
File Edit View Tools Help
NEdS @ | 1 of 16 b ¥l
Vulnerability Assessment
F Information ~ =
Aoyl Product/Process Name: |All Process Steps: | < | L | X EEE ;‘l“:}
Product/Process Description Product Names VA Method Sum Actionable ~
ili e )4 Cheese Sauce K AR RaE
Vulnerability Assessments Marties Saiice 2 y lypa
Mitigation Strategies 4 Cheese Sauce (Gerkc Craam Sancd 3 Elements
Monitoring Pracedures Common 1 |Bulk Dry Receiving 3 Elements
Corrective Action Procedures ‘Common 2 | Bulk Dry Storage 3 Elements v
Verification Procedures Common 3 | Secondary Ingredient Storage 3 Elements
| v
Supporting Documents Details - Vulnerability Assessment
Product/Process Name: 4 Cheese Sauce ~  Process Step: R dry storage (Cheese) | (®) Key Activity Type () 3 Elements
Food Defense Plan
Process Description:
Signature
Key Aclivity Type ~
Explanation:

Figure 4-2: Filter Vulnerability Assessments by Product/Process Name

At the bottom of the VA section is the details pane, which shows the VA details for the process step
selected. There is an option to either view or hide the VA details pane for a selected process step. By

default, the VA details pane is shown.

$/ Food Defense Plan Builder - Spicy Sauce Company*
picy pany

FOOD DEFENSE PLAN BUILDER

Spicy Sauce Company

200 4 Drve Actionable Process Step

- a X
File Edit View Tools Help
AT © 1 of 16 | » M
Vulnerability Assessment
Facility Inf tion S =
Ay Informa Product/Process Name: |All V| Process Steps: | % | LY | X “‘@ %
HET AR Product Names # Process Step VA Method Sum Actionable ~
Vuinerabilty Assessments ‘ R 4 Cheese Sauce 1 Refrigeraled dry storage (Cheese) Key Activity Type 2
Mitigation Strategies 4 Cheese Sauce 2 Cheese Graters 3 Elements
Monitoring Procedures Common 1 Bulk Dry Receiving 3 Elements
Corrective Action Procedures Common 2 Bulk Dry Storage 3 Elements v
Verification Procedures Common 3 Secondary Ingredient Storage 3 Elements
v
Supporting Documents Details - Vulnerability Assessment
Product/iProcess Name: 4 Cheese Sauce w  Process Step: Refiigerated diy storage (Cheese) | (®) Key Actiity Type () 3 Elements
Food Defense Plan .
Process Description:
Signature N |
Key Activity Type: v
Explanation:

verryrarTT

Figure 4-3: Vulnerability Assessment Details
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To turn this option off and hide the VA details pane, go to the Tools Menu and unselect Show VA Details.
See Show VA Details.

£’ Food Defense Plan Builder - Spicy Sauce Company = m] >
File Edit View Tools Help
B 1= I L @14 4 af 16 b M
Vulnerability Assessment
_Fﬂmmw ProducUProcess Name: | Al ~| ProcessSteps & 1Y | x| HE
C o D | ProduciNames & Process Step VA Mathod Sum  Aclonable &
mam Assossments | ; 54 ] HI'.'[!IT(;I[M ﬂl'_" !'ytl'!f:h)ﬂ RS KL‘? f\l'!!Ml' |y'|'l'!
Miligation Strategies 4 Choese Sauce 2 Cheese Graters 3 Elements.
Monitaring Procedures Commaon 1 Bulk Dry Receiving '3 Elements
Bearmotin Action Procadines Comman 2 Bulk Dry Storage '3 Elements | | v
Venification Procedures Commen 3 Secondary Ingredient Storage 3 Elements
Supporting Documents Common 4 Secondary Ingredient Staging Area 3 Elements v
Food Defense Plan Common 5 Mixer 3 Elements v
Signature Common B Jar Filar 3 Elaments.
Comman 7 Vacuum Sealer 3 Elements.
Common 8 Case Packager 3 Elements
Comman & Finshed Product Slorage 3 Elements.
FOOD DEFENSE PLAN BUILDER g:::!c.“m . 1 Ilsuvyﬁuamﬂsnuuinq 3 Eleiscits . . .
g .rooe s o Garl Groam 2 Helngerated Heavy CGream Storage Tanks 3 Elements [ [ il

Spicy Sauce Company

Figure 4-4: Vulnerability Assessment Details Hidden

Adding a Process Step

To add a new Process Step, click the icon. A new Vulnerability Assessment (VA) dialog box will open.

[ TS =

£ Vulnerability Assessment X

ProductProcess Name: |4 Cheesa Sauce it Key Activity Types

Process Step [ | . Bulk Liquid Receiving and Loading

Process Descripion | | Bulk hquid recening and lnading includes a pomt, step, or procedure whene the prmary
Purps rasult is bulk hquid ang at the facility fram an inbound conveyance (the
nbound mavement of lqud pwducl |nlo.| tachity for its use in e food produchon

= = process) of bulk kquid loadi the outbound

WA Method (®) Ky Actiaty Type () 3 Elemants o iquid product from a facily for furlher processing of use)

Ky Activity Type = . Liquid Storage and Handling

Explanation Key Activity Type Explanation Liquid storage and point, s

tep, of
purpose of resull is the s[ocdqe or holding of iquids [bulk or nvn-bulk} stlhm in slwaqu
tanks or in other tanks at the faciity. 1t also mndudes handling, metenng, surge, or ofher
types of intermediale processing lanks wsed to control flow rabes of iquid ingredsents or
product through the production System

Secondary Ingredient Handling

handi dudes any point, step, or procadure where dry or Squad
minge g ads, and lood
additives) are marupnia"m hyhuman contact prior o or dmng addition 1o the product
Slresam

Mixing and Similar Actvities

Midng and similar acthities inchudes a point, step, or procedure where the primary
purpese or resull is miang, homogenizng, grindng, or coaling.

Acticnable Process Step: () Yos (@) No

‘Spicy Satce Company

Figure 4-5: Vulnerability Assessment Dialog Box
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Select an existing Product/Process Name from the dropdown and enter a Process Step name and Process
Description. Choose the VA method you would like to use to conduct the vulnerability assessment for this
process step: Key Activity Type or 3 Elements. Note that you can select a different method for each process
step. For example, process step 1 you can choose Key Activity Type method but for process step 2 you can
choose 3 Elements. This is also how you would use the FDPB to conduct a VA using the Hybrid Approach (a
combination of both the Key Activity Types and 3 Elements). Note that the FDPB will save the data that you
enter, even if you decide to change to the other VA method. The method that is selected when you close
out the VA dialog box will be the one that shows in the main VA screen and the Food Defense Plan.

Reordering Process Steps
To change the ordering/numbering of a process step, click to highlight the process step you would like to
move and hold and drag it to the desired new location. The process steps will be automatically renumbered.

Sorting Process Steps
You can sort the process steps by clicking on the column header that you want to sort by.

Sort by Sum

To sort the process steps by Sum, click on the Sum header and the process steps will sort by lowest sum to
highest sum. Click on the Sum header again and the process steps will sort by highest sum to lowest sum.
Note that if you used the Key Activity Type method to assess a process step, there is no numeric sum.
Instead, you will see a dash “-“ mark in the sum column for that process step. If you used the 3 Elements
method and scored any one of the three elements with a score of “1” then the Sum column will show “N/A,”
which stands for not applicable. If you used the 3 Elements method and did not score all three elements
Process steps that were assessed using the 3 Elements VA method

Sort by Actionable Process Step
To sort by actionable process steps, click on the Actionable header twice to see the process steps that are
identified as actionable process steps at the top.

Importing Process Steps

The FDPB allows you to import existing process steps and descriptions into the VA section. It also allows you
to important completed vulnerability assessments conducted outside of the FDPB. To import either process
steps or a completed vulnerability assessment, you will need to download the Microsoft Excel (.xls) template

from the FDPB. Click on the Download Excel Import Template H button. You will be prompted to select a
Directory folder where you want to save the template and a Filename for it. In order to open the template,
you must have either Microsoft Excel installed on your computer or another program that can open .xls files.
The template includes four columns — Process Step #, Process Step Name, Process Step Description, and
Actionable Process Step? (Y/N). Figure 4-6 shows a sample import template.
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Once you have populated the template and saved it, click on the Import Excel Template

A B C D
. e Actionable Process
1 Process Step # | Process Step Name Process Step Description Step? (Y/N)
2 1|Receiving Receiving of dry ingredients N
3 2|Storage Storage of dry ingredients N
4 3|Measure ingredients |Measure ingredients Y
5 4 Mixing Mixing ¥
6
Figure 4-6: Template Sample

== button to

import the data into the FDPB. The Process Step Name must contain content for the FDPB to import the

data in that row. If a row does not have a Process step name, the data for the entire row will not be

imported.

File Edit View Tools
B =7 1] w

Facility Information

Product/Process Description

%/ Food Defense Plan Builder - Spicy Sauce Compan
picy pany

Vulnerability Assessments

Mitigation Strategies
Monitoring Procedures
Corrective Action Procedures
Veiification Procedures
Supporting Documents

Food Defense Plan

Signature

m U.S. FOOD & DRUG

Spicy Sauce Company

FOOD DEFENSE PLAN BUILDER

= m}
Help
1 of 16 | b b
Vulnerability Assessment
Product/Process Name:  All ~ | Process Steps: —:l x &E
Product Names # Process Step VA Method Sum Actionable
4 Cheese Sauce = 1|Refiigeraled dry slorage (Cheese) Key Aclivity Type - B}
4 Cheese Sauce 2 ‘ Cheese Graters 3 Elements
Common 1 ‘ Bulk Dry Receiving |3 Elements
Common 2 Bulk Dry Storage 3 Elements v
Common 3 | Secondary Ingredient Storage 3 Elements
|

Details - Vulnerability Assessment
Product/Process Name: |4 Cheese Sauce

Process Description: |

~ Process Step: }n i

dry storage (Cheese) | (®) Key Activity Type () 3 Elements

Key Aclivity Type
Explanation:

Actionable Process Step

Figure 4-7: Import Process Steps from Excel Worksheet

Use the file selection dialog box to choose the saved Excel file to import. See Figure 4-8.
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2! Open =
™ » 4 1 » ThisPC > Data(lx) » FOPB » Import w U Search Import 2
Organize = New folder E- ™ @
3 This PG A Mame - Date madified
s 30 Objects 07 VA Other method impaort fields-2 s 10/9/2018 2-26 PM
= Desktop 07 VAImport1 xlsx 10/10/2018 :19 AM
14 Documents
& Downloads .
& Music
i Pictures
B Videos
L Windaws (C)
- Data(D) v <] | >
Fﬂuum:l V_| _Vhlmpm_ flnst’gﬁs:ﬂ »|
o

Figure 4-8: Select Excel Worksheet

Select the Product/Process Name with which you want to associate the import steps. Click OK to import.

8! rood Dafense Plan Builder - Spicy Sauce Company
File Edit View Tools Help
(DFES s am @ of 16 | # H

{ I Vulnerability Assessment
Faciity In e e e
| & vaimport Results
Product/P
: ProductiProcess Name: |ETEETENIE ~]
= | #  Process Steps  ProcessCescription
Moot I Recenng | Recenng of dry mgredients

et Achonable Process Step

Figure 4-9: Process Steps Loaded from File

Then you should see the process steps imported into the FDPB. See Figure 4-10.
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4 FOO erense Flan bullder - d duce Lompan: o
£/ Food Defense Plan Builder - Spicy Sauce Company* O X
File Edit View Tools Help
DEES @[l 420 of 20 | »
Vulnerability Assessment
Facilty Informati - =
ool sl Product/Process Name:  All ~ | Process Steps: | L[ | X [T ,_1‘;|
B =
Eistuctipees eponi] ProductNames %  Process Step /A Method Sum  Aclionable A
Vulnerabiity Assessments ‘ Froduct TED | 1 Recening Key Activity Type -
|
Mitigation Strategies Product TBD 2 Storage Key Actmaty Typa -
Moritoring Procedures Product TBD | 3 Measure ingredients | Key Actiity Type - - || %
T D B Product TBD 4 Mixing Key Activily Type - 7
Verification Procedures o
Supporing Documents Dstails - Vulnerability Assessment
Product/Process Name: | praduct TBD ~ | Process Slep: [Mixing (®) Kay Actvty Type () 3 Elements
Food Defense Plan . —
Process Description: Mixing
Signature
Key Acthvity Type: =
Explanation:
FOOD DEFENSE PLAN BUILDER
[ 5. roon & orue Actionable Process Step
Spicy Sauce Company

Figure 4-10: Imported Process Steps

Copy Process Steps

The FDPB allows you to copy process steps from a Process/Product. To copy some or all of the process steps
from one Process/Product to a new or existing product, click on the Copy Process Steps button as shown in
Figure 4-11.

8 Food Defense Plan Builder - Spicy Sauce Company™ = O X
File Edit View Tools Help
NEdS @ 1420 of 20
Vulnerability Assessment
Fagility Information - =
Ay o Product/Process Name:  All | Progess Steps: | 4 x| 4E ;‘l‘:;
fiodicirocesy Desctin ProductNames  #  Process Step VA Method Sum  Actionable A
Vulnerabiity Assessments | 4 Cheese Sauce 1| Refrigerated dry storage (Cheese) Key Activity Type - ~ v
Mitigation Strategies 4CheeseSauce 2| Cheese Gralers. |3 Elements
Monitoring Procedures Common 1| Bulk Dry Receiving 3 Elements
Corrective Action Procedures Common 2 Bulk Dry Storage 3 Elements v
Verification Procedures Common 3| Secondary Ingredient Storage 3 Elements
v
Supporting Documents Details - Vulnerability Assessment
Product/Process Name: | Product TBD ~ Process Step: \M:xing | @ Key Activity Type O 3 Elements
Food Defense Plan
Process Description: |Mixing
Signature
Key Aclivity Type ~
Explanation:
FOOD DEFENSE PLAN BUILDER
ﬂ bt d o Actionable Process Step

Spicy Sauce Company

Figure 4-11: Copy Process Steps Button

When you click on the Copy Process Steps button, the Copy Process dialog box will open. On the left side,
select an existing Process/Product Name from the dropdown list where you want to copy a process step
from and on the right side, select either another existing Process/Product Name or enter a new
Process/Product Name that you want to copy a process step to.
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File Edit View ]
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Food Defense Plan
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Spicy Sauce Company

When you copy a process step, all of the data associated with that process step will also copy over,

NEHS
| ProductProcass Name  Common v
Facdity Information
| Process Steps
ProductProcess Descipt — 0
7 7] Mooer
.Vmahmymwuﬂ I Jar Fils
% Veowm Sealer |
Miligation Strategies : Case Packager
—— . Secondary Ingredient Staging Area
ar L i} Starage
| || Bulk Dry Storage
Comective Action Proced ___| Buk Dry Recaiving
__| Finished Product Storage
Verification Procedures
Supperting Documents |

ProductiProcess Name: |Product TBD |

New Process Steps

& Elements

Cancel

Figure 4-12: Copy Process Steps

including vulnerability assessment and all calculations (if applicable), mitigation strategies and explanations,

monitoring procedures, corrective action procedures, and verification procedures.

Assessing a Process Step using Key Activity Types
When Key Activity Type (KAT) Method is selected, a short description for each Key Activity Type is shown in

the right portion of the dialog box. To see the full description of the KAT, click on the dropdown arrow
next to the specific KAT. Click on Key Activity Type drop down menu to see a list of options: Not Key Activity
Type, Bulk Liquid Receiving and Loading, Liquid Storage and Handling, Secondary Ingredient Handling, and

Mixing and Similar Activities.

£ Vulnerability Assessment

Product/Process Name: 4 Cheese Sauce

Key Activity Types

Process Step: Refrigeraled dry storage (Cheese)

Process Description

Bulk Liquid Receiving and Loading

Bulk liquid receiving and loading includes a point, step, or procedure where the pimary
purposs or resultis bulk liquid receiving at the facility from an inbound conveyance (the
inbound movement of liquid product into a facility for its use in the food production

VA Method: (@) Key Activity Type () 3 Elements
Key Activity Type:
Explanation Key Activity Type Explanation

Actionable Process Step: () Yes (®) No

process) or bulk iquid loading into an outbound conveyance (the oulbound movement
of liquid product from a facilty for further processing or use)

Liquid Storage and Handling

Liquid storage and handiing includes a point, slep, or procedure where the primary
purpose of result is the storage or holding of liquids (bulk or non-bulk) either in storage
tanks or in other tanks at the facility. It aiso includes handing, metering, surge, or other
types of intermediate processing tanks used to control flow rates of liquid ingredients or
product through the production system.

Secondary Ingredient Handling
Secondary ingredient handing includes any point, step, or procedura whera dry of iquid
sacondary ingredients (a g , inclusions, minor ingredients, processing aids, and food
additives) are manipulaled by human contact prior to or during addition to the product
stream.

Mixing and Similar Activities

Mixing and similar activities includes a point, step, or procedure where the primary
purpose or resultis mixing, homogenizing, grinding, o coating.

Save and Close Canesl

Figure 4-13: Vulnerability Assessment Dialog Box- Key Activity Types
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If you select one of the four Key Activity Types, you will have the option to add sample content into the
Explanation field. Click on the Add Sample Content button to populate the Explanation field with the
sample content.

[ T " a PN " - 1
| & Vulnerability Assessment X
| Product/Process Name: |4 Cheese Sauce - Element 1 Scoring Table: Potential Public Health Impact

Process Step Refrigerated dry storage (Cheese) | | [Bescrign
Process Description:

Score

Potential public health impact over 10,000 (acule ilnesses, deaths, of both) 10
or over 10,000 senvings at risk

Potential publi impact between 1,001 - 10,000 (acul !

= public health imps
e tietion O L BT e OV HE S S deaths, or bolh), or 1,001 - 10,000 servings at risk

Eloment 1 Score Element 2 Score Eloment 3 Score Potential public healih impact between 100 and 1000 acute iinesses,
Score 5.-Botween 100 ~ | [F] 8- Accessble |8-Moderately High Eas | [F] R Ol DOM), 108, R Sarge ik

Element 1 Rationale Element 2 Rationale Element 3 Rationale Polential public health impact between 1- 99 (acute iinesses, deaths, or 3
both), or betwsen 1- 99 senvings at risk

No potential public health impact (Le., no linesses or deaths) of Na senings 1
core.

Explanation: 3 Element Explanatio

Actionable Process Step: () Yes (8) No

Save and Close Cancel

Spicy Sauce Company

Figure 4-14: Vulnerability Assessment Dialog Box — 3 Elements

Assessing a Process Step using 3 Elements Method

When 3 Elements is selected, the VA dialog box changes to show a score and rationale fields for Elements 1,
2, and 3, respectively. For each Element, there is a dropdown menu that shows the scoring options. When
you click on one of the Elements, the table on the right side of the VA dialog box will change to that
respective scoring table. For example, when you click on the Element 2 Score dropdown menu or Element 2
Rationale text box, the FDPB shows the scoring table for Element 2: Degree of Physical Access to the
Product.

Within the 3 Elements Method option, the FDPB has built in calculators for Element 1 and Element 3 to
assist you with determining a score.

Element 1 Calculator

Click on the calculator L&l button next to the Element 1 dropdown menu to open the Element 1 Calculator.
Choose either the Volume of Food at Risk or the Representative Contaminant Approach.

If you choose Volume of Food at Risk, enter the Batch size and choose the appropriate unit of
measurement; units are listed for both mass and volume. Then enter the Amount of Product (Ingredient) in
Final Serving. Note that the calculator will automatically filter and only show the units of measurement that
is the same type (either mass or volume) as what you selected in the Batch size. Once you have entered
both the Batch Size and the Amount of Product (Ingredient) in Final Serving, the Servings per Batch will
automatically be calculated and the FDPB will show a Potential Public Health Impact score from the
Element 1 scoring table based on the Servings per Batch calculated. Click on Update Score to automatically
have the Potential Public Health Impact Score applied.

If you make changes to the Batch Size and/or Amount of Product (Ingredient) in Final Serving, click on the
Update Score button to recalculate and the FDPB will update the Element 1 score accordingly. You can also
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clear the data in the Element 1 calculator by clicking on the Clear Data button. Remember to click on
Update Score if you want to apply the score from the Element 1 calculator. Figure 4-15 shows the Element 1

Calculator.
.
s
ProducliProcess Name: |4 Cheesa Sauce 8/ Element 1 Calculator X tial Public Health Impact
Process Stey Refrigerated dry storag
s W Eopenter dy sheg Element 1 Calculator Score
rocess Descnplion:
£ Product/Process Name |4 cheese Sauce (acute iinesses, deaths, or both) 10
Process Step Refrigerated dry storage (Cheese) £ 2 I
: = )01 - 10,000 {acute ilnesses, &
VA Method: (_) Key Actwly Typa s al risk
Element 1 Score Element o - 0 and 1,000 (acule iinesses, 5
P S e &Aoo (®) Volume of Food at Risk _) Representative Contaminant Approach Ensk 5
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Figure 4-15: Element 1 Calculator

If you choose Representative Contaminant Approach, enter the Batch size and choose the appropriate unit
of measurement (units are in listed for both mass and volume). Then enter the Amount of Product
(Ingredient) in Final Serving. Note that the calculator will automatically filter and only show the units of
measurement that is the same type (either mass or volume) as what you selected in the Batch size. Once
you have entered both the Batch Size and the Amount of Product (Ingredient) in Final Serving, the Servings
per Batch will automatically be calculated. For the Representative Contaminant Approach, the FDPB does
an additional calculation based on the 50% mortality rate set by U.S. Food and Drug Administration (FDA).
The FDPB will show a Potential Public Health Impact score from the Element 1 scoring table based on the
Servings per Batch, Mortality Rate, and Number of Deaths.

You can recalculate the Servings per Batch by making changes to the Batch Size and/or Amount of Product
(Ingredient) in Final Serving. Click on the Update Score button to recalculate and the FDPB will update the
Element 1 score accordingly. You can also clear the data in the Element 1 calculator by clicking on the Clear
Data button. To close the Element 1 Calculator, click on Close. Note that you can keep the Element 1
Calculator open while you are working in the VA dialog box. Once you close the VA dialog box, the
calculator will also close.

Element 3 Calculator

Click on the calculator EZl button next to the Element 3 dropdown menu to open the Element 3 Calculator to
calculate the Amount of Representative Contaminant Needed per Batch. If you chose the Representative
Contaminant Approach and input data in the Element 1 Calculator, the FDPB will automatically calculate the
Amount of Representative Contaminant Needed per Batch based on the data that you entered in the
Element 1 Calculator and FDA’s provided value for Representative Contaminant Dose Needed per Serving.
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Unlike the Element 1 Calculator, the Element 3 Calculator does not automatically provide a score for

Element 3. You will use Amount of Representative Contaminant Needed per Batch and the Element 3
Scoring Table to help you in the analysis and determination of the score for Element 3.

To close the Element 3 Calculator, click on Close. Note that you can keep the Element 3 Calculator open
while you are working in the VA dialog box. Once you close the VA dialog box, the calculator will also close.
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Editing a Process Step

Figure 4-16: Element 3 Calculator

To edit an existing process step, select the process step in the VA summary table. If you have the Show VA
Details option turned on under Tools, you can either edit the process step in the details section below the
VA summary table, or double click on the process step row. Double-clicking on a process step row opens the

VA dialog box for that step.
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Figure 4-17: Edit Vulnerability Assessment Using Detail Panel

If you have the Show VA Details option turned off under Tools, then your only option is to double click on

the process step row to edit the VA information for that process step.

Deleting a Process Step

To remove a process step, click on the process step you wish to delete and then click on the button. A
new dialog box will open to confirm the deletion of the process step.
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Figure 4-18: Delete Process Step

Page | 34



Chapter

Mitigation Strategies

Introduction

The Mitigation Strategies section of the FDPB allows you to identify and document mitigation strategies for
the actionable process steps that were identified in the Vulnerability Assessment section. The process steps
that were identified as actionable process steps in the Vulnerability Assessment section will automatically
copy over to the Mitigation Strategies section. The Mitigation Strategies section is divided into two main
sections. The top section contains all of the actionable process steps and the bottom section contains the
mitigation strategies details for the selected actionable process step.

The FDPB has the option to access and search for mitigation strategies on FDA’s online Food Defense
Mitigation Strategies Database (FDMSD) and allows you to incorporate content directly from the FDMSD to
your food defense plan.

The top of the Mitigation Strategies section shows a summary of the actionable process steps for the
Products/Processes selected. You can view All Product/Processes or to view one Process/Product at a time,
click on the dropdown menu to select the Product/Process.
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Figure 5-1: Mitigation Strategy Section Layout

Adding Mitigation Strategies

There are two ways to add mitigation strategies. One way is to type in a mitigation strategy and the other is
to search for and input mitigation strategies from FDMSD.

Manually Adding Mitigation Strategies
To add a new mitigation strategy for an actionable process step, select the actionable process step in the top

view pane and click on the icon. This will add a new row to the mitigation strategies details table.
Double click on the new row and type in a Mitigation Strategy Description and Explanation. You can also

click on the Edit button to show the Mitigation Strategy form and enter the description and/or explanation
in the form.
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Figure 5-2: Enter Mitigation Strategy Manually
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Adding Mitigation Strategies from FDA’s Food Defense Mitigation Strategies Database

The other way to enter mitigation strategies is via the FDMSD. To search for mitigation strategies from
FDMSD click on the Search button. The Search button connects FDMSD and allows you to search for
mitigation strategies to add to the selected actionable process step. Internet connection is needed to access
FDMSD. The first time you click on the Search button, the FDPB will ask you to confirm that you would like
to connect to the Internet. See Figure 5-3 below.
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Figure 5-3: Internet Connection to FDA Mitigation Database

Click Yes to allow internet access. You can check the Do Not Show Again box to avoid seeing the Internet
Access confirmation dialog box in the future. You can also turn this function on or off by going to the Tools
Menu and checking or unchecking Allow Internet Access.

Once you have granted internet access by checking yes, a Mitigation Database Search Results dialog box
will display. The FDPB connects with the FDMSD and imports the strategies directly from the database into
your food defense plan. Once successfully connected to the FDMSD, a new Mitigation Strategies Database
Search Results dialog box will open. You can use the Lookup Tool on the left side or the Search Engine Tool
on the right to search the FDMSD