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Chapter

1 Food Safety Plan Builder v.1.3 Legal Disclaimer

The Food Safety Plan Builder (FSPB) v.1.3 is a user-friendly tool designed to help owners and
operators of a food establishment with the development of a food safety plan that is specific to
their facilities. The food safety plan is developed using a systematic approach to identify those
hazards that require preventive controls to prevent foodborne illness or injury. A food safety
plan must contain those components that are needed to be in compliance with the Current Good
Manufacturing Practice, Hazard Analysis, and Risk-based Preventive Controls for Human Food
rule (21 CFR part 117, or “CGMP & PC for Human Food Rule”) requirements in Subpart C —
Hazard Analysis and Risk-Based Preventive Controls. A food safety plan is a set of written
documents that is based on food safety principles and incorporates hazard analysis and
preventive controls, including supply-chain programs and a recall plan. It delineates the
procedures to be followed for monitoring, corrective actions and verification. Although the
content of the Food Safety Plan Builder v.1.3 is consistent with the U.S. Food and Drug
Administration's (FDA) existing regulations and guidance, use of the Food Safety Plan Builder
by owners and operators of food facilities does not imply FDA approval of the resultant food
safety plan. The Food Safety Plan Builder v.1.3 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 Safety Plan Builder v.1.3 and
the documentation accompanying it. However, FDA is not responsible for errors, omissions or
deficiencies regarding the tool and the accompanying documentation. The Food Safety 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 Safety Plan Builder v.1.3 and of the
accompanying documentation lies solely with users. In no event shall FDA be liable for direct,
indirect, special, incidental, exemplary or consequential damages (including, but not limited to,
procurement of substitute goods or services, loss of use, data, or profits, or business
interruption) however caused and on any theory of liability, whether in contract, strict liability, or
tort (including negligence or otherwise) arising in any way out of the use of this software, even if
advised of the possibility of such damage.

Third parties use of or acknowledgment of the tool and its accompanying documentation does
not in any way represent an FDA endorsement of such third parties.

FSPB Application User Guide Page | 1
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2 Introducing Food Safety Plan Builder

— = .
8! Food Safety Plan Builder = — - W » e e W Sy i —— & =] <

File Edit View Tools Help
DEEHS %280 4

£/ Introduction - Instructions =3] % ]

FDA's Food Safety Plan Builder (FSPB) is a tool designed to assist owners/operators of
lfood facilities with the development of food safety plans that are specific to their facilities | |
land meset the requirements of the Current Good Manufacturing Practice, Hazard Analysis,
land Risk-Based Preventive Controls for Human Food regulation (21 CFR Part 117).

Use of this tool is strictly optional on the part of the user. FDA is not requiring
use of this tool to develop a facility's food safety plan. Although the content of the
Food Safety Plan Builder v. 1.2 is consistent with the Food and Drug
|Administration's (FDA) existing regulations and guidance, use of the Food Safety
Plan Builder by owners and operators of food facilities does not mean that their
[food safety plan, preventive controls, good manufacturing practices and other
lfood safety procedures are approved by or comply with FDA requirements.

mn

|A food safety plan is a set of written documents basad on food safety principles and is
developed using a systematic approach to identify those hazards that require preventive
controls to prevent foodborne illness or injury. The food safety plan incorporates hazard
lanalysis, preventive controls, supply-chain programs and a recall plan, and delineates the
procedures to be followed for monitoring, corrective actions and verification. In this FSPB
ltaol, the tabs across the top of the window represent each of the sections for developing a
lwritten food safety plan - Facility i iminary Steps, GMPs & P\ isi

Proarams. Hazard Analusis & Preventive Controls Nq Procass Preventi

["] Do Not Show Again

Figure 1: Food Safety Plan Builder Introduction

The U.S. Food and Drug Administration's (FDA) Food Safety Plan Builder (FSPB) is a user-
friendly, stand-alone application designed to assist owners/operators of a food facility in the
development of a personalized food safety plan as required by the Current Good Manufacturing
Practice, Hazard Analysis, and Risk-Based Preventive Controls for Human Food rule. A
properly developed and implemented food safety plan enables owners and operators of a food
facility to shift their focus from responding to contamination to preventing it. A food safety plan is
a set of written documents based on food safety principles and is developed using a systematic
approach to identify those hazards that require preventive controls to prevent foodborne iliness
or injury. The FSPB tool guides users through a series of tabs (Figure 2) which, when
completed, make up the content for a comprehensive food safety plan for the facility.

FSPB Application User Guide Page | 2
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The Food Safety Plan Builder is a desktop Windows application that resides only on your
desktop computer. Food safety plans can be stored on local hard drives or other locations (e.g.,
flash drive, server, etc.) They may also include sensitive information; so it is the user's
responsibility to ensure files are saved in a secure location. The FDA does not track or monitor
use of the Food Safety Plan Builder, nor does it have access to any content or documents
developed using this tool.

Use of this tool is strictly optional. FDA does not require use of this tool to develop a facility’s
food safety plan. Although the content of the Food Safety Plan Builder is intended to be
consistent with FDA'’s existing regulations and guidance, use of this tool neither confers FDA
approval nor implies automatic compliance of a facility’s food safety plans, preventive controls,
good manufacturing practices and other food safety procedures with the regulations.

= =
IRE=A" 1] g
[Facky romation [ Frotminary Steps | [ Process Gonirs | Food [ SuppleCr Contres | Reco Plan | Feanalysisof Food Sfety Plon | Foad Safely Plon | Sgnature | Feookseping Procsdyes | importart Contocts

ew  Tock  Help

Ve Descrpton: Humber
votm -

&

Figure 2: Tabs in the FSPB tool
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3 Installing Food Safety Plan Builder

3.1 System Requirements

For FSPB to operate correctly, users’ computer configurations must meet the minimum
requirements outlined in the table below.

Components \ Minimum Recommended
Computer 2.80 GHz 3.0 GHz

RAM 512 MB 1GB

Hard Disk Space 100 MB 125 MB

Operating System Windows 7 Windows 7, Windows 10
.NET Application Framework 4.0 4.0

Graphics Card VGA VGA

Other than the computer operating system, no additional software is needed to run the
application's executable file.
This software is not MAC compatible.

FSPB Application User Guide Page | 4
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3.2 Download/Installation Instructions

3.2.1 UNINSTALL

If you have a previous version of the application, uninstall completely from your computer and
continue with step 2.

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

2. Under Programs and Features, select "Food Safety Plan Builder" and then click
Uninstall.

3. Delete the "FoodSafetyPlanBuilderinstall_V(old version)" folder from your local
C: Drive and continue with the next step.

For more detailed instructions in how to remove a program from your computer on different
version of Windows, you can visit the following links: Uninstall Programs in Windows 7; Uninstall
Programs in Windows 8; Uninstall Programs in Windows 10.

3.2.2 DOWNLOAD
Click the Download Food Safety Plan Builder button.

Food Safety Plan Builder Download

FDA Home Food Guidance & Regulation Food Safety Modernization Act (FSMA) Food Safety Plan Builder (FSPB)

Fs (). Pe(@)

FOOD SAFETY PLAN BUILDER

Thank you for your interest in FDA's Food Safety Plan Builder tool. To ensure the Food Safety Plan Builder is properly installed, the following steps must be followed:

im
+

1. UMNINSTALL : If you have a previous version of the application, uninstall completely from your computer and continue with step 2.
2. DOWNLOAD : Click the Download Food Safety Plan Builder button.

3. UNZIP : Using Windows File Explorer, locate, right click and unzip the Food Safety Plan Builder WinZip download file to your local C: Drive.
DO NOT OPEN THE DOWNLOAD FILE VIA YOUR INTERNET BROWSER.

4. INSTALL : Using Windows File Explorer, locate and execute the Food Safety Plan Builder installation (manifest) file in the "Unzip File Destination Folder".
Once the installation is complete, the Food Safety Plan builder will automatically start.

5. For detailed instructions to download or uninstall the application, refer to "Chapter 3: Installing Food Safety Plan Builder” of the User Guide.

Acknowledgement
[[] 1 have read and understand the above instructions.

Mote: This Software is not MAC compatible.

| Download Food Safety Plan Builder |

Figure 3: FSPB Tool Download
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3.2.3 UNZIP

Using Windows File Explorer, locate, right-click and unzip the Food Safety Plan Builder WinZip
download file to your local C: Drive. DO NOT OPEN THE DOWNLOAD FILE VIA YOUR
INTERNET BROWSER.

2B P -k i V1.2 - WinZip E o |
Unzip/share  Edit  Backup  Tools  Seitings  View  Help @
Files > FoodSafetyPlanBuilderinstall_v1.2.zip Actions
Browse & Manage Files Unzip Selected File
. Favorites FoodSafetyPlanBuilderInstall_v1.2 Date modified: 2/14/2018 3:20 PM B Unzip to:
= LI . ~ = .\FoodSafetyPlanB...
Type: Folder & Open Folder
.~y Freguent Folders I ) [Vip= X
= Copy/Move to Convert & Protect Files
Send Selected Files To » When adding files to this Zip file:
" Libraries
Rename Folder...
v -] ﬂ Encrypt .
X Delete.. i
A ng"g;‘[ef P Select All Ctrl+A - Reduce Protos O [l |
3 ree of 477 G N
Invert Selection % Convert 16 PDF B
% N Select by name...
Ml
© New Folder L Watermar N
Up One Level
Q% Homegroup © Folder Properties... Share Selected File
¥4 Email
[M] 1 item(s) selected Zip File: 50 item(s), 16.68 MB
I

Figure 4: UZIP file

3.2.4 INSTALL

Using Windows File Explorer, locate and execute the Food Safety Plan Builder installation
(manifest) file in the “Unzip File Destination Folder”. Once the installation is complete, the Food
Safety Plan Builder will automatically start.

9B B B ~ |FoodsafetyPlanBuilderinstall_v1.2 - WinZip Enterprise =8| X
Unzip/share  Edit  Backup  Tools  Settings  View  Help 7]
FoodSafetyPlanBuilderlnstall_v1.2 » FoodSafetyPlanBuilderlnstall_v1.2.zip Actions
Files » Computer » Local Disk (C) » Users » ...» Desktop » FSPB » FSPB Unzip Selected File
|| Application Files FoodSafetyPlanBuilderlnstall_v1.2 Date modified: 2/14/2018 320 PM [ vt
1; | T ol .\FoodSafetyPlanB...
== Food Safety Plan Builder.application 2/14/2018 .
Type: ClickOnce Application Deployment Manifest 051 KB Application Install - Security Warning S} convert & Protect Files
. When adding files to this Zip file:
M setup.exe 21472018 Do you want to install this application? N,
W& Type: Application 166 KB a" ﬂ Encrypt | |

El Reduce Photos

Name:
Food Safety Plan Builder

|
% Convert to PDF Off [I
X watermark B

From (Hover over the string below to see the full domain):

S IDesktop\FSPBAF 12 Share Selected File
Publisher: _
Food and Drug Administration ¥ Email

-

[ 3 itemts)

# ManageFiles v

B Addozp |

While applications can be useful, they can potentially harm your computer. If you do not
trust the source, do not install this software. More Information

Figure 5: Install Food Safety Plan Builder Tool
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Chapter

4 Objective

This User Guide provides instructions for the following:

Quick Start Dialog

Facility Information

Preliminary Steps

Good Manufacturing Practices (GMP) & Other Prerequisite Programs
Hazard Analysis & Preventive Controls Determination

Process Preventive Controls

Food Allergen Preventive Controls
Sanitation Preventive Controls
Supply-Chain Preventive Controls
Recall Plan

Reanalysis of Food Safety Plan
Food Safety Plan

Signature
Recordkeeping Procedures

Important Contacts
Supporting Documents

4.1 Quick Start Dialog

In the Quick Start Dialog (Figure 4), you can choose to create a new plan or open a saved plan.
Should you have any Food Safety Plan Builder files saved; the tool will automatically list those
in the recent files list. You can also select “Getting Started” to view the User Guide.

Getting Started — Select "Getting Started" to view the food safety plan User Guide.
New — Select "New" to create a new food safety plan.
Open — Select "Open" to open an existing food safety plan.

Choose Recently Edited File — Open an existing file from the list of recently edited
files, by either double-clicking the file name or by selecting an existing file from the list
and clicking the “Open” button.

Do Not Show Again — Select "Do Not Show Again” to disable the pop-up box.

FSPB Application User Guide Page | 7
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,
£/ Quick Start Dialog

2]

User Assistance

Getting Started ‘ View the Food Safety Plan User Guide

Choose one of the buttons to Open or Create a New Food Safety Plan

Create a Mew Food Safety Plan

Open Open a Saved Food Safety Plan

Or choose a recently edited file by clicking Open button or double-clicking one of the file
C

MlUsers'Desktop manual signature fap
H:AFSPBMSprint 125UJAT 5 Food Safety Plan 10_6_201&fsp
ChUsers'Desktop'newF 5P Test fsp

C:MsershDesldop'Sprint 14 Changes_Import fsp

1 [ »

[] Do Mot Show Again

(o | [ o ]

Figure 6: Quick Start Dialog

4.2 Menu ltem Features

Main Menu: The Main Menu options (“File”, “Edit”, “View”, “Tools” and “Help”) (Figure 5) are
very similar to those found in other Microsoft Windows applications with which you may be
familiar.

$! Food Safety Plan Builder - New*

File  Edit View Tools Help
DEHS £ 2R @

Figure 7: FSPB Main Menu Items
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File Menu: The “File” menu (Figure 6) has options such as “Create a New Plan”, “Open an

Existing Plan”, “Close”, “Save”, “Export”, or “Print”.

£/ Food Safety Plan Builder - N
File | Edit View Tools Help
1 Mew  Ctrl+N @

[ [ Open Cirl+O ¢ Steps | GMP & Cther Prerequisite Progra

luct, Distribution, Intended Use and Cons

[ Save  Ctrl+S Sduct Name

Close

Save As 'rocess Steps
duct/Process Mame and Steps From Eact
Export b |Flow Diagramis)

= Print Ctrl+P
Print Preview

Print All...

Recent Files »

Exit

Figure 8: File Menu

o New - Creates a new food safety plan

e Open - Opens an existing food safety plan

o Close - Closes the current food safety plan (user is prompted to save the file before
closing)

e Save - Saves updates to the individual tabs in the food safety plan

e Save As - Saves the food safety plan as a whole with a new naming convention

e Export - Selects an individual tab and print or save to a .PDF file

e Print - Prints the current tab

e Print Preview — Displays the current tab report exactly as it will be printed

e Print All - Prints all of the tabs in the food safety plan

e Recent Files — Displays all recently opened files in FSPB

FSPB Application User Guide Page | 9
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Export Menu: The “Export” menu (Figure 7) opens a preview window of the individual tab you
have selected and gives options for saving the selected tab as an Excel, Word or PDF file. Note
that the Food Safety Plan can only be saved as a PDF file.

File | Edit View Teools Help

=h

¢ Steps | GMP & Cther Prerequisite Programs | Hazard Analysis & Prevertive

luct, Distribution, Intended Use and Cons

duct /Process Mame and Stens From Fack

1 Mew Ctrl+N A @
B o pen  Ctrl+O
Cloze
H Save Ctrl+5 - duct Name
Cave As ‘rocess Steps
| Export
=4 Print  Ctrl+P

Print Preview

Print All..

Recent Files

Exit

Facility Information

Preliminary Steps

GMP and Prerequisite Program

Hazard &nalysis and Preventive Controls Determination
Process Preventive Controls

Food Allergen Preventive Controls

Sanitation Preventive Controls

Supply-Chain Preventive Controls k
Recall Plan

Recordkeeping Procedures

Reanalysis of Food Safety Plan

Important Contacts

Supporting Documents

Food Safety Plan

Figure 9: File Menu Export
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Edit Menu: The “Edit” menu (Figure 8) provides option(s) to Undo, Redo, Cut, Copy, and Paste
information.

£/ Food Safety Plan Builder - Manual* |
File | Edit | Yiew Tools Help
d & Undo Ctrl+Z
Facility Redo Ctrl+Y E
Cut Ctrl+X
Copy crl+C |
Facility oF i
Paste Ctrl+V
Addre Select All - Ctrl+A
City, State:™

Figure 10: Edit Menu

View Menu: The View Menu (Figure 9) displays a list of all of the tabs in FSPB. Selection of
one of the items from the list takes you directly to the designated tab in the food safety plan.

File  Edit | View | Toocls Help

RR=2" Facility Information
Preliminary Steps

| Food Allergen P

GMP & Other Prerequisite Programs

) Hazard Analysis & Preventive Controls Deterrination d
Supporting Dg
Process Preventive Controls

Food Allergen Preventive Controls

L File Sanitation Preventive Controls
| PO Supply-Chain Preventive Controls l
Recall Plan

Reanalysis of Food Safety Plan
Food Safety Plan

Signature

Recordkeeping Procedures
Important Contacts
Supporting Documents

Figure 11: View Menu
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Tools Menu: To customize certain FSPB options, check or uncheck the Tools Menu options
(Figure 10).

File Edit View | Tools | Help
DNEHS
Facility Information E

Show Introduction Pop-Up Message
Show Quick Start Dialog /'t
Print Report Header

[l ]

Include Supply-Chain Records Document Checklist in Plan
Facility/Company N Include Recordkeeping Information in Plan

Include Important Contacts in Plan

Address:* Include Preliminary Steps in Plan

Include GMP & Other Prerequisite Programs in Plan

Citv. State:™
Figure 12: Tools Menu (default view)

o ‘Show Introduction Pop-Up Message’ — By default this option is checked. Unchecking
this option will prevent the Introduction Pop-up box instructions from appearing for all the
tabs when each tab is clicked on for the first time.

o ‘Show Quick Start Dialog’ — By default this option is checked. Unchecking this option
will prevent the ‘Quick Start Dialog’ box that normally appears when users start the
FSPB application from appearing.

e ‘Print Report Header’ — By default this option is checked. This option allows you to print
a customized message (The default message being ‘For Internal Use Only’) on every
page of the report. You can also determine whether you want this header to print on
every page or just the title page of the report.

¢ ‘Include Supply-Chain Records Document Checklist in Plan’ — By default this option
is unchecked. By checking this option, the supply-chain records checklist as listed in
Question 5a (for all the suppliers and ingredients) will be included in the Supply-Chain
Preventive Controls tab and in the Food Safety Plan tab.

e ‘Include Recordkeeping information in Plan’ — By default this option is unchecked. By
checking this option, the information entered in the Recordkeeping tab will be included in
the Food Safety Plan tab.

e ‘Include Important Contacts in Plan’ — By default this option is unchecked. By
checking this option, the information entered in the Important Contacts tab will be
included in the Food Safety Plan tab.

FSPB Application User Guide Page | 12



ADMINISTRATION

U.S. FOOD & DRUG

Help Menu: The User Guide, Legal Disclaimer, and information about the software (“About”)
can be accessed via the Help Menu (Figure 11).

2! Food Safety Plan Builder - UAT 5 Food Safety Plan Demo DG 6_24_2016* =Nn=n X

File Edit View Tools | Help
B = H S| ¥ Ea User Guide »
Facility Information | Preliminary Ste Legal Disclaimer | Hazard Analysis & Preventive Controls Deieminationl Process Preventive Controls | Food Allergen P14 | ¢

About
Facility Name: [Dainy Foods iiic. g Facility Identifier Numbers: m m
Figure 13: Help Menu

4.3 Tab Sections

Under each tab, there are three panels: 1) Tree view navigation, 2) Middle panel, and 3)
Supplementary Information

e Tree View Navigation: The left panel (Figure 12) contains a list of pre-populated
guestions, organized in a tree view by headers and sub headers. You can navigate
between questions by clicking the “Next” or “Back” button at the bottom of the Middle
Panel, or by clicking on the appropriate question in the Tree View. (Note: To ensure that
questions are answered in the proper sequence, navigate via the “Next” button.) A green
arrow indicates the question you are currently on and a black arrow indicates that a
response has been entered for that question.

File  Edit View Tools Help
NEHS (7]

Facility Irformation | Preliminary Steps | GMP & Other Prerequisite Prog

=1-{= Describe the Product, Distribution, Intended Use and Cons
o Enter/Add Product Mame

[=-{—=) Productl

=4 1. Product Description

L v 1a. Describe the full name of the finished product,
----- v 1b. List all the ingredients in the product.

----- =p 1c. What type of packaging encloses the product
----- 1d. What is the length of sheffife of the product?
P 1e. List the storage and distribution requirements fo
== 2. Intended Use, Intended Consumers, and Labeling In
----- Z2a. What is the intended use of the product?
----- 2b. Who are the intended consumers of the produg
----- 2c. What are the labeling instructions for this produ
=+~ 3. Flow Diagram Process Steps

----- 3a. Enter Product/Process Name and Steps From Eac
b 3b. Verfy the Flow Diagramis)

Figure 14: Tree View Navigation
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e Middle Panel: The middle panel (Figure 13) is the response section. In this area you will
be asked to provide responses to each question.

2. Effectiveness Checks:

2a. | Describe the procedures and documentation that must be utilized to conduct effectiveness checks
to verify that a recall is carried out; and who will be responsible for this activity.

Comments:

Figure 15: Middle Panel
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e Supplementary Information - The right panel (Figure 14) contains additional
background and regulatory information to assist users with responding to the questions.
This panel also includes a “zoom in” and “zoom out” feature for improved readability.

| Zoom() | | Zoomis) |

Supplementary Information:

The CGMP requirements for sanitary operations
focus on ensuring that food, food contact surfaces
and food packaging materials are protected
againstfood allergen cross-contact and
contamination. For additional information and
resources, please see 21 CFR 11735 and the User
Guide.

Figure 16: Supplementary Information
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4.4 Features throughout the application

e Introduction pop-up box: When navigating to each tab in the application, users will see
an Introduction pop-up box (Figure 15) describing the tab (unless the ‘Show Quick Start
Dialog’ option has been unchecked under the Tools menu).

’
£! Facility Information - Introduction [ =NE= |$J

Thizs Facility Infformation tab allows yvou to document information about your =
facility. Although the CGMP & PC rule requires that records, includingthe |
Food Safety Plan, must include information adequate to identify the plant,
vou have the flexibility to determine what specific information is included in
vour food safety plan. You are not required to include all the information in
this tab in your Food Safety Plan. Fields in this tab noted with a red asterisk
will appear at the top of each of the applicable tab summary reports, and at
the top of your food safety plan. At minimum, you must identify the name,
and when necessary, the location of the plant or facility.

m

The Facility Information tab also allows you to document the names of
individualzs who assist in the development and implementation of the food
=afety plan, and to include the name of the Preventive Controls Clualified
Individual (FCCH) for this facility. Per 21 CFR 117.126(a), the CGMP & PC
rule requires that a PCQl must prepare or oversee the preparation of the
food safety plan.

For additional information on the Facility Information tab please see the -

[] Do Not Show Again

Figure 17: Introduction Pop-Up

e Warning message: Throughout the application, warning messages will be displayed, as
applicable (Figurel6).

r-1m"||l'a|rr'|'|ng ﬁ-‘

h The Product Mame cannot be blank, please add a Product Mame,

OK

Figure 18: Warning Message
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e Uploading additional documents: If documents like Standard Operating Procedures
(SOPs), records, etc. are available for a process or program, these documents can be
simply uploaded and attached through the Supporting Documents tab. In the Comments
field of the appropriate question, simply indicate the titles of the documents and that they
are in the Supporting Documents tab.

e Question preview: Throughout the application, in the left tree view, you can hover over
the questions/features and read details for that particular question/feature (Figure 17).

File Edit View Tools Help
Eds 7]

| Facility Information I Preliminary Steps | GMF & Other Prersquisite PI'UQ'EII'HS| Hazard Analysis & Preventive Cortrols De%en'ninaﬁonl Process Preventive Cortrols I Food Allergen Preventive Controls I Sanitation Preva

By + | 3. Current Good Manufacturing Practices: Sanitary Operations
=] Curment Good Manufacturing Practices

=+ 1. Personnel
1a. In accordance with 21 CFR 117 4ib), all personnel m
1b. The management of an establishment must ensure th
1c. The management of the establishment must take rea [ Yes [F1] Not Applicable
1d. The management of the establishmert must take rea:
=45 2. Plant and Grounds

2a. The grounds about afood plart under the control of 1
e 2b.The plant must be suitable in size, construction, and 1
= 3. Sanitary Cperations
3Ja. Buildings. fodures. and other physical facilities of the |
3b. Substances used in cleaning and sanitizing. and storage of toxic matenals must be in accordance with 21 CFR 117.35{)(1) and (2). ]
3c. In accordance with 21 CFR 117.35(c), pests must no| ﬁ

3b. | Substances used in cleaning and sanitizing, and storage of toxic materials mustbe in
accordance with 21 CFR 117.35(b){1) and (2)

3d. All foodcontact sufaces, including utensils and food | =
Je. Nonfood-contact sufaces of equipment used in the

o 3. Cleaned and sanitized portable equipment with food ¢
[=-{_2) 4. Sanitary Facilties and Cortrols

Figure 19: Question Preview
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In the Facility Information tab (Figure 18), information adequate to identify the plant or facility is
noted with a red asterisk. The information that identifies your facility (noted with a red asterisk),
such as Company/Facility Name, Address, City and State, Country, Postal Code and Facility
Identifier Number(s), will appear at the top of each of the applicable tab summary reports, and at
the top of your Food Safety Plan. Other information not noted with a red asterisk is not required
to be entered; however, any information filled out in this tab will appear in the Food Safety Plan.
Additionally, you can document the names and contact information of members of your Food
Safety team, as well as indicate the Preventive Controls Qualified Individual(s) for the facility.

Facility Infermation | Preliminary Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Determination | Process Prevertive Controls | Food Allergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Prevertive Controls | Recall

ABC Co
Faciity/Company Name:" ™

Facilty Identfier Numbers.*

Address:* 123 XYZ Strest Courtry:* Description Mumber
Ciy, Stats™ CiyName Postal Code: FDA Food Facilty Registration Number 111111
Phone Numbers: Phone - Mobile -

Other - Fax -

Facility Description: General description of the faciity and the physical attributes of the facility

Employee Description:  Information about the number and types of employess at the faciity

Food Safety Team:

Product Description: A brief description of the product or product categories, the main processes involved

Preventive Controls

Pimary Contactfs) RSOy Name THe Phone
[ |dohn Smith | owner 1112223333
| | Mary Jones | anaiyst

Figure 20: Facility Information Tab
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The fields of the Facility Information tab include:

5.1
1.

2.

5.2

Facility/Company Name — The name of the facility/company

Facility Identifier Numbers — Any FDA registration or identifier numbers associated
with the facility

*For more information on FDA requirements for Registration of Facilities, visit:
http://www.fda.gov/Food/GuidanceRequlation/FoodFacilityReqistration/.

Address — The street address where the facility is physically located

City — The city where the facility is physically located

State — The state where the facility is physically located

Postal Code — The zip code where the facility is physically located

Country — The country where the facility is physically located

Phone Numbers — Phone numbers for the facility

Facility Description — A general description of the facility, including any physical
attributes

Employee Description — Information about the facility's employees (including number
and types of (i.e. full time, part time, seasonal, etc.) employees, etc.)

Product Description — A description of the specific food product(s) or product
categories being processed

Food Safety Team — Name, title, and phone numbers of the individual(s) involved with
the development and maintenance of the food safety plan. Primary contact(s) and
Preventive Controls Qualified Individual(s) responsible for preparation of the food safety
plan may be identified here.

Adding Facility Identifier Numbers

To add a facility identifier to the Facility Identifier Numbers list, click the % icon beside
‘Facility Identifier Numbers’ field.
Select the new row and enter the "Description" and "Number".

Delete Facility Identifier Numbers

To delete facility identifier numbers:

1.
2.

Select the row of the identifier to be deleted
Select the "Delete" icon ' at the top of the field

This will permanently remove an identifier from the list.
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5.3 Adding Food Safety Team Members
To add an individual to the Food Safety Team list:

1.
2.
3.
4,

5.

Select the [#] icon besides the ‘Food Safety Team’ field to insert a new row in the table
Select the new row to add details about the food safety team member

Indicate whether the contact is a Primary Contact by checking/unchecking the ‘Primary
Contact(s)’ box in that row

Indicate whether the contact is a Preventive Controls Qualified Individual (PCQI) by
checking/unchecking the ‘PCQI’ box in that row

Enter Name, Title and Phone details for the food safety team member, as applicable

5.4 Deleting Food Safety Team Members
To delete a Food Safety Team member:

1.
2.

Click on the row of the individual to be deleted
Click the ' icon

This will permanently remove the individual's name and title from the Food Safety Team list.
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6 Preliminary Steps

The Preliminary Steps tab may serve as a useful framework for organizing and documenting
important food safety-related characteristics of the products manufactured at your facility.
Although performing these preliminary steps is not explicitly required by the CGMP & PC Rule, it
is useful to capture this information in your Food Safety Plan. In this tab, you can describe final
finished products, distribution, intended use and consumers of the food(s) manufactured,
processed, packed, or held at the facility. In addition, you can develop process flow diagrams by
entering all steps in the manufacturing process for each product. Recommended preliminary
steps in this tab include:

Describing the food products and their distribution;

Describing the intended use and consumers or end user of each food product;
Developing flow diagrams and descriptions of the processes; and

Verifying the flow diagrams on-site.

Additional reference resources regarding preliminary steps can be found in Appendix A of this
User Guide.

Add a Product Name: Add a new product by entering the name of the product in the text field
and clicking the "Add Product" button (Figure 19).

File Edit View Tools Help
DEHS | 2@ e
Facility Information | Prefiminary Steps I GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Detenﬂinationl Process Preventive Controls I Food Allergen Prevertive Controls I

= Describe the Product, Distribution, Intended Use and Consumers of the
[=-{-=) Describe the Product, Distribution, Intended LI d Col of the Food
%_i;s:ﬂ:rm:d r;ml'éud Na:ne fon. e =6 na-onsumers ot e foo | | Enter/Add Product Name
BD 3. Flow Diagram Process Steps
----- 3a. Enter Product/Process Name and Steps From Each Fow Diagram
o 3b. Verify the Flow Diagramis)

Product1|

Add Product

Figure 21: Add Product Name
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e To add multiple product names once you have answered Questions 1a through 2c for
that product, navigate using the tree view to "Add Product Name" again and continue to
answer Questions l1a through 2c for that new product. Repeat as often as necessary.

¢ Product names should be unique. If this is not the case, you will receive a warning
message that the product name already exists and you will need to create a hew product

name.

Questions lathrough 2c: After adding a product, the FSPB generates a list of questions to be
answered (Figure 20). Enter responses to the questions in the Comments box and click the

“Next” button to navigate between questions.

Facilty Information | Preliminary Steps | GMP & Cther Prerequisite ngmmsl Hazard Analysis & Preventive Controls Detenﬂinaﬂnnl Process Preventive Controls I Food Allergen Preventive Controls I Sanitation Preventi

~) Describe the Product, Distibution, Intended Use and Consumers of the Fog
: Enter/Add Product Name
=-C) Flavored Mik

=g 1a. Describe the full name of the finished product. including importal
1b. List all the ingredients in the product
lc. What type of packaging encloses the product?
1d. What is the length of shelfdfe of the product?
: 1e. List the storage and distribution requiremerts for this product.
= 2. Intended Use, Intended Consumers, and Labeling Information

2a. What is the intended use of the product?

2b. Who are the intended consumers of the product?

2c. What are the labeling instructions for this product?
= 3. Flow Diagram Process Steps
: 3a. Enter Product/Process Mame and Steps From Each Flow Diagram
3b. Verfy the Flow Diagram(s)

— -{-7) 1. Product Description Comments:

1. Flavored Milk: Product Description
T1a. | Describe the full name ofthe finished product, including important food safety characteristics.

Figure 22: Questions lathrough 2c for each Product

Flow Diagram Process Steps:

The process steps entered here will populate the Hazard Analysis & Preventive Controls
Determination tab. If you choose not to use this tab, you may manually add the process steps

in the Hazard Analysis & Preventive Controls Determination tab.

Question 3a: To add a new "Product/Process Name” (Figure 21), click on the “ button to the
right of the “Product/Process Name” dropdown menu — as highlighted below. Enter the
product/process name and click the “OK” button (Figure 22).

Facility Information | Preliminany Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Determination | Process Preventive Controls | Food Allergen Preventive Controls |

Describe the Product, Distribution, Intended Use and Consumers of the Food
: Enter/Add Product Name
=1-{-5 Productl
: 1. Product Description

- 1b. List all the ingredients in the product.

-y 1c. What type of packaging encloses the product?

-y 1d. What is the length of sheffdife of the product?

- 1e. List the storage and distribution requirements for this product.
2. Intended Use, Intended Consumers, and Labeling Information

-~ 2a. What is the intended use of the product?

iy 2b. Who are the intended consumers of the product?

=5 3. Flow Diagram Process Steps
----- =y 3a. Enter Product./Process Name and Steps From Each Flow Diagram

- 3b. Verfy the Flow Diagramis)

v 1a. Describe the full name of the finished product, including important food safety

3. Flow Diagram Process Steps:

3a. | Enter Product/Process Mame and Steps From Each Flow Diagram

Product/Process Name: I

53] B3

Process Steps:
Process
Step Process Step
MNumber

Figure 23: Question 3a
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Facility Information | Prefiminary Steps I GMP & Other Prerequisite Progmmsl Hazard Analysis & Preventive Controls Determination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Preventive Controls

=
Describe the Product, Distribution, Intended Lse and Consumers of the Food

3. Flow Diagram Process Steps:

Enter/Add Product Name

| 3a | Enter Product/Process Name and Steps From Each Flow Diagram

1. Product Description

/ 1a. Describe the full name of the finished product, including important food safety
/ b. List all the ingredients in the product.

‘/ 1c. What type of packaging encloses the product?

- 1d. What is the length of shelf4ife of the product?

V/ 1e. List the storage and distribution requirements for this product.

PoductPocssstiane: |~
Process Steps: IEI

H ‘/ Zc. What are the labeling instructions for this product 7

=23 3. Flow Diagram Process Steps

i Ep Ja. Enter Product/Process Name and Steps From Each Fow Diagram
3b. Verify the Flow Diagramis)

{71 2. Intended Use, Intended Consumers, and Labeling Information Process
-’ Za. What is the intended use of the product? Step Process Step
" 2b. Who are the intended consumers of the product? Number

Product /Process Mame: Product|

Figure 24: Question 3a Add Product/Process Name

To add process steps (Figure 23), click on the & button to the right of the “Process Steps” field
and enter the name of the process step in the “Process Step” field.

Facility Information | Preliminany Steps I GMP & Other Prerequisite F‘rogmmsl Hazard Analysis & Preventive Controls Determination I Process Prevertive Controls I Food Allergen Preventive Controls |

.~ Describe the Product, Distribution, Intended Use and Consumers of the Food

----- Enter/Add Product Name

=) Product1

=-{) 1. Product Description

v/ 1a. Describe the full name of the finished product, including important food safety

v 1b. List all the ingredients in the product.

v/ 1c. What type of packaging encloses the product 7

\/ 1d. What is the length of shelfife of the product ?

v/ 1e. List the storage and distribution requirements for this product.

{5 2. Intended Use, Intended Consumers, and Labeling Information

v 23, What is the intended use of the product?

v 2b. Who are the intended consumers of the product?

v/ 2c. What are the labeling instructions for this product 7

3. Flow Diagram Process Steps

=p Ja. Enter Product/Process Name and Steps From Each Flow Diagram
3b. Verify the Flow Diagram(s)

3. Flow Diagram Process Steps:
| 3a. | Enter Product/Process Name and Steps From Each Flow Diagram

7] (& ¥ )

Product/Process Name: [ Product 1

Process
Step
Number

Process Step

Stepl

Figure 25: Question 3a Add Process Step

Repeat as necessary until all process steps have been added (Figure 24).
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Facility Information | Preliminary Steps | GMP & Cther Prerequisite Programs | Hazard Analysis & Preventive Cortrols Detemination I Process Preventive Controls I Food Allergen Preventive Controls

3. Flow Diagram Process Steps:

: Describe the Product, Distribution, Intended Use and Consumers of the Food -

{:=‘ Erter/Add Product Name | 3a. | Enter Product/Process Name and Steps From Each Flow Diagram
=] G Product1
=) 1. Product Description
v/ 1a. Describe the full name of the finished product, including important food safety Product/Process Name: [F‘roduct‘l v]
\/ 1b. List all the ingredients in the product.
v/ 1c. What type of packaging encloses the product?

v 1d. What is the length of shelfife of the product? Process Steps:
I \/ 1e. List the storage and distribution requirements for this product.
£ 2. Intended Use, Intended Consumers, and Labeling Information Process
v/ 2Za. What is the intended use of the product? Step Process Step

v/ 2b. Who are the intended consumers of the product? Number

v/ 2c. What are the labeling instructions for this product 7
) 1 Stepl

=) 3. Flow Diagram Process Steps

=y 3a. Enter Product/Process Name and Steps From Each Flow Diagram 4 2

------ 3b. Verify the Flow Diagramis)

Figure 26: Question 3a Add Multiple Process Steps

To delete a process step (Figure 25), select the appropriate row in the “Process Steps” grid and

click the %! icon. Select “Yes” in the “Confirm Delete” dialog window to confirm deletion of the
process step.

Facility Information | Preliminary Steps I GMP & Cther Prerequisite Progmmsl Hazard Analysis & Preventive Controls Determination I Process Preventive Controls I Food Allergen Preventive Controls | Sanitation Preventive Controls

by 3. Flow Diagram Process Steps:
[=-{5) Describe the Product, Distrbution, Intended L d Con of the Food .
e es?m:nm:dr:ml-‘;ud Na:ne o men =6 pnaonsumen ot fhe oo ‘ Ja. ‘ Enter Product/Process Name and Steps From Each Flow Diagram
{5 Product1
=) 1. Product Description
iy 1a. Describe the full name of the finished product. including important food safety Product/Process Name: [PM1 ']

\/ 1b. List all the ingredients in the product

\/ 1c. What type of packaging encloses the product 7
\/ 1d. What is the length of shelfdife of the product 7 Process Steps:
v 1e. List the storage and distribution requirements for this product
=-{ ") 2. Intended Use, Intended Consumers, and Labeling Information Process
v 2a. What is the intended use of the product? Step

\/ 2b. Who are the intended consumers of the product? MNumber
\/ 2c. What are the labeling instructions for this product? 1 Ste

H N pl
[=-{) 3. Flow Dizgram Process Steps

S» 3a. Enter Product/Process Name and Steps From Each Flow Diagram
3b. Verify the Flow Diagram(s)

Process Step

Confirm Delete

Figure 27: Question 3a Delete Process Step
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Renumber Process Steps:

To renumber process steps (Figures 26 and 27), select the process step to be moved and drag
it to the proper place in the table (as shown below). The software will then automatically
renumber the steps.

3. Flow Diagram Process Steps:

Ja. | Enter Product/Process Name and Steps From Each Flow Diagram

Product/Process Name: [F‘mduc:t'l "]
Process Steps:

Process
Step Process Step
Mumber
1 Stepl
2 Step3
3 Step2
[ 4

Figure 28: Question 3a before Renumbering Process Steps

3. Flow Diagram Process Steps:

3a. | Enter Product/Process Mame and Steps From Each Flow Diagram

Product/Process Name: [F‘mducﬂ "]
Process Steps:

Process
Step Process Step
Mumber
1 Stepl
k Step2
3 Step3
4 Step4

Figure 29: Question 3a after Renumbering Process Steps
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Question 3b: To verify the flow diagram for each Product/Process name (Figure 28), select the
"Yes" or "No" button.

If changes to the Product/Process Name and/or Process Steps are required, return to Question
3a to edit the information in the flow diagram.

Facility Information | Preliminary Steps I GMP & Other Prerequiste Programs I Hazard Analysis & Preventive Controls Determination I Process Preventive Controls | Food Allergen Preventive Controls

Decerbe e Product. Dt e U ic b Food 3. Flow Diagram Process Steps:

escribe the Product, Distribution, Intended Use and Consumers of the Foo . .
Erter/Add Product Name 3b. | Verify the Flow Diagram(s)

~) Product1

1. Product Description Has the flow diagram been verfied for the Product/Process Name chosen, which includes all

-~y 1a. Describe the full name of the finished product, including important food safety then answer “Yes' or ‘Mo’ for each flow diagram.

- 1b. List all the ingredients in the product. ) Yes ) No

-~y 1c. What type of packaging encloses the product? i i

-y 1d. What is the length of sheffdife of the product? Product/Process Name: | Producti -

-~y 1e. List the storage and distribution requirements for this product.

2. Intended Use, Intended Consumers, and Labeling Information

-~y 2a. What is the intended uss of the product?

-~y 2b. Wha are the intended consumers of the product? Process

ey 2c. What are the labeling instructions for this product? Step Process Step

=-{=) 3. Aow Diagram Process Steps Number

v~ 3a. Enter Product/Process Name and Steps From Each Flow Diagram Stepl

; 1

.= 3b. Verfy the Flow Diagramis) » _ Step2
3 Step3

Step4

Figure 30: Question 3b — Verify the Flow Diagram(s)
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7 GMP & Other Prerequisite Programs

This tab serves as a checklist for the good manufacturing practice and other prerequisite
programs that govern the basic facility environmental and operating conditions and provide a
foundation for your Food Safety Plan. The CGMP & PC rule does not require a GMP checklist
as part of the Food Safety Plan, but you may find it helpful.

In general, the CGMP regulations found primarily in 21 CFR 117 subpart B do not require
written procedures, monitoring, or recordkeeping. The exception is employee training records,
which must be established and maintained per 21 CFR 117.4(d) in subpart A. Although facilities
subject to the CGMP & PC rule must comply with the CGMP provisions, some questions might
not be relevant for your facility; in such cases, select ‘Not Applicable’.

Additional reference resources regarding GMP and other Prerequisite Programs can be found in
Appendix A of this User Guide.

To start reviewing the good manufacturing practice provisions (Figure 29), navigate to
“Personnel” information and answer the questions by selecting “Yes” or “Not applicable”, as
appropriate. You can then navigate to the following sections: “Plant and Grounds”, “Sanitary
Operations”, “Sanitary Facilities and Controls”, “Equipment and Utensils”, “Processes and
Controls”, “Warehousing and Distribution of Food, and Holding of Human Food By-Products for
Use as Animal Food”, as well as “Defect Action Levels” by clicking on the ‘Next’ button at the

bottom of each screen.
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| Facility Information | Prefiminary Steps | GMP & Other Prerequisite Frograms | Hazard Analysis & Preventive Controls Determination I Process Preventive Cortrols I Food Allergen Preventive Cortrols I

=]

Current Good Manufacturing Practices
- 1. Personnel

2. Plart and Grounds

2a. The grounds about a food

2b. The plant must be suitable
1. Sanitary Operations

3d. All food-contact surfaces, i
3e. Nonfood-contact sufaces

=15 4. Sanitary Facilities and Controls
----- 4a. The plant's water supply mi
----- 4b. The plant's plumbing must
----- 4f. Rubbish and any offal must
= 5. Equipment and Utensis

----- 5d. Helding, conveying, and m

5. Instruments and controls us:

=4 1a. In accordance with 21 CFR 117.4(b), all personnel

1b. The managemert of an establishment must ensure
1c. The management of the establishment must take re
1d. The management of the establishment must take re

3a. Buildings, fitures, and other physical facilities of thy
3b. Substances used in cleaning and sanitizing, and st
3c. In accordance with 21 CFR 117.35(c), pests must |

¥. Cleaned and sanitized portable equipment with foog

4c. The plant's sewage must be disposed of into an ag
4d. Each plart must provide employees with adequate
4e. Each plant must provide hand-washing facilities de

5a. All plant equipment and utensils used in manufactu
5b. Seams on food-contact sufaces must be smoothly
5Sc. Equipment that is in areas where food is manufactul |

Se. Each freezer and cold storage compartment used t

-

1a.

[ Yes

plant under the control ¢
in size, construction, an

m

ncluding utensils and fog
of equipment used in th

ust be adequate for the
be of adequate size ang

be so conveyed, stored

anufacturing systems, in

ed for measuring, regula

1. Current Good Manufacturing Practices: Personnel

In accordance with 21 CFR 117.4(b). all personnel must receive training in the principles
hygiene and food safety, and the training must be documented in accordance with 21 C
117.4{d). As a convenience, you may choose to store records of employee training in th
Supporting Documents tab.

[ Mot Applicable

Figure 31: GMP & Other Prerequisite Programs Questions

The tab addresses the required GMPs in 21 CFR 117.4 and Subpart B. However, you may add
additional prerequisite programs relevant to your facility in Question 9 (Figure 30).

Add — To add an additional prerequisite program, select "Additional Prerequisite

Programs” folder, enter the prerequisite program name, and click the “Add Prerequisite

Program” button.

Facilty Information | Preliminary Steps | GMP & Other Prerequiste Programs | Hazard Analysis & Preventive Controls Determination | Process Preventive Cortrols | Food Allergen Preventive Cantrols | Saniation Preventive Cortrols | Supply-Chain Prevertive Controls | Recall Plan| ¢

3. Sanitary Operations
3a. Buildings, fodures, and cther physical facilities of th
3b. Substances used in cleaning and sanitizing, and st
3¢, Inaccordance with 21 CFR 117.35(c), pests must 1
3d. All food-cortact sufaces, including utensis and for
3e. Nonfood-contact sufaces of squipment ussd in th
3. Cleaned and sanitized portable equipment with fooc

4. Sanitary Facilties and Cortrols
43, The plart's water supply must be sdequate for the
b, The plant’s plumbing must be of adequate size anc
4. The plart's sewage must be disposed of into an ac
4d. Each plant must provide employees with adequate
4e. Each plant must provide hand-washing facilties de
& Rubbish and any offal must be so conveyed. stored

5. Equipment and Ltensils
5a. All plart squipment and Utensis used in manufactu
5b. Seams on food-contact sufaces must be smoothly |
5c. Equipment that is in areas where food is manufacty
54. Holding, conveying. and manufacturing systems. in
5e_ Each freezer and cold storage compartment used t
5. Instruments and controls Used for measuring. regula
5. Compressed air or other gases mechanically introdt

6. Processes and Controls
6a. All operations in the manufacturing, processing, pai
6b. Raw materials and other ingredients must be inspe

i Be. Equipment and Utensils and food containers must b

7. Warehousing and Distribution of Food, and Holding of H|

+ 7a. Storage and transportation of food must be under ¢
7b. Human food by-products held for distribution as ani

7c. Labeling that identifies the: by-product by the comm

w 7d. Shipping containers fe.g.. totes, drums. and tubs)

8. Defect Action Levels
8a. The manufacturer, processor. packer. and holder ¢
8b. The mixing of a food containing defects at levels th

9. Additional Prerequisite programs: Other

Add additional prerequisite program.

Supplementary Information:

21 CFR 117 does notlist any specific additional
prerequisite programs beyond the requirements of

Additional Program Name|

Add Prerequisis Program

the CGMP provisions just covered. fyoufind it
helpful to do so, you may listthe titles of additional
Prerequisite Programs that you may have

() 9. Addiional Prerequiste programs

.= Add additional prerequisite program.

]

[l i ]

determined are necessary for your plant. To add a
Prerequisite Program. enter a program name and
click on the "Add Prerequisite Program’ button.

Figure 32: Add Additional Prerequisite Programs
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Edit — To edit an added [or existing] additional prerequisite program (Figures 31 and
32), select the prerequisite program and then right click on the prerequisite program
folder. Select "Edit Prerequisite Program”, and update the name and/or Comment.

| Facilty Information | Preliminary Steps | GMP & Other Prerequisite Programs | Hazz

[F-{=y Cument Good Manufacturing Practices
EI_| 9. Additional Prerequisite programs

----- Add additional prerequisite program.
4

- 93 . Additional Edit Prerequisite program

Delete Prerequisite program

Figure 33: Edit Additional Prerequisite Programs

Facility Information | Preliminary Steps | GMP & Cther Prerequisite Programs | Hazard Analysis & Preventive Controls Detemmination | Process Preventive Controls | Food Allergen Preventive Controls I Sanitation Preve
-

--‘_‘ Curmrent Good Manufacturing Practices
E|‘_‘ 3. Additional Prerequisite programs
Add additional prerequisite program.
-2 Additional Program Name
: 9a. Additional comments on the Prerequiste Program

£/ Edit Prerequisite program lilﬂléj

9. Additional Prerequisite programs

Prerequisite Program
Additional Program Name

Comment

Sample comments|

Figure 34: Edit Additional Prerequisite Programs Details

Delete — To delete an added [or existing] additional prerequisite program (Figure 33),
select the prerequisite program folder and then right click the appropriate "Prerequisite

Program" folder. Select "Delete Prerequisite Program” and then “OK” to remove the
program (Figure 34).
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: 7d. Shipping containers (e.g.. totes, drums, and tubs) a
=) 8. Defect Action Levels

8a. The manufacturer, processor, packer, and holder ¢

: 8b. The mixing of a food containing defects at levels th
EIG 9. Additional Prerequisite programs

Add additional prerequisite program.

Elsp Additional Program Edit P __
. 93 Additional o it Prerequisite pragram

1 | ]

Delete Prerequisite program

Figure 35: Delete Additional Prerequisite Programs

i B
£ Delete Prerequisite program E@g

9. Additional Prerequisite programs

Delete Prerequisite program
Addtional Program Mame

Comment

Sample comments

WARNING! All questions in this folder will be deleted!

| ok || Cancel

Figure 36: Delete Additional Prerequisite Programs Confirmation
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8 Hazard Analysis and Preventive Controls Determination

Under 21 CFR 117.130, facilities must conduct a hazard analysis to identify known or
reasonably foreseeable hazards for each type of food manufactured, processed, packed or held
at a facility and determine whether any of the hazards require a preventive control. The hazard
analysis must be written regardless of its outcome and must consider biological, chemical and
physical hazards. The determination of whether or not a hazard requires a preventive control
must consider the severity of the illness or injury if the hazard were to occur, as well as the
probability that the hazard will occur in the absence of controls. The hazard analysis must be
based on experience, illness data, scientific reports, and any other relevant information.

Additional reference resources regarding various types of hazards that must be considered can
be found in Appendix A of this User Guide.

Process Steps entered in question 3a of the Preliminary Steps Tab can be automatically
imported into this tab by selecting “Import” from the “Import Process Steps” dialog window. The
process/product name and process step names will automatically appear. Alternatively,

process steps can be manually added by selecting “Manually” in the “Import Process Steps”
dialog box, and then selecting “Yes” in the subsequent “Warning” pop-up box. It is important to
keep in mind that once the selection is made, it cannot be undone for that particular Food Safety
Plan file.

Regardless of whether the process steps were automatically imported or entered manually, the
Food Safety Plan Builder tool generates a list of questions to be answered for each process
step.

8.1 Adding Process Steps by Importing

To import process steps from the Preliminary Steps tab (Figure 35):
a) Select the "Import" button under “Import Process Steps”.
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£ Import Process Steps @

For each food safety plan, Product’Process Steps may be
added/updated either manually in this tab or imported from the
Preliminary Steps tab.

IMPORTANT: Once your selection is made. it cannot be
undone for this particular Food Safety Plan file.

How would you like to add/update Hazard Analysis & Freventive
Controls Determination process steps?

[ Manualhy ][ Impaort

Figure 37: Import Process Steps Option

b) Select the "Import Process/Product Names and associated Process Steps from
Preliminary Steps tab" (Figure 36). Process steps from the Preliminary Steps tab will
appear, along with questions to be answered for each process step (Figure 37). Please
Note: You must return to the Preliminary Steps tab to make changes to the process steps
in your flow-diagram. To reflect these changes in the Hazard Analysis and Preventive
Controls Determination tab, you must again select the “Import Process/Product Names
and associated Process Steps” button.

Faciity Information | Preliminary Steps | GMP & Other Prerequisite Programs| Hazard Analysis & Preventive Cortrols Detemination | Pracess Preventive Cantrols | Food Allergen Freventive Cortrols | Sanitation Prevertive Controls | Supply-Chain Preventive Controls | Recall Plan + | =

S5 Hazard Analysis: List of all process steps

(=) Hazard An:
= EZEK‘ of :ﬁ‘;cﬁss steps 1. | The hazard analysis process begins with listing all process steps. including the receipt of each raw

BN | 1.C hazord an with material oringredient used in the process

[ import Process/Froduct Names and associated Frocess Steps from Preliminary Steps tab | Preliminary Steps tab, itcan be used as a roadmap for
Please Note: Ay changes made i the flow disgram(s) process steps in the “Preliminary Steps’ tab must be updated in the "Hazard Analysis 'd"e hazard a”a‘ys‘slp’ﬂjeﬁs :‘f”“ process flow

and Preventive Controls Detemnination' tab. To reflect these changes in the "Hazard Analysis and Prevertive Controls Detemination’ tzb. iagram was completed, the hazard analysis process
you must select the ‘Import Process/Froduct Names and associated Process Steps from Preliminary Steps tab” button would begin with a listing of all the process steps

Supplementary Information:

Ifa process flow diagram was completed in the

Figure 38: Import Process Steps Button

[ Facilty Information | Preiminary Steps | GMP & Other Prerequisite Programs| Hazard Analysis & Preventive Controls Determination | Process Preventive Cortrols | Food Alergen Preventive Cortrols | Sanitation Preventive Cantrols | Supply-Chain Preventive Cortrols | Recall Plan |+ *

B Hazard Analysis: List of all process steps
2 o s Y P ”
: 1. | The hazard analysis process begins with listing all process steps. including the receipt of each raw

-7y List of all process steps
& 1. The hazard analysis process begins with i material oringredient used in the process.

Product 1: Step 1: Receiving If a process flow diagram was completed in the
() Idertfying known or reasonibly foreseeable 52 | jnport Progsss/Product Names and sssocited Proosss Steps from Prelminary Stepst=b. | Preliminary Steps tab, it can be used as a roadmap for
2. For sach process step. dentfy sl KNOMN gy e ote: pry chianges made in the flow diagramis) pracess steps nthe Preiminary Steps'tab must be updated nthe ‘Hazard Analysis | [ 3281 analysis process, Ifno process flow
(-{) Detemmining if preventive controls are required fol  ang Prevertive Controls Detemmination” tab. To reflect these changes in the "Hazard Analysis and Prevertive Controls Determination’ tab, diagram was completed, the hazard analysis process
[E 2a. For each known or reasonably foreseeabl  you must select the 'Import Process/Product Names and associated Process Steps from Preliminary Steps tab' button would begin with a listing of all the process steps.
E-{) Identifying appropriate preventive controls
: 2b. For each hazard requiing @ preventive o
() Idertifying at which processing step the preventi)
2c. For each preventive control identfied, wil
Product 1- Step 2- Storage
Product2: Step 1: Receiving
Product2: Step 2: Storage

Supplementary Information:

Figure 39: Post Import Action

8.2 Add Process Steps Manually:
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To add process steps manually:

a) Select "Manually" in the prompt shown in Figure 35.

b) Enter the required Product/Process Name in the text field provided (as shown in Figure
38). The product process name and associated process steps must be entered in
accordance with the provided examples to ensure that the FSPB tool will properly capture
the information in the proper sequence. Note that the spacing and format of the step
number are critical.

For processes with up to 99 process steps, enter information in this format (enter a
‘space’ only where shown):

Product/process name: Step01: Name of processing step
Product/process name: Step02: Name of processing step
Product/process name: Step03: Name of processing step

Ex.:
Milk: Step01: Raw Milk Receiving
Milk: Step02: Raw Milk Storage
Milk: Step03: Pasteurization

For processes with up to 999 process steps, enter information in this format:
Product/process name: Step001: Name of processing step
Product/process name: Step002: Name of processing step

Product/process name: Step003: Name of processing step

EXx.:
Peanut butter: Step001: Receiving Shell Peanuts
Peanut butter: Step002: Storage of Shell Peanuts
Peanut butter: Step003: Processing

c) Click the "Add Product/Process Names and Associated Process Steps" button.

FSPB Application User Guide Page | 33



U.S. FOOD & DRUG

ADMINISTRATION

Facilty Information | Preliminary Steps | GMP & Other Prerequisite Programs| Hazard Aalysis & Preventive Controls D ion | Process Preventive Controls | Food Allergen Prevertive Controls | Saritation Preventive Cortrols | Supply-Chain Freventive Controls | Recall Plan| * | *
= Hazard Analysis: List of all process steps - -
e Heaard redyss 1. | The hazard anal b i listing =l 1 Juding th tofeach o] [l
- e hazard analysis process begins with histing al rocess steps. includin e recelpt of each raw -
= List of all process steps material or in re’d’\emased in lheg rocess 9se ’ 9 ? Supplementary Information:
=5 1. The hazard analysis process begins with li 9 P

If a process flow diagram was completed in the
Product1: Step01: Receiving Preliminary Steps tab, it can be used as a roadmap for
the hazard analysis process. Ifno process flow
diagram was completed. the hazard analysis process
would begin with a listing of all the process steps

Add Product/Process Names and Associated Process Steps

You must enter Product/Process Name, Step Number and Process Step Name in the following format
Examples

For Frocesses up to 93 Process Steps, use the examples

Mik: Stepl)1: Raw Mik Receiving

Mik: Step02- Raw ik Storage

Mik: Step03: Pasteurization

For Frocesses up to 993 Process Steps, use the examples

Peanut Butter: Step001: Receiving Shell Peanuts

Peanut Butter: Step002: Storage of Shell Peants
Peanut Butter: Step003: Processing

Figure 40: Add Product/Process Name and Associated Process Steps

Once the product/process hames and their associated process steps are added, the application
will display the following (Figure 39):

Facility Information I Preliminary Steps I GMP & Other Prarequisite ngmms| Hazard Analysis & Preventive Controls Determination | Process Preventive Controls I Food Allergen Prevertive Controls I Saritation P

=+{ =) Hazard Analysis
B4y List of al process steps
L 1. The hazard analysis process begins with li
=) Product 1: Step01: Receiving
E| ‘= Identifying known or reasonably foreseeable haz
i be Ta. Foreach process step, identify all known
Determining if preventive controls are required foi
2a. For each known or reasonably foreseeab)
ldentifying appropriate preventive controls
- 2b. For each hazard requiring a preventive ci
dentifying at which processing step the preventi
. Zc. For each preventive control identfied, wil
=) Product 1: Step02: Storage
H-{_ =) Product2: Step01: Receiving
t-{ ) Product?: Step02: Storage

Identifying Known or Reasonably Foreseeable Hazards

Figure 41: Post Add Action

8.3 Identifying Hazards and Preventive Controls

You must determine whether there are any hazards requiring a preventive control for each of
the three hazard categories: Biological, Chemical, and Physical. You cannot navigate to the
next question unless comments are added for all the identified hazards.

To add, edit, or delete information for any question (e.g., 1a, 2a, 2b, 2c) you must return to the
specific question for that process step(s) and provide required information.
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Step 1: Select “Yes” or “No”, as appropriate, for all hazard categories (Biological,
Chemical, Physical) (Figure 40). Each of the three types of hazards must be answered
with a ‘Yes’ or ‘No’, or a warning notice will appear stating that you failed to do so, and
you will be taken back to enter in the missing information.

Step 2: For each hazard category, select the hazard category from the dropdown menu
and enter the corresponding hazard name in the "Name" text field (Figure 41).

Facilty Information | Preliminary Steps | GMP & Other Frerequisite Frograms| Hazard Analysis & Preventive Controls Detemination | Process Preventive Cortrols | Food Allergen Freventive Controls | Sanitation F

=

-
£ Hazard Analysis
= List of all process steps

: 1. The hazard analysis process begins wi
=~y Product 1: Step01: Receiving

=R Identifying known or reasonably foreseeable |
.= 1a. For each process step. identify all knc

=- Determining if preventive controls ane require:
2a. For each known or reasonably forese
= Identifying appropriate prevertive controls
i 2b. For each hazard requiring a preventiv,
=- Identifying at which processing step the preve
: Zc. For each preventive control idertified
=) Product 1: Step02: Storage

= Identifying known or reasonably foreseeable |
i a. For each process step. identify all knc
= Determining if preventive controls are requireq =

Product1: Step01: Receiving: Identifying known or reasonably foreseeable hazards

1a. | Foreach process step, identify all known or reasonably foreseeable hazards introduced, controlled or
enhanced atthis step. fthere is no hazard for a specific category, indicate "No” for that category. Ifno
hazards are introduced. controlled or enhanced at this step. indicate "No™ for all three categories and

proceed to the next process step.

Hazard Categories
Biological hazard(s)
Yes

Physical hazard(s)
No

Chemical hazard(s)
Yes

Process Step Hazards

Hazard: :] Name:

Biclogical
Chemical

Figure 42: Question la — Selection of Hazard Categories and Hazard(s)

| Facility Information I Preliminary Steps | GMP & Cther Prerequisite ngram5| Hazard Analysis & Preventive Controls Determination | Process Preventive Controls I Food Allergen Prevertive Controls I Sanitation F

e

-
[={ 7y Hazard Analysis
= List of all process steps
1. The hazard analysis process begins wi

=/~ Product 1- Step01: Receiving
EH ldentifying known or reasonably foreseeable |
=3 la. For each process step, idertify all knc
Determining if preventive cortrols are required

2a. For each known or reasonably forese
Identifying appropriate preventive cortrols
- 2b. For each hazard requiring a preventiv
B Identifying at which processing step the preve
Zc. For each prevertive control identified
{ ) Product 1: Step02: Storage
: Identifying known or reasonably foreseeable |
H 1a. For each process step, identify all kne
E| Determining if preventive controls are require =

Product1: Step01: Receiving: Identifying known or reasonably foreseeable hazards

1a. | Foreach process step, identify all known or reasonably foreseeable hazards introduced, controlled or
enhanced atthis step. Ifthere is no hazard for a specific category, indicate "No” for that category. Ifno
hazards are introduced, controlled or enhanced atthis step, indicate "No” for all three categories and

proceed to the next process step.

Hazard Categories
Biological hazardis) Chemical hazard(s) Physical hazard(s)
Yes Yes Mo

Process Step Hazards

Hazard: | Bickogical + | Name: Parasited

(1a)
Name

Figure 43: Question la — Entering Hazard Name

Step 3: Click the ") putton. Repeat steps 2 and 3 to add other hazards (Figure 42).

Step 4: Once all hazards have been entered, click the "Next" button.

*Note: To delete a hazard, select that particular row in the grid and click the #licon
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ST
B Hazard Analysis
! E-{) st of all process steps
H « 1. The hazard analysis process begins wi
£47 Product1: Step01: Receiving
(=) Identifying known or reasonably foreseezble |
=5 1a. For each process step. identify al knc
- Determining f preventive controls are requiret
2a. For each known or reasonably forese
- Identifying appropriste prevertive controls
2b. For each hazard requiring a preventiv
- Identifying at which processing step the preve
2c. For each preventive control identfied
=) Product 1: Step02: Storage
(2 Identifying known or reasonably foressezble |
1a. For each process step. identfy all kne
-5 Determining ff preventive controls are requirs(
2a. For each known or reasonably forese
- Identifying appropriste prevertive controls
2b. For each hazard requiring a preventiv
[-{) Identifying at which processing step the pravi
2c. For each preventive control identified
1) Product2: Step01: Receiving
{7 Identifying known or reasonably foreseeable |
1a. For each process step. identfy all kne
{5 Determining ff preventive controls are require
2a. For each known or reasonably forese
- Identiying appropriste prevertive controls
2b. For each hazard requiring a preventiv,
E-{ Identifying at which processing step the preve
2c. For each preventive control identified
547 Product2: Step02: Storage

Ta. For each process step, identiy al knc
(= Detemmining ff prevertive cortrols are require(
- 2a. For each known or reasonably forese

<[ '

»

m

{3 Identifying known or reasonably foreseeable |

Facilty Information | Preiiminary Steps | GMP & Cther Prerequisite Programs| Hazard Arilysis & Preventive Controls Detemination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Prevertive Controls | Supply-Chain Freventive Controls | Recall Flan| ¢ [ ]

Productl: Step01: Receiving: Identifying known or reasonably foreseeable hazards

1a For each process step. identify all known or reasonably foreseeable hazards infroduced. controlled or
enhanced atthis step. [fthere is no hazard for a specific category, indicate "No” for that category. If no
hazards are introduced, controlled or enhanced atthis step, indicate "No™ for all three categories and
proceed to the next process step.

Hazard Categories
Biological hazardls) Chemical hazard(s) Physical hazardis)
Yes Yes No

Process Step Hazards

(1a)

Hazad  Name

Biological | Parasites
Pathogens
Drug Residues

T

Changes from the Hazard Analysis and Preventive Cortrols Determination tabs are reflected in the Process Preventive Controls. Food
Allergen Prevertive Controls, and Sanitation Preventive Controls tabs once you select the ‘import Hazard(s) requiring Process Frevertive
ControlfeY, Import Hazardig) requiing Allergen Preventive Controlls). and ‘Import Hazardls) requiing Saritation Prevertive Cortrol(s)'
buittons respecivel

Back

Supplementary Information:

The rule defines the term "known or reasonably
foreseeable hazard™ as a biological, chemical
(including radiological). or physical hazard thatis
known to be, or has the potential to be, associated
with the facility or the food

The three major categories of hazards thatmustbe
considered are biological, chemical (including
radiological). and physical hazards

“A biological hazard” would be microbiological
hazards such as parasites. environmental pathogens.
and other pathogens.

n

“A chemical hazard™ includes substances such as
pesticide and drug residues. natural toxins,
decomposition, unapproved food or color additives,
food allergens. and radiclogical hazards

“A physical hazard” would include hazards such as
stones, glass. and metal fragments.

If any known or reasonably foreseeable hazards are
introduced, controlled or enhanced at this step.
please enter the name(s) ofthe hazard(s) in the
appropriate comment boxes for each hazard
category.

dd I and regarding

various types of hazards that must be considered can
be found in the User Guide.

o il v

b) Question 2a:

Figure 44: Post entering all Hazards

To complete question 2a (Figure 43):

Step 1: Select the Hazard Name in the “Process Step Hazards” table.

Step 2:

Indicate whether a preventive control is required for each hazard by selecting the

"Y" or "N" checkbox and enter justification comments for each hazard in the adjacent
“Comments’ text field.

Step 3: Click the "Next" button.

*Note:

e To edit comments for a hazard, select the “Comments” text field for that particular
hazard and update as needed.
¢ If the answer to this question is “N”, the FSPB tool will automatically skip questions
2b & 2c for that hazard.

| Fzcilty Information | Preliminary Steps | GMP & Other Frerequiste Frograms| Hazard Analysis & Preventive Cortrols Detemination | Progess Preventive Cortrols | Food Allergen Freventive Controls | Sanitation P

=1

-{_0) Hazard Analysis
[=+{_5) List of all process steps

=1+ Product 1: Step02: Storage

1. The hazard analysis process begins wi
—-{_7) Product 1: Step01: Receiving
-5 ldentifying known or reasonably foreseeable |
E \/ 1a. For each process step, identify all kng
== Determining ff preventive controls are requiret
& Za. For each known or reasonably forese
{5y ldentifying appropriate preventive controls
2b. For each hazard requiing a preventiv
=) Identifying at which processing step the preve
2c. For each preventive control identified

-5y ldentifying known or reasonably foreseeable |
1a. For each process step, identify all kne

| »

2a.
inthe Comments box.

Process Step Hazards

Product1: Step01: Receiving: Determining if preventive controls are required for a given process step

For each known or reasonably foreseeable hazard, is a preventive control required? Justify your answer

(1a) (2a)
Name Y N

Biclogical | Parasites ]
Pathogens ]
Drug Residues ]

Comments
Comments for Parasites
Comments for Pathogens
Comments for Drug Residues

—_I:I-P—"W""'“—_

Figure 45: Question 2a
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c) Question 2b:
To complete question 2b (Figure 44):

Step 1: Select the hazard name in the Process Steps Hazards table and enter the preventive
control required for the hazard by selecting the type of preventive control (e.g. process,
sanitation, food allergen, supply-chain) from the "Preventive Control" dropdown menu.

Step 2: Click the 2 button and identify the specific preventive control in the adjacent
“Comments” text field. Failure to enter the appropriate information will cause a warning
notice to appear, and you will be taken back to enter the missing information.

Step 3: Repeat Steps 1 and 2 to add preventive controls for all hazards.

Step 4: After entering required information, click the "Next" button.

Facility Information I Preliminary Steps | GMP & Other Prerequisite ngmmsl Hazard Analysis & Preventive Controls Dﬁeﬂ'ﬂiﬂaﬁﬂnl Process Preventive Controls I Food Allergen Preventive Controls I Sanitation P

By » | Productl: Step01: Receiving: ldentifying appropriate preventive controls
= Hazard Analysis
=] List of all process steps
‘. 1. The hazard analysis process begins wi
51, Product1: StepD1: Receiving comment box.
E| Identifying known or reasonably foreseeable |
: -y 1a. For each process step, idertify all knc Proces=s Step Hazards
Detemining f preventive controls are require .
-y 2a. For each known or reasonably forese Prevertive Control
Identifying appropriate preventive controls (1a) [Za] (2b)
i “-Ep 2b. For each hazard requiring a preventiv, Hazard Name N = P ive Control Comments
=y ~) Identfying at which processing step the preve . _ Comments for P PC Process PC for

2b. | Foreachhazard requiring a preventive control, indicate which type of preventive control{s) will be used to
significantly minimize or prevent the hazard. Describe the preventive control thatwill be used inthe

T Biological | Parasit ,
i 2c. For each preventive control identified oo o w0 Parasites Parasites
= ; Product 1: Step02: Storage Pathogens = B g;mneris for Sanitation PC Sanﬂauon PC for

Identifying known or reasonably foreseeable |

T ey T ey

Determining f preventive controls are requiret
H - 2a.For each known or reasonably forese Natural Toxins [}
=4 Identifying appropriate preventive cortrols

1

Figure 46: Question 2b
*Note:

e To edit comments for a Preventive Control (Figure 45), select the “Comments”
text field for that particular Preventive Control and update comments as needed.
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2b. | Foreach hazard requiring a preventive control, indicate which type of preventive control(s) will be used to
significantly minimize or preventthe hazard. Describe the preventive control that will be used in the
comment box.

Process Step Hazards

Prevertive Control :]

[la]
Preverilve Control
A

Cnrlleris for Sanitation PC for

[+ [ Patl Sanitation PC Patl
Chemical | Drug Residues ¥ | O Cm‘m.rkjdhrm Food Allergen PC f:r“d [*.NQIE:CE

_ Comments for
Natural Toxins ] Naturad Toxins | /A N/A

Figure 47: Edit Comments for a Preventive Control

To edit or delete a Preventive Control (Figures 46 and 47), select that row in the

table and click the ' button. Deleting the Preventive Control in Question 2b will
also delete the corresponding hazard. To enter the hazard again, navigate to
Question 1a and repeat steps for Questions la through 2b.
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Product1: Step01: Receiving: ldentifying appropriate preventive controls

2b. | Foreach hazard requiring a preventive control, indicate which type of preventive control(s) will be used to
significantly minimize or preventthe hazard. Describe the preventive control thatwill be used in the
comment box.

Process Step Hazards

S —

(1a) (2a) (2b)
Hazard Name Y N Comments Preventive Control Comments
Biological |Parasites mﬁ for Process PC m&sﬁ”
Patl g;mls for Sanitation PC E'P::itdinn PC for
Chemical | Drug Residues m&‘; Food Allergen PC f:r“d&fs:"'ﬁnﬁfé

<

MNatural Toxins

Changes from the Hazard Analysis and Preventive Controls Determination tabs are reflected in the Process Preventive Controls, Food
Allergen Preventive Controls, and Sanitation Preventive Controls tabs once you select the ‘Impont Hazardis) requiring Process Preventive
Controlis)’, “Import Hazard|s) requirng Allergen Preventive Control(s)', and import Hazard(s) requiing Sanitation Preventive Controlis)
buttons respectivehy.

| Back [ [ Nes

Figure 48: Deleting a hazard
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2b.

For each hazard requiring a preventive control, indicate which type of preventive control(s) will be used to
significantly minimize or prevent the hazard. Describe the preventive control thatwill be used in the
comment box.

Changes from the Hazard Analysis and Preventive Cortrols Determination tabs are reflected in the Process Preventive Controls, Food
Allergen Preventive Controls, and Sanitation Preventive Controls tabs once you select the Import Hazard(s) reguiring Process Preventive
Control(s), ‘Import Hazard|s) requiring Allergen Preventive Controlis)’, and ‘Import Hazandis) requiring Sanitation Preventive Control(s)’
buttons respectively.

(2a) (2b)
Hazard Mame Y N Comments Preventive Control Comments

Back || MNex |

Figure 49: Post Delete

To add the same Preventive Control type (eg. process, sanitation, allergen,
supply-chain preventive control, etc.) for the same hazard and same process
step (Figure 48): add the same hazard with a different name and then add the
same preventive control type for both hazards. (Eg. If Salmonella is the biological
hazard and will be controlled with two different process preventive controls,
select “Biological” from the “Hazard” drop-down menu in 1a and add
Salmonellal in the adjacent “Name” text field. Then, select “Biological” again
from the “Hazard” drop-down menu in 1a and add Salmonella2. Proceed
through the remaining questions for Salmonellal and Salmonella2.
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| Facilty Information | Preliminary Steps | GMP & Other Prerequisite ngmmsl Hazard Analysis & Preventive Controls Deterrnina1ion| Process Prevertive Controls | Food Allergen Preventive Controls | Sanitation Prevertive Cont

Product1: Step01: Receiving: Identifying at which processing step the preventive control will be applied

= E‘___Hazzr: :Zﬁlmss steps 2c. | Foreach preventive cantrol identified. will the preventive control be applied atthis step?

: 1. The hazard analysis process begins with listing
=-{) Product 1: Step01: Receiving Process Step Hazards
: |dertifying known or reasonably foreseeable hazands

i it 1a. For each process step, identify all known orr
-1 Detemining if preventive controls are required for 3 gi (1a) (2a) (2b) (2c)
¢ 2a. For each known or reasonably foresesable he Hazard Name Y N Comments Preventive Control Comments Y N
dertifying appropriate preventive controls _ - Comments for Process PC for
Biological | Parasit v Process PC Fi
v 2b. For each hazard requiring a preventive contrg oot s o Parasites Parasites Edit o
- Identifying at which processing step the preventive ct Pathogens B Comments for Sanitation PC Sanitation PC = | [\
B 2c. For each preventive control identified, will the Pathogens for Pathogens
£+ Product1: Step02: Storage Salmonellal [ | Sogments for Process PC for &
Idertifying known or reasonably foreseeable hazards E I'
1a. For each process step. identify all known or re oo Process PC b Eimr

Detemmining if prevertive controls are required for a gi
i 2a. For each known or reasonably foreseeable he Chemical Drug Residues [} =} m& Food Allergen PC PCfor Drug = =
dentifying appropriste preventive controls Residues
i 2b. For each hazard requiring & prevertive contrg
B Idertifying at which processing step the preventive cf
: 2c. For each preventive control identified, will the

Figure 50: Example to add the same preventive control type for the same hazard

d) Question 2c:
To complete question 2c:

Step 1: For each hazard, select the hazard and check "Y" or "N" if a preventive control
should be applied at this process step. Important: The answer to 2c determines whether or
not the product/process step(s) will be exported into the appropriate Process, Allergen, and
Sanitation Preventive Controls tabs.

Unlike the Process Preventive Controls, Allergen Preventive Controls, and Sanitation
Preventive Controls tabs, if a supply-chain preventive control is chosen, the process step(s)
at which a supply-chain preventive control will be applied will not automatically appear in the
Supply-Chain Preventive Controls tab. Instead, a pop-up dialog box will appear (Figure 49)
stating that information pertaining to supply-chain preventive controls must be entered in the
Supply-Chain Preventive Controls tab.
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| Facility Information I Preliminary Steps | GMP & Other Prerequisite ngﬁmsl Hazard Analysis & Preventive Controls Detemmination | Process Preventive Controls I Food Allergen Preventive Cortrols I Sanitation Prevertive Conh

[S] Productl: Step01: Receiving: ldentifying at which processing step the preventive control will be applied
Hazard Analysis

E1-5) List of all process steps

i 1. The hazard analysis process begins with listing
=) Product 1: Step01: Receiving Process Step Hazards
E {-5) Identifying known or reasanably foreseeable hazards
H \/ 1a. For each process step, identify all known or rel

‘ 2c. | For each preventive control identified, will the preventive control be applied at this step?

- D Determining if preventive controls are required for a gi (1a) (2a) (2b) (2c)

-y 2a. For each known or reasonably foresesable hel Hazard Name Y N Comments Preventive Control Comments Y N
—-{=) |dentifying appropriate prevertive controls Biclogical |P: . 7 — |Comments for P PC Process PC for 7 =
i ey’ 2. Foreach hazard requiing a preventive cortre| oo o Parasites Parasites Edit
B+ Identifying at which processing step the prevertive cq Pathogens Comments for | L . b Sanitation PC

Sy 2c. For each preventive control identified. will the 1 for F
= {:A Product 1: Step02: Storage Salmonellal Comments flur Process PC Process Pleur
B {51 Identifying known or reasonably foreseeable hazards : =
Pk 1a. For each process step, identify all known orre Salmonella2 | = I')nr Process PC Piar f(?]fnr
B {-=) Determining if preventive controls are required for a gi Food Al
ergen
2a. For each known or reasonably foresesable he Chemical | Drug Residues CnmlDR§ flnr Food Allergen PC PC for Drug
B {.5) Identifying appropriate prevertive controls Residues
5 2b. For each hazard requiring a preventive contr| i
B+ Identifying at which processing step the praventive oy

otz gt Focstong wers .
{7 Product2: StepD1: Receiving arming

Elf:, Identifying known or reasonably foreseeable hazards
H 1a. For each process step, identify all known orre
E {5 Determining if preventive controls are required for a gi
P 2a. For each known or reasonably foreseeable hel
- -{-=) Identifying appropriate prevertive controls
o 2b. For each hazard requiring a preventive contr|
{53 Identifying at which processing step the prevertive cf
g 2c. For each preventive control identified, will the,
=-{) Product2: Step02: Storage
B {-5) Identifying known or reasenably foreseeable hazards

Please navigate to the Supply-chain preventive controls tab to describe

how you will develop and implermnent a supply-chain Preventive Control
pregram.

Figure 51: Supply-chain Preventive Control Selection

Step 2: Once Question 2c is completed for all hazards (Figure 50), click the "Next" button.

| Facility Information I Preliminary Steps I GMP & Other Prerequisite F‘mgmms| Hazard Analysis & Preventive Controls Detemination | Process Preventive Controls I Food Allergen Preventive Cortrols I Sanitation F

=~

~+ | Product: Step01: Receiving: Identifying at which processing step the preventive control will be applied
| 2c. ‘ For each preventive control identified, will the preventive control be applied at this step? |

{7) Hazard Analysis
BD List of all process steps
.. 1. The hazard analysis process begins wil
=1+~ Product1: Step01: Receiving Process Step Hazamds
: Q Identifying known or reasonably foreseeable ||
H \/ 1a. For each process step, identify all kng
E| D Determining if preventive cortrols are require|
i ey 23 Foreach known or reasonably forese|
Q |dentifying appropriate preventive controls
\/ 2b. For each hazard requiring a preventiv,
E| D ldentifying at which processing step the preve|
.= 2c. For each preventive cortrol identfied
=1-_7) Product 1: Step02: Storage
BD Identifying known or reasonably foreseeable ||
1a. For each process step, identify all kng
{5 Detemmining f prevertive controls are requireq
2a. For each known or reasonably forese|
{7 |dentifying appropriate preventive controls
2b. For each hazard requiring a preventivi

Figure 52: Question 2c completed
Failure to select ‘Y’ or ‘N’ for each preventive control will trigger a warning pop-up box (Figure

51) and the FSPB tool will not proceed to the next question until the missing information has
been entered.
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Facility Information | Preliminary Steps | GMP & Other Prerequisite Programs| Hazard Analysis & Freventive Controls Detemination | Process Preventive Cortrols | Foed Allergen Prevertive Controls | Sanitation Preventive Corir
=]

Product1: Step01: Receiving: Identifying at which processing step the preventive control will be applied

[=-{ ) Hazard Analysis
£ List of all process steps
1. The hazard analysis process begins with listing
=) Product 1: Step01: Receiving
[l Identifying known or rezsonably foresesable hazards
" 1a. For each process step, identfy all known or re

B Idertifying at which processing step the preventive o

2c. For each preventive control identified, will the

=-{) Product2- Step01: Receiving

: {53 Idertifying known or reasonably foreseeable hazards
H 1a. For each process step, identify all known or re

El+{-=) Determining if preventive controls are required for a gi

P 2a. For each known or reasonably foreseeable hg

—I-{=) |dertifying appropriate prevertive controls

: ; 2b. For each hazard requiring a preventive contre|

I+ Idertifying at which processing step the preventive o

E 2c. For each preventive control identified, will the

=-{) Produci2: Step02: Storage

BD |dertifying known or reasonably foreseeable hazards

o 1a. For each process step. identify all known or re

| 2c. | For each preventive control identified. will the preventive control be applied atthis step?

Process Step Hazards

You must check either "Y' or 'N'in 2c. The answer to 2c dictates which
product/process steps are exported to the specific preventive controls

tabs.

Figure 53: Validation check for Question 2c
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9 Process Preventive Controls

21 CFR 117.135(c)(1) states that process controls include procedures, practices, and processes
to ensure the control of parameters during operations. Process controls must include, as
appropriate to the nature of applicable preventive control and its role in the facility’s food safety
system:

1. Parameters associated with the control of the hazard, and

2. The maximum or minimum value, or combination of values, to which any biological,
chemical, or physical parameter must be controlled to significantly minimize or prevent a
hazard requiring a process control.

Additionally, 21 CFR 117.140 states that, except for supply-chain preventive controls and the
recall plan, preventive controls are subject to preventive control management components
including monitoring, corrective actions and corrections, and verification. Verification procedures
include validation, verification of monitoring, verification that decisions about corrective actions
are being made appropriately, calibration of monitoring and verification instruments, product
testing, environmental monitoring, and review of records.

Additional reference resources regarding process preventive controls can be found in Appendix
A of this User Guide.

To begin answering questions pertaining to process preventive controls, select “Import
Hazard(s) Requiring Process Preventive Control(s)”. The tool will list the process steps
identified in the hazard analysis at which process preventive controls will be applied to control
specific hazards and generate questions pertaining to each process step.

9.1 Importing Process Preventive Controls

The process steps at which process preventive control will be applied that were identified in the
Hazard Analysis & Preventive Controls Determination tab will be imported to the Process
Preventive Controls tab. To import these process steps, click on the “Import Hazard(s)
Requiring Process Preventive Control(s)” button as shown in Figure 52.

If changes to the processing steps that have been imported are needed, navigate to the Hazard
Analysis & Preventive Controls Determination tab to make those changes.

Then, click on the "Import Hazard(s) Requiring Process Preventive Control(s)" button in this tab
again to reflect those changes.

FSPB Application User Guide Page | 44



U.S. FOOD & DRUG

ADMINISTRATION

Facility Information I Preliminary Steps | GMP & Cther Prerequisite ngmmsl Hazard Analysis & Preventive Contrals Deten'nination| Process Prevertive Controls | Food Allergen Preventive Controls | Sanitation Prev

By Food Safety Hazards Requiring & Process Preventive Control:
=- Food Safety Hazards Requiring & Process Preventive Contro

Ta Please import the product/process step(s) you have identified from the hazard analysis atwhich a
process preventive control(s) will be applied

I[ Import Hazard|s) Requiring Process Preventive Control(s) ] |

If you need to make changes to the processing steps that have been identified as requiing a process preventive control, you must
retum to the Hazard Analysis and Preventive Controls Determination tab to make those changes

If changes are made to the hazard(z) requiring Process Preventive Control(z) in the Hazard Analysis and Preventive Controls
Determination tab, you must click on the "Import Hazard(s) Requiring Process Preventive Controlis)" button in this tab again to
reflect those changes.

Figure 54: Import Hazard(s) requiring Process Preventive Control(s)

9.2 Documenting Process Preventive Controls

Once the process steps and identified hazards have been imported into this tab, a number of
guestions pertaining to the specific process preventive controls and associated management
components will be generated (Figure 53). The questions will assist in documenting information
on the critical process parameters, monitoring procedures, corrective action procedures when
deviations from critical limits occur, and verification procedures.

File Edit View Tools Help
Eds 7]

Facility Information I Preliminany Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls De{errnindion‘ Process Preventive Controls | Food Allergen Preventive Caontrols | Sanitation Prev

Bl Product1: Step01: Receiving: Biological: Salmonella: Process PC for Salmonella
~) Food Safety Hazards Requinng a Process Preventive Contro

i e 1la.Pleass import the product/process stepis) you have i Process Preventive Control Critical Limits
= Product 1: Step01: Receiving: Biclogical

2= Salmonela: Pracess PC for Salmonella 1b. | Describe the process parameters (including minimum and maximum values, i.e., critical limits) that
= 1b. Describe the process parameters (including miri will be monitored to ensure the preventive contral is properly applied
1c. Describe how the maonitoring will be conducted.
1d. Describe the monitoring frequency. Comments:

1e. Describe the comective action procedure(s) that |
. Describe the procedures that will be used to verify
1g. Describe the records that will be mairtained to sy

Figure 55: Post Import
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10 Food Allergen Preventive Controls

The primary goal of a food allergen preventive control program is to protect consumers
susceptible to food allergens. 21 CFR 117.135(c) (2) provides that food allergen controls
include those procedures, practices, and processes to control food allergens. As with other
preventive controls, the need for a specific food allergen preventive control is determined
through the hazard analysis. Food allergen preventive controls must include those procedures,
practices and processes employed for ensuring that food is protected from allergen cross-
contact, including during storage, handling and use, as well as ensuring accurate labeling of the
finished food product such that the food is not misbranded under section 403(w) of the Federal
Food, Drug, and Cosmetic Act.

Additional reference resources regarding food allergen preventive controls can be found in
Appendix A of this User Guide.

To begin answering questions pertaining to allergen preventive controls, select “Import
Hazard(s) Requiring Allergen Preventive Control(s)”. The tool will list the process steps
identified in the hazard analysis at which allergen preventive controls will be applied to control
specific hazards and also generate questions pertaining to each process step.

10.1 Importing Food Allergen Preventive Controls

To import hazards requiring food allergen preventive controls, click on the “Import Hazard(s)
requiring Allergen Preventive Control(s)” button as shown in Figure 54.

If changes to the processing steps that have been imported are needed, navigate to the Hazard
Analysis & Preventive Controls Determination tab to make those changes. Then, click on the
"Import Hazard(s) requiring Allergen Preventive Control(s) tab" button in this tab again to reflect
the changes.
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| Facility Information | Preliminary Steps | GMP & Cther Prerequisite ngramsl Hazard Analysis & Preventive Controls Detemination | Process Preventive Controls | Food Allergen Preventive Cortrols | Sanitation Pre:
E....

Allergens requiring & preventive control:
Sy Allergens requiring a prevertive control

BN 1 Please import the product/process step(s) at which 4 1a. | Pleaseimportthe product/process step(s) atwhich an allergen preventive control will be applied.

| [ Import Hazard(s) requiring Allergen Preventive Control(s) ] |

f you need to make changes to the processing steps that have been identified as requiring a food allergen preventive control, you
must retum to the Hazard Analysis and Preventive Controls Determination tab to make those changes.

If changes are made to the hazard|s) requing Food Allergen Preventive Controlis) in the Hazard Analysis and Prevertive Controls

Determination tab, you must click on the "Import Hazard(s) Requiring Food Allengen Preventive Cortrol(s)" button in this tab again to
reflect those changes.

Figure 56: Import Hazards requiring Allergen Preventive Control(s)

10.2 Documenting Food Allergen Preventive Controls

These generated questions will assist in documenting the necessary information for each
allergen preventive control (Figure 55). Note that some questions might not be applicable for the
specific allergen preventive control. In that case, select “Not Applicable” and click “Next”.

Facility Information I Preliminary Steps I GMP & Cther Prerequisite ngmmsl Hazard Analysis & Preventive Controls Deterrmnaﬁonl Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Prev

Product1: Step01: Receiving: Chemical: Drug Residues: Food Allergen PC for Drug Residues
=R Allergens requiring a preventive control

1a. Please import the product/process step(s) at which = 1b. | Foreach ofthe allergens requiring preventive controls, describe the preventive control(s) which will

: _ _ i . be used to prevent allergen cross-contact, including during storage, handling, and use. Ifthe food
=] Product 1: Step01: Recei : Chemical - X " .
E Drug Residz:s' Food Aller;;gPCfor Drug Residues allergen controls only needs to address proper labeling, please selectthe ‘Not Applicable
_‘$ lb.For of the allergens requiring preventive co checkbox below.

1c. Describe the procedures for ensuring that the fin
1d. Describe how the manitoring will be conducted.

[] Mot Applicable
1e. Describe the monitoring frequency. Commerts:
1f. Describe the procedures that will be used to verf| =
1g. Describe the comective action(s) that should be 1 0

Figure 57: Post Import
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11 Sanitation Preventive Controls

21 CFR 117.135(c)(3) provides that sanitation preventive controls include procedures, practices,
and processes to ensure that the facility is maintained in a sanitary condition adequate to
significantly minimize or prevent hazards such as environmental pathogens, biological hazards
due to employee handling, and food allergen hazards. Sanitation preventive controls must
include, as appropriate to the facility and the food, procedures, practices, and processes for
ensuring:

(1) Cleanliness of food-contact surfaces, including utensils and equipment; and

(2) Prevention of allergen cross-contact and cross-contamination from unsanitary objects
and from personnel to food, food packaging material, and other food-contact surfaces
and from raw product to processed product.

Additional reference resources regarding sanitation preventive controls can be found in
Appendix A of this User Guide.

To begin answering questions pertaining to sanitation preventive controls, select “Import
Hazard(s) requiring Sanitation Preventive Control(s)”. The tool will list the process steps
identified in the hazard analysis at which sanitation preventive controls will be applied to control
specific hazards and also generate questions pertaining to each process step.

11.1 Food Safety Hazards Requiring a Sanitation Preventive Control

To import the hazards requiring Sanitation Preventive Controls, click on the "Import Hazard(s)
requiring Sanitation Preventive Control(s)" button as shown in Figure 56.

If changes to the process steps that have been imported are needed, navigate to the Hazard
Analysis & Preventive Controls Determination tab to make those changes. Then, click on the
"Import Hazard(s) requiring Sanitation Preventive Control(s)" button again to reflect those
changes.
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| Facility Information I Preliminary Steps I GMP & Cther Prerequiste ngmmsl Hazard Analysis & Preventive Controls Detemination | Process Prevertive Cortrols I Food Allergen Preventive Controls | Sanitation Pre

=

Food Safety Hazards Requiring a Sanitation Preventive Contr| _ R - R "
Yo Plese i the - T 1a. | Pleaseimportthe product/process step atwhich a sanitation preventive control will be applied.

[ Import Hazard(s) requiing Sanitation Preventive Control{s)

reflect those changes

Food Safety Hazards Requiring a Sanitation Preventive Contral:

If you need to make changes to the processing steps that have been identified as requiring a sanitation preventive control, you
must retum to the Hazard Analysis and Preventive Controls Determination tab to make those changes.

If changes are made to the hazard(s) requiing Sanitation Prevertive Control{s) in the Hazard Analysis and Preventive Controls
Detemination tab, you must click on the "Import Hazard(s) Requiring Sanitation Preventive Controlig)” button in this tab again to

Figure 58: Import Hazard(s) requiring Sanitation Preventive Control(s)

11.2 Documenting Sanitation Preventive Controls

Answering these generated questions (Figure 57) will assist in documenting the necessary
information for each sanitation preventive control.

Facility Infornation | Preliminary Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls D

| Process Preventive Controls | Food Alergen Preventive Cortrols | Saritation Prevertive Controls | Supply-Chain Preventive Controls | Recall Plan 4

=-
£+ Food Safety Hazards Requiing a Saritation Prevertive Conire
1a. Flease impor: the product /process step at which 3 sar|

£+{) Product 1: Step01: Receiving: Biological

{5 Pathogens: Santation PC for Pathogens

R g b Describe the santation prevertive corrols that wi
. Desciibe the frequency with which or when the pn|
1d. Who is responsible for performing the procedure(s)
Te. Describe the procedures that wil be used to monit
. Descrbe the procedures that will be used to verly
1g. Desciibe the corrective action|s) that should be ta

Product 1: Step01: Receiving: Biological: Pathogens: Sanitation PC for Pathogens

1b. | Describe the sanitation preventive controls that will be used to control the hazard.

Commets:

Zoom

Supplementary Information:

21 CFR 117.135(c)(3) states that sanitation
preventive contrals mustinclude procedures,
practices, or processes for ensuring the:

1) Cleanliness of food-contact surfaces. including
food-contact sufaces of utensils and equipment,
and

2) Prevention of allergen cross-contact and
cross-contamination from insanitary objects and
from personnel to food. food packaging material.
other food-contact sufaces and from raw productto
processed product

Instead of describing the sanitation preventive
control(s) in the ‘Comments’ box, you could
reference an attachment(s) and place that
document(s) in the "Supporting Documents” tab

Figure 59: Post Import

FSPB Application User Guide

Page | 49




U.S. FOOD & DRUG

ADMINISTRATION

Chapter

12 Supply-Chain Preventive Controls

Under 21 CFR 117.405, a receiving facility must establish and implement a risk-based supply-
chain program for those raw materials and other ingredients for which it has identified a hazard
requiring a supply-chain-applied control. The goal of the supply-chain program is to provide
assurance that the hazard requiring a supply-chain-applied control has been significantly
minimized or prevented. The supply-chain program must include using approved suppliers,
determining appropriate supplier verification activities, including frequency at which the
verification activities will be conducted, and, when appropriate, reviewing documentation of
supplier verification activities conducted by another entity.

Unlike the Process Preventive Controls, Allergen Preventive Controls, and Sanitation Preventive
Controls tabs, process steps at which a supply-chain preventive control will be applied cannot
be automatically imported into this tab, due to the structure of this tab.

Additional reference resources regarding supply-chain preventive controls can be found in
Appendix A of this User Guide.

The first set of questions in this tab (Figure 58) will guide you through determining if you are
required to develop and implement a supply-chain program. If the supply-chain program
requirements apply to your facility, the remaining questions in the tab will guide you through
documenting the supplier approval process, including factors that you consider when assessing
a potential supplier, supplier- and ingredient-specific information, the hazard(s) being controlled
by the supplier, and supplier verification activities.

Facilty Information | Preliminary Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Prevertive Cortrols Detemination | Process Prevertive Controls | Food Alergen Prevertive Controls | Sanitation Freventive Controls | Supply-Chain Frevertive Controls | Recal Plan | * | -

2. Using approved suppliers =
£+ SupplyChain Prevertive Cortrols e e e Zoomt) | | Zooms)
. irement for a supply-chain program

2a | Listthe name of a supplier and any other applicable identifying information. Supplementary Information:

rd analysis any raw mate Applicable supplier identifying information could

lop and implement @ supply-c/ include the supplier's address, plantnumber, etc

=+ Using approved supplers ST
=-{) 2. Supplier approval

Y 22 List the name of a supplier and any oiher applic il Ererr—
Add Suppier

Comments:

Figure 60: Supply-Chain Preventive Controls tab
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In this tab, answers to certain questions cause the tool to navigate to a subsequent question
that might not be the question that appears immediately below the question that was just
answered in the left panel tree view (Figure 59). This is a deliberate feature intended to help
prevent you from answering questions that are not relevant to your facility. Please note that this
feature only works if the “Next” and “Back” buttons at the bottom of each screen are utilized
(instead of manual navigation via the tree view).

Toam v it | oo A P G| S et o] o v v | el P i P!

i"

Figure 61: Navigation to subsequent questions

An additional unique feature of this tab is the ability to select how the information captured in
this tab is organized in an exported report. In addition to exporting the tab in its entirety,
information can be organized by Supplier or by Ingredient. Additionally, the Supply-Chain
Document Checklist Report can be exported as a standalone record. Note that this Supply-
Chain Document Checklist Report is not automatically included in your overall food safety plan.
To include this checklist in the food safety plan, select “Include Supply-Chain Document
Checklist Report in Plan” under the “Tools” menu (Figure 60).
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File | Edit View Tools Help
1 Mew Ctrl+N a4 @
[ [ Open Cul+0 Steps I GMP & Cther Prerequisite Programs | Hazard Analysis & Preventive Controls Deterrninationl Process Preventive Controls I Food Allergen Preventive Controls |
Close 4. ABC Corp
entive Controls Written Procedures for Receiving Raw Materials Ingredients
A Save  Ctrl+5 i
it for a supply-chain program . - . . .
Save As receiving facilty? 4a. | Describe the procedu_res_for receiving raw_matenal[s) or |ngred|ent_(i
entify in my harard anahesis any mw matedal /other inaredient that has 2 could upload supporting information in the "Supporting Documents
| Export 4 Facility Information
S Print CtrieP Preliminary Steps CnErE
Print Preview GMP and Prerequisite Program
Print All... Hazard Analysis and Preventive Controls Determination
X Process Preventive Controls
Recent Files 3
Food Allergen Preventive Controls
Bxit Sanitation Preventive Controls
..... . Who| : :
_____ . Appli | Supply-Chain Preventive Controls » Supplier Summary Report
----- 3e. What Recall Plan Ingredients Summary Report
? iSFL;prpal Recordkeeping Procedures Supply-Chain Summary Report
----- 3h. One Reanalysis of Food Safety Plan Supply-Chain Document Checklist Report
----- 3. K the Important Contacts
..... 3. Who .
lllll % Ligt i Supporting Documents
----- 3. Indica] Food Safety Plan
----- 3m. What action will beTaken T you find that The supplieris not controling the haz|

Figure 62: Supply-Chain Preventive Controls Reports

In the first section, Requirement for a Supply-Chain Program, users will answer three questions
to determine whether a supply-chain program is required (Figure 61).

| Facility Information I Preliminany Steps | GMP & Cther Prerequisite Fmgmmsl Hazard Analysis §

EIG Supph-Chain Preventive Contrals
: EIG 1. Requiremenrt for a supphy-chain program

= 1a. &m | a receiving facility?
e —=1 1b. Diid | identify in my hazard anatysis any rmw materal /other ingredient th;

b 1c. Do | need to develop and implement a supphy-chain program?
[#-{_5) Using approved suppliers

Figure 63: Requirement for a Supply-Chain Program

Step 1: Answer questions 1a — 1c. After answering questions la-1c, if a supply-chain program
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is not required, a pop-up box will appear (Figure 62) asking you to provide a justification in the

“Comments”

box to support such a conclusion.

-

Warning

===

Please provide justification as to why you do not need a Supply-chain

. I'\; Program.

oK

Figure 64: Justification message

Step 2: Approved suppliers are added in Section 2 — Using Approved Suppliers

*Note: One or multiple suppliers can be added (Figure 63).

| Facility Information I Preliminary Steps I GMP & Cther Prerequisite Programs | Hazard Analysis & Preventive Controls Deterrmnaiiunl Process Preventive Controls I Food Allergen Preventive Controls | Sanitation Preventi

=

(=

(=

Supphy-Chain Preventive Controls
=" 1. Requirement for 2 supply-chain program
v* 1a. Am | a recsiving facility?
iy” 1b. Did lidentify in my hazard analysis any raw material ‘other ingredi
: v Te. Do | need to develop and implement a supply-chain program?
Using approved suppliers
== 2. Supplier approval
& 2a. List the name of a supplier and any other applicable idertifying ir|

2. Using approved suppliers
Supplier approval

2a Listthe name of a supplier and any other applicable identfying information.

Supplier Name:
ABC Cop

Add Supplier

Comments

Supplier comments -

Figure 65: Adding a Supplier

e To delete a supplier, right click on the supplier name and confirm deletion as shown in
Figures 64 and 65.
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Facility Information | Preliminany Steps | GMP & Cther Prerequisite F‘mglamsl Hazard Ang

EI {-1 Supphy-Chain Preventive Controls

' EI\/ 1. Requirement for a supphy-chain program

----- W 1a. Am | a receiving facility?

----- ,,/ 1b. Did | identify in my hazard analysis any raw material ‘other ingredi
----- ,,/ 1c. Do | need to develop and implement a supphy-chain program?
[+ Using approved suppliers

&= [

...... Delete Supplier

- Edit Supplier
L, T T DR
C| 4. Written Procedures for Receiving Raw Matenals & Ingredients

Figure 66: Delete Supplier

£! Delete Supplier Elm

Delete Supplier
ABC Comp
Comment

WARNING!
All SubHeaders and all Questions under this folder will be deleted!

Please check here to confirm the deletion of this folder.

| ok || cancel

Figure 67: Delete Supplier Confirmation

Step 3: In Question 2b, for each approved supplier added in question 2a, one or several
ingredients can be added (Figure 66).

| Facilty Information | Preliminary Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Determination | Process Preventive Controls I Food Allergen Preventive Controls I Sanitation Preventiv]

= 2_ABC Corp
-5 Supply-LChain Preventive Cortrols Add Ingredient
i [y 1. Requirement for a supply-chain program

: \/ 1a. Am | & receiving facilty 7 2b Add Ingredient

\/' 1b. Did |identify in my hazard analysis any raw material /other ingredi
/ 1c. Do | need to develop and implement a supply-chain program?

[+ ") Using approved suppliers Sat|

E-{) ABC Com Add Ingredient

e 2. Add Ingredient

Figure 68: Adding Ingredient(s)
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Step 4: Select either “Yes” or “No” to answer Question 2c¢ (Figure 67). Failure to do so will
trigger a warning pop-up box to appear and the FSPB tool will not proceed to the next question

until the missing information is entered.

*Note: Answers to this question affect which questions need to be answered in Section 3 &

Section 5.

| Facility Information | Preliminary Steps I GMP & Other Prerequisite Progmmsl Hazard Analysis & Prevertive Controls Detenwnationl Process Preventive Controls | Food Allengen Preventive Controls | Sanitation Preventive Controls | S

=
[=-{5) Supply-Chain Preventive Contrals
=~y 1. Requirement for a supply-chain program
v 1a. Am | a recsiving facility?
v 1b. Did | identify in my hazard analysis any raw material/‘other ingredient the
v 1. Do | need to develop and implement a supply-chain program?
Using approved suppliers
{-=) ABC Cormp
2b. Add Ingredient

23 2 Is the supplier a qualfied facility, a fam that grows produce that is not

3. Potential Supplier Information
- 3a. When the supplier is a qualffied facility, & farm that grows produce that
3b. Describe the hazard(s) that are cortrolled before receipt of the raw mat
3c. Who (what entity) will be controlling the hazardis) requiring a supply-chi
3d. Applicable food safety requlations: What are the food safety regulation:
3e. What are the supplier’s procedures, processes, and practices related tc
¥. Supplier food safety history: Are there any known incidents of food safe
Jqg. For a supplier that is a qualified facility, a fam that grows produce that i
3h. One or more of the supplier verfication activities specified in 21 CFR P
3. Fthe raw material or ingredient has a hazard that may cause serious ad
3. Who wil perform the onsite audit? Describe the entity who will conduct
3. List the entity{ies) who will conduct the appropriate inspection and prov
3. Indicate the frequency with which the onsite audit or inspection will be ¢
- 3m. What action will be taken if you find that the supplier is not controlling 1

4. Wiitten Procedures for Receiving Raw Materials & Ingredients

5. Records checklist

ABC Corp
Salt
2c Is the supplier a qualified facility, a farm that grows produce that is not covered under 21 CFR Part

112 - Standards for the Growing. Harvesting. Packing. and Holding of Produce for Human
Consumption, or a shell egg producer not subjectto 21 CFR Part 118 - Production, Storage, and
Transportation of Shell Eggs - because it has fewer than 3.000 laying hens?

Yes [ N

Figure 69: Question 2c

Step 5: Answer guestions 3a through 4a.

*Note: Some answers to questions will take users to specific questions (e.g., Questions 3i, and

3K).

Faciity Information | Freliminary Steps | GMP & Cther Prerequisite Programs | Hazard Analysis & Prevertive Controls D:

| Process Preventive Cortrols | Food Alergen Preventive Controls | Sanitation Preventive Cortrols | Supply-Chain Preventive Controls | Recall Flan | Reanalysis of Food Safety

-0 Supply-Chain Preventive Controls
-y 1. Requirement for a supply-chain program
1a. Am | 2 receiving faciity?
" 1b. Did Iidertfy inmy hazard analysis any rew matenal/sther ingrediert that has a hazard requinng  sup)
" e Do I need to develop and implement a supply-chain program?
Using approved suppliers
ABC Com
2. Add Ingredient
V7 Sat
" 2 Isthe supplier 3 qualfied facilty, a fam that arows produce that is rot covered under 21 CFR Part 11
3. Potential Supplier Information
= 3a. When the supplier is a qualfied facilty, a fam that grows produce that is not covered under 21 CFR
3b. Describe the hazardis) that are controlied before receipt of the raw mateial or other ingrediert
3c. Who (hat enty) will be controling the a supply pplied control?
3d. Applicable food safety requiations: What are the food safety requiations that apply to the raw material
3e. What are the supplier's procedires, processes, and practices related to the safety of the raw material
3. Supplier food safety history: Are there: any known incidents of food safety problems related to the raw
3q. For a supplier that is a qualfied facilty, a fam that grows produce that is not covered under 21 CFR P
3h. One or more of the supplier verfication activiies specfied in 21 CFR Part 117.4108) must be conduc|
31 K the raw material o ingredient has a hazard that may cause serious adverse health consequences or
3. Who will perform the onsite audit? Describe the entity who wil conduct the onsie aud into the “Comr,
3k. List the entity(ies) who will conduct the appropriate inspection and provide the written results of the ing
3. Indicate the frequency with which the onsite audit or inspection will be: conducted in the “Comment Bol
~++ 3m. What action will be taken F you find that the supplier is not controling the hazard?
4. Writen Procedures for Receiving Raw Materials & Ingredients
4a. Describe the procedures for receiving raw materialls) or ingredient s) from an approved supplier. Inste|
5. Records checklist
5. The recsiving faciity must document the following in records:

=]

3. ABC Corp
Potential Supplier Information

3a, ‘When the supplier is a qualified facility, a farm that grows produce thatis not covered under 21 CFR Part 112 - Standards for the Growing,
Harvesting, Packing. and Holding of Produce for Human Consumption. or a shell egg producer not subjectto 21 CFRPart 118
Production, Storage. and Transportation of Shell Eggs - because ithas fewer than 3.000 laying hens. to approve the supplier, whatwas
its compliance history with respectio app FDA food safety ?

Comments

Figure 70: Questions 3a through 4a
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Step 6: To delete an ingredient, right click on the ingredient and confirm deletion as shown in
Figure 69 & Figure 70.

| Facility Information I Preliminary Steps | GMP & Cther Prerequisite Progra

EIG Supphy-Chain Preventive Controls

- \/ 1. Requiremert for a supphy-chain program

\/ 1a. Am | a receiving facility?

\/ 1b. Did | identify in my hazard analysis any raw mate
P e \/ 1c. Do | need to develop and implement a supphycl
l {7 Using approved suppliers

=-{=) ABC Comp

- Zh. Add Ingredient

...... Edit Ingredient b, a fam that gror

BD 3 Delete Ingredient
P facility, a fam th

3b. Describe the hazardis) that are cortrolled befor:
Jo. Who (what entity) will be contralling the hazardi:

Figure 71: Delete Ingredient

| Facility Information | Preliminary Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Detemination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Pre
=3

E| D Supply-Chain Preventive Controls

=R / 1. Requirement for a supply-chain program

v 1a. Am | a recaiving faciliy?

\/ 1b. Did | identify in my hazard analysis any raw mate

../ Ic. Do | need to develop and implement a supply-c [ £! Delete Ingradient =N g‘
. D Uslng approved suppliers
() ABC Corp ABC Corp
i Zb. Add Ingredient
=p Salt Delete Ingredient

i \/ 2c. Is the supplier a qualified facility. a fam that grot Salt
D C 3. Potential Supplier Information
3a. When the supplieris a qualified facility, a farm tH
3b. Describe the hazard(s) that are controlled befor
3c. Who (what entity) will be controlling the hazard(;
3d. Applicable food safety regulations: What are the|
3e. What are the supplier's procedures, processes,
¥. Supplier food safety history: Are there any knowr|
Ja. For a supplier that is a qualfied facility, a farm th
3h. One or more of the supplier verffication activities
3i. K the raw material or ingredient has a hazard thal
3. Who will perform the onsite audit? Describe the
3. List the entity(ies) who will conduct the appropri;
3. Indicate the frequency with which the onsite auc WARNING! All questions in this folder will be deleted!
3m. What action will be taken if you find that the su
B D 4. Written Procedures for Receiving Raw Materials & In
H 4a. Describe the procedures for receiving raw mate
E| D 5. Records checklist

Ba. The receiving facility must document the followil

Figure 72: Delete Ingredient Confirmation
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Step 7: Question 5a is a records checklist. Select “Complete” or “Req. not applicable” as
appropriate.

5. ABC Corp

Records checklist

| Ba. | The receiving facility must document the following in records:

Complete S:pﬂig::ﬂe Content
O (1) Written Supphy-Chain Program;
3 d (2) Documentation of the approval of the supplier;

0 (3) Written procedures for receiving raw materials and other ingredients;
] (4) Documentation demonstrating use of the written procedures for receiving raw materials and other ingredients;
0 (5) Documentation of the determination of the appropriate supplier verfication activities for raw material(s) or ingredient s);
[l | (6) The following documentation of an altemative verfication activity for a supplier that iz a qualified facility:
0 | (7} The following documentation of an atemative verfication activity for a supplier that is a famm that supplies a rmw matenial(s) or ingredient
= | (8) Documentation of actions taken with respect to supplier non-conformance;
0 ] (9) Documentation of verfication of a supply-chain-applied control applied by someone other than the supplier; and
0 ] (10) When applicable, documentation of the receiving facility's review and assessment of applicable documentation from someone other tha

Figure 73: Question 5a checklist when 2c is answered ‘Yes’
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13 Recall Plan

21 CFR 117.139 requires facilities that have identified a hazard requiring a preventive control to
develop a written recall plan. The written recall plan must include procedures that describe the
steps to be taken and assign responsibility for taking those steps, in order to perform the
following actions as appropriate to your facility:

o Directly notifying the direct consignees of the food recalled, including how to return or

dispose of the affected food,

¢ Notifying the public, as appropriate, about any hazards presented by the food,

e Conducting effectiveness checks to verify that the recall is carried out,

o Appropriately disposing of recalled food through, for example, reprocessing, reworking,
diverting to a use that does not present a safety concern, or destroying the food.
Additional reference resources regarding recalls and recall plans can be found in Appendix A of

this User Guide.

The questions in this tab will guide you through development of a recall plan specific to your
facility (Figure 72).

Facility Information I Preliminary Steps | GMP & Cther Prerequisite ngmmsl Hazard Analysis & Preventive Controls Detenﬂinatianl Process Preventive Controls I Food Allergen Preventive Cortrols I Sanitation Preventive Controls

B 1. External Notification:

1. Edemal Motificati s " " n . h
= Da bthmceduresihzn must be utiized to directly ot 1a. | Describe the procedures that must be utilized to directly notify the direct consignees of the food being
H 1b. Descibe the procedures that must be wtiized to oty the pL recalled, including how to return or dispose of the affected food: and who will be responsible for this

2. Hffectiveness Checks
: 2a. Describe the procedures and documentation that must be uti
[ 3. Disposition of Recalled Product Commerts:

: 3a. Describe the steps that must be taken to appropriately dispos| o

notification.

Figure 74: Recall Plan
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14 Reanalysis of Food Safety Plan

Verifying that the food safety plan is still applicable and relevant is the focus of reanalysis. 21
CFR 117.170 requires a Preventive Controls Qualified Individual (PCQI) to perform or oversee
the reanalysis and also describes specific circumstances under which reanalysis of the food
safety plan must be performed. In general, reanalysis of the food safety plan as a whole must
occur at least once every 3 years. Additionally, reanalysis of the food safety plan as a whole, or
a specific applicable portion of the plan, must be conducted whenever a significant change in
the activities conducted at the facility creates a reasonable potential for a new hazard or creates
a significant increase in a previously identified hazard; whenever you become aware of new
information about potential hazards associated with the food; whenever appropriate after an
unanticipated food safety problem; whenever you find that a preventive control, combination of
controls, or the food safety plan as a whole is ineffective; and when FDA determines it is
necessary to respond to new hazards and developments in scientific understanding.

To answer the first question in this tab, select the date on which the reanalysis is being
conducted and identify the reason(s) for the reanalysis. The reason(s) identified for prompting
the reanalysis process determines the specific questions that the FSPB tool generates after
“Add Date” has been selected.

After indicating the date and the reason(s) for the reanalysis (Figure 73), click “Add Date”. If the
indicated date of the reanalysis is before today’s date, a dialog box will appear and ask for an
explanation as to why this information was not recorded at the time of the reanalysis (Figure74).
The FSPB tool does not permit the addition of more than one reanalysis with the same date. An
error pop-up box will appear indicating that you have already entered this reanalysis date
(Figure 75).
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Facilty Infomation | Preiminary Steps | GMP & Cther Prerequiste Programs | Hazard Analysis & Preventive Controls D | Process Prevertive Contros | Food Alergen Preventive: Controls | Santation Preventive Cortrols | Supply-Chiin Prevertive. Cantrols | Recall Pian | Reanaiysis of Food S
by Changes Requiring a Reanalysis:
24 Changss Recuiting = Reanalysis
T Whet s the reasens)for the reanclyss? Flease: check ol applicable rasons [ 1. [ hatis the reason(s) for the reanalysis? Please check all applicable reasons
Select Date:

[T b. Significant changeds) in the adivities conducted at the facility
[ . New information about potential hazards

[] d. Unanticipated food safety problem oceumed

(7] e. Preventive control(s) is/are ineffective

Comments:
Please provide brief

Fiday
3. Regular reanalysis every 3years

Jne 3.2017 @~

if the selected date is prior to the current date

Figure 75: Reanalysis Tab

[ Facilty Infomation | Preiminary Steps | GMF & Other Frerequiste Programs | Hazand Analysis & Preventive Cortrols D
E]

=-{=) Changes Requiring a Reanalysis

Changes Requiring & Reanalysis:

=5 1. What is the reason(s) for the reanalysis? Please check all applicable reasons

[ 1. [ whatis the reason(s) for the reanalysis? Please check all applicable reasons.

| Procsss Prevertive Controls | Food Allergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Controls | Recall Plan | Reanalysis of Food Saf

Select Date:

Regular reanalysis every 3 years.

[ b. Signficant change(s) in the activities conducted at the facility
[] ¢. New information abovt potential hazards

7] d. Unanticipated food saety problem occumed

[ =. Preventive cortrolis) is/are ineffective

Comments:

Please provide brief commenis if the selected date is prior to the current date.

Thusdey . June 22,2007 B

This Reanalysis occurred prior to 06/23/17. Please provide a brief explanation in
the comments box of why this Reanalysis was not added to the Food Safety Plan
at the time it was completed and then click the 'Add Dete’ button.

Figure 76: Selecting a past date

[ Faciity Information | Preliminary Steps | GMP & Other Prerequiste Programs | Hazard Analysis & Preventive Controls D
E

() Changes Requiring a Reanalysis

=5 1. What s the reasonis)for the reanalysis? Please check all applicable reasors
20 0672317

Changes Requiring a Reanalysis:

| Process Preventive Controls | Food Allergen Preventive Controls | Santation Preventive Controls | Supply-Chiain Preventive Controls | Recal Plan | Reanalysis of Food Safe|

2a. Were there any significant changes to the food safety plan in the past 3years? Flease desc|

[ 1. | whatis the reason(s) for the reanalysis? Please check all applicable reasons.

Select Date

Comments:

3. Regular reanalysis every 3 years

b. Significant changefs) n the activiies conducted at the faciity
[] ¢. New information about potential hazards

[] d. Unanticipated food safety problem occumed

[] e. Prevertive controlis) is/are ineffective

Please provide brief commenis if the selecled dale is prior lo the current date.

Friday Jne 23,2017 @~

Error

|

Date Already Exists! Please Try Again with Different Date

Figure 77: Selecting the same date
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Note that once you have clicked “Add Date”, you cannot edit or delete this entry nor enter or edit
information in the “Comments” box; therefore, you should carefully review the information you
have entered before clicking “Add Date”.

After clicking “Add Date”, the tool will generate specific questions based on your response to
question 1, which will guide you through documenting the reason(s) for reanalysis and the
effect(s) on the food safety plan.
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15 Food Safety Plan

The responses entered within each* of the tabs in the Food Safety Plan Builder are
automatically compiled into a single document, which then serves as your facility's food safety

plan.

The Food Safety Plan tab will display a printable, read-only version of the food safety plan

which can only be exported to a PDF file.

Additional reference resources regarding food safety plans can be found in Appendix A of this

User

Guide.

The Food Safety Plan tab has its own unique toolbar (Figure 76), with the following functions
available to the user:

Navigation left and right arrows: move forward and backward through the report pages
Print: generate a paper copy of your food safety plan
Print Layout: displays the report in a Read Only version of the food safety plan

Page Setup: customizable options (such as margins and page orientation) for how the
report is to be printed

Save/Export: options for saving as a PDF file
Zoom: increase or decrease the size of the report being viewed

(*does not include information in the Recordkeeping, Important Contacts, and Supporting
Documents tab or the document checklists in the Supply-Chain Preventive Controls tab, unless
you have chosen to include the information from these tabs)
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| Facility Information I Preliminary Steps I GMP & Other Prerequisite F'roglamsl Hazard Analysis & Preventive Controls Detemmination | Process Preventive Controls

4 41 of3 b M |&uEaE-| wx - Find | Mext
For Internal Use Only
FOOD SAFETY PLAN

Company Name
123
City Name, 11111 USA

Facility Identification #s: FDA Food Facility Registration Number: 22222
Facility Description:
Employee Description:

Product Description:

FOOD SAFETY TEAM

Primary Contact(s) Preventive Controls Mame Title Phone

Qualified Individual

PRELIMINARY STEPS

GMP & PREREQUISITE PROGRAMS

Section Measure Yes | Not Applicable Comment
Current Good
Manufacturing
Practices
Figure 78: Food Safety Plan
Note:

e After accessing the Food Safety Plan tab, first click on the screen to begin scrolling
through the pages of the report.
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16 Signature

The Signature tab (Figure 77) allows the food safety plan to be signed by the owner, operator,
or agent in charge of the facility, as required by the CGMP and PC rule. The food safety plan
can be signed electronically or manually.

Food Allergen Preventive Controls I Sanitation Preventive Controls I Supply-Chain Prevertive Controls | Recall Plan I Reanalysis of Food Safety Plan | Food Safety Plan | Signature | Recordkeeping Procedures

Signature
The owner, operator, or agent in charge of a facility must sign and date the Food Safety Plan

To sign the Food Safety Plan, please check etherthe "Blectronic Signature™ option orthe "Manual Signature™ option
and proceed with the subsequent instructions.

|| Blectronic Signature

1. Select the Electronic Signature Checkbox.

2. Select the Acknowledgement Checkbaon.

3. Erterthe Reviewer Name, Title, and Comments (if any) and click “Reviewed™ button.
to automatically populate the Reviewer “Signature™ and current “Date/Time™.

4. Navigate to the Food Safety Plan tab and scroll to bottom of the last page.

Reviewer “Signature™ and “Date/Time™ should be automatically generated.

5. Print the Food Safety Flan

[T] Manual Signature
1. Select the Manual Signature Checkbox.
2. Select the Acknowledgement Checkbox.
3. Enter "Name™ and “Title” of the individual who will manually sign the Food Safety Plan
4. Navigate to the Food Safety Plan tab and scroll to bottom of the last page.
“Signature and Date” section on the Food Safety Plan tab should be displayed.
5. Print and Sign the Food Safety Plan.

Acknowledgement: have reviewed and accepted this Food Safety Plan

Reviewer Information

S Title:
Comments: e
Signature: Date,/Time:

Figure 79: Signature Tab

To begin the signature process, select either “Electronic” or “Manual’.

16.1 Electronic Signhature
To implement an electronic signature:
e Select the checkbox for "Electronic Signature"
e Select the "Acknowledgment" checkbox
¢ Enter the “Reviewer Name”, “Title”, and “Comments” (if any)
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¢ Check the "Reviewed" checkbox to automatically populate the "Reviewer Signhature",
"Date" and "Time" fields (Figure 78)
e Navigate to the Food Safety Plan tab, scroll to the bottom of the last page of the plan,

and verify that "Signature”, "Date", and "Time" have automatically populated as shown in
Figure 79.

Food Allergen Preventive Controls I Sanitation Preventive Cortrols I Supply-Chain Preventive Controls I Recall Flan I Reanalysis of Food Safety Plan | Food Safety Plan | Signature | Recordkeeping Procedures
Signature

The owner, operator, or agent in charge of a facility must sign and date the Food Safety Plan.

To sign the Food Safety Plan, please check eitherthe “Hlectronic Signature™ option orthe “Manual Signature™ option

and proceed with the subsequent instructions.

Electronic Signature

1. Select the Electronic Signature Checkbox.

2. Select the Acknowledgement Checkbou.

3. Enterthe Reviewer Name, Title, and Comments (f any) and click "Reviewed™ button.
to automatically populate the Reviewer “Signature™ and cument “Diate/Time™.

4. Navigate to the Food Safety Plan tab and scroll to bottom of the last page.

Reviewer “Signature”™ and “Date/Time" should be automatically generated

5. Print the Food Safety Plan.

1. Select the Manual Signature Checlbox
2. Select the Acknowledgement Checkbox.
3. Enter "Name™ and “Title™ of the individual who will manually sign the Food Safety Plan
4. Navigate to the Food Safety Plan tab and scroll to bottom of the last page.
“Signature and Date” section on the Food Safety Plan tab should be displayed
5. Print and Sign the Food Safety Plan
Acknowledgement: | have reviewed and accepted this Food Safety Plan.
Reviewer Information:

Name: Employee Name Tille:  Analyst

Commerts:

Signature: Employee Name Date/Time: [i 017 4:30:38 PM|

Figure 80: Electronic Signature
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| Food Allergen Preventive Controls | Sanitation Prevertive Controls | Supply-Chain Prevertive Controls | Recall Plan | Reanalysis of Food Safety Plan | Food Safety Plan |

M 4 3 of3 ) b |duE M= | 100% - Find | Next
Recalled Product

3a. Describe the steps that must be taken to
appropriately dispose of recalled product and
the records that will be maintained; and who
will be responsible for this activity.

REANALYSIS OF FOOD SAFETY PLAN

Section Measure Comment
Changes Requiring a
Reanalysis
1. What is the reason(s)
for the reanalysis? Please
check all applicable
reasons.
SIGNATURE AND DATE
Comments:

Reviewer Information:

Name: Employee Name Title: Analyst

Signature: Employee Name Date/Time: 6/23/2017 4:32:32 PM

Figure 81: Reviewer Information

16.2 Updating an Electronically Signed Food Safety Plan

Any attempt to modify/update a signed food safety plan will initiate a confirmation message to
confirm whether you will continue editing the file, or create a copy of the existing food safety
plan (Figure 80).
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This Food Safety Plan was reviewed and accepted as accurate by
Jennifer on 11/12/2016 3:57:18 PM. Editing and saving your changes
will delete this acceptance and require Jennifer to review and accept
the updated Food Safety Plan.

Do you wish to "Create a Copy™ or Continue Editing™ of this Food
Safety Plan?

Cantinue Editing ] I Create a Copy

|

Figure 82: Modify Food Safety Plan Confirmation Message

To continue editing the food safety plan:

e Select "Continue Editing" to delete the Electronic Signature and continue modifying the
food safety plan. Keep in mind that when “Continue Editing” is selected, the original
content will be lost upon modification. Additionally, the current food safety plan will need
to be reviewed and signed again.

e Select "Create a Copy" to archive the current food safety plan.

The archived food safety plan will retain the previous information and signature. A "File Save
As" dialog window will be displayed where you can enter a new name for the new food safety
plan file. All of the information from the archived food safety plan will be retained in the new
food safety plan. However, because this is a new food safety plan, the signature will be
removed and the owner, operator, or agent in charge of the facility must sign the newly revised
food safety plan.

16.3 Manual Signature

To implement a Manual Signature:
Select the "Manual Signature" checkbox
Select the "Acknowledgement" checkbox (Figure 81)

Navigate to the Food Safety Plan tab and scroll to the bottom of the last page;
"Signature" and "Date/Time" fields are displayed (Figure 82)

Print the food safety plan and retain this hard copy of the signed plan
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Facilty Information I Preliminary Steps I GMP & Cther Prerequisite ngmmsl Hazard Analysis & Prevertive Controls Detemﬂlnat\onl Process Preventive Controls I Food Allergen Preventive Cortrols | Sanitation Preventive Controls

Signature

The owner, operator, or agent in charge of a facility must sign and date the Food Safety Plan

To sign the Food Safety Plan, please check either the "Hlectronic Signature™ option or the "Manual Signature™ option
and proceed with the subsegquent instructions

1. Select the Electronic Signature Checkbox.

2. Select the Acknowledgement Checkbaoz.

3. Erterthe Reviewer Name, Title, and Comments {f any) and click "Reviewed™ button.
to automatically populate the Reviewer “Signature™ and curent “Date/Time ™.

4. Navigate to the Food Safety Plan tab and scroll to bottom of the last page:

Reviewer “Signature™ and “Date/Time™ should be automatically generated.

5. Print the Food Safety Plan.

Manual Signature

1. Select the Manual Signature Checkbox.

2. Select the Acknowledgement Checkbooe

3. Enter "Name™ and “Title™ of the individual who will manually sign the Food Safety Plan.
4. Navigate to the Food Safety Plan tab and scroll to bottom of the last page.

“Signature and Date” section on the Food Safety Plan tab should be displayed

5. Print and Sign the Food Safety Plan.

Acknowledgement: | have reviewed and accepted this Food Safety Plan.
Revigwer Information

Name Employee Name Tile: Owner

Any comments here|

Comments

Signature Date/Time:

Figure 83: Manual Signature

Facitty Infomation | Preiiminary Steps | GMP & Other Prerequiste Programs | Hazard Analysis & Preventive Controls Detemination | Process Preventive Cantrols | Food Alergen Preventive Controls | Santation Prevertive Controks | Supply-Chain Preventive Controls | Recal Plan | Reanalysis of Faod Safety Plan | Food Safety Plan

4 4 14 ofs i B H- | 0% - Find | Next

1. External Notification

1a. Describe the procedures that must be
utilized to directly notify the direct consignees
of the food being recalled, including how to
return or dispose of the affected food; and who
will be responsible for this notification.

1b. Describe the procedures that must be:
utilized to notify the public about any hazard
presented by the food when determined to be
appropriate to protect public health; and who
will be responsible for this notification.

2. Effectiveness Checks

2a. Describe the procedures and documentation
that must be utilized to conduct effectiveness
checks to verify that a recall is carried out; and
who will be responsible for this activity.

3. Disposition of
Recalled Product

3a. Describe the steps that must be taken to
appropriately dispose of recalled product and
the records that will be maintained; and who
will be responsible for this activity.

REANALYSIS OF FOOD SAFETY PLAN

Section Measure ‘Comment

Changes Requiring a
Reanalysis

1. What is the reason(s)
for the reanalysis? Please
check all applicable
reasons.

SIGNATURE AND DATE

Comments:  Any comments here

Reviewer Information:
Name: Employee Name Title: Owner

Signature: Date/Time:

Figure 84: Food Safety Plan Manual Signature Fields
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17 Recordkeeping Procedures

The Recordkeeping Procedures tab (Figure 83) serves as a checklist to determine if all records
required by the CGMP & PC Rule have been developed and all mandatory recordkeeping
procedures have been followed. The CGMP & PC rule does not require use or inclusion of such
a checklist in the food safety plan. As such, information in this tab will not be automatically
exported to the Food Safety Plan tab; to include it in the Food Safety Plan, select “Include
Recordkeeping Information in Plan” in the “Tools” menu.

The Recordkeeping Procedures section follows this structure:
¢ Food safety plan-related questions
¢ Requirements applicable to implementation records
e Record retention
e Written assurances
e Employee training records
e Record review

File Edit View Tools Help

DEHS | §a|e

Process Preventive Controls I Food Allergen Preventive Controls I Sanitation Prevertive Cartrols I Supply-Chain Preventive Contraols I Recal Plan I Reanalysis of Food Safety Plan I Food Safety Plan I Signature

= Records Requirements Checklist: 1. Food Safety Plan

E| Records Requirements Checklist - - .
%‘D q Fn:{:anfewPIan | la. | Is the most recent Food Safety Plan written and available for review?

[ =" 1a. |s the most recent Food Safety Plan wiitten and 4

1b. Has the owner, operator, or agent in charge of th
1c. Indicate where the Food Safety Plan is kept in thy
1d. The FSP includes the written hazard analysis. Comments:
1e. The Food Safety Plan includes the written prever! -
. The Food Safety Plan includes the written supply-
1g. The Food Safety Plan includes the written recall |
1h. The Food Safety Plan includes the written procet
i Ti. The Food Safety Plan includes the written comecti
1j. The Food Safety Plan includes the written verfica
==y 2. Requirements applicable to Implementation records —
2a. The facility maintains records of the basis for not |
- 3. Record retention
3a. The facility has all records that have been create
i 3b.The facility has maintained records that documen|
=) 4. Wiitten assurances
4a. Written assurances contain the following element
iee b, Written assurances required under 117.136(@){2-
=7y 5. Employee Training Records
i..  Ba.Records of required employee training activities ¢
B 6. Record Review
Ba. The records documenting review of monitoring re|
iwe Bb.When review of records of monitoring and comec|

Select Date: Monday , Jume 12,2017 =

Figure 85: Recordkeeping Procedures Tab
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The questions in this tab can be answered by selecting “Yes”, “No”, or in some cases, “Not
Applicable” (Figure 84), and by adding any other relevant information into the “Comments” text
field, if necessary. Additionally, the name(s) of other records and/or document(s) relevant to the
food safety plan can be entered in the “Comments” text field, and the document files can be
uploaded in the Supporting Documents tab. See Chapter 19 for information on how to link
documents to the FSPB file.

Process Preventive Controls | Food Alergen Prevertive Controls | Saritation Preventive Controls | Supply-Chain Prevertive Controls | Recall Plan | Reanalysis of Food Safety Plan | Food Safety Plan | Signature | Recordkeeping Procedures | important Contacts | Supporting Dl ¢ | *

= Records Requirements Checklist: 1. Food Safety Plan
5 Records Requirments Checklist
=]

1. Food Safety Plan 1b. Has the owner. operator. or agentin charge of the facility signed the food safety plan? Supplementary Information:
v 1a.Isthe most recent Food Safety Plan written and ¢
R g b Hes the owner. operator. or agent in charge of th IS KV E Mo 21CFR 117.310 requires that the owner. operator. or
Te. Indcate where the Food Safely Planiskeptinthl agentin charge of the facility must sign the food
1d. The FSP includes the written hazand analysis. safety plan upon initial completion. and after any
Te. The Food Safsty Plan includes the written prever, " modification to the plan.

1F. The Food Safety Plan includes the witten supply-
1g. The Food Safety Flan includes the writen recal
1h. The Food Safety Flan includes the writen proceq
1. The Foad Safety Plan includes the wrtten comecti
1j. The Food Safety Flan inoludes the writen verfica|
- 2 Requirements applicatle to Implementation records
22. The facilty maintains records of the basis for not |
£+ 3. Record retention

3a. The facilty hes all records that have been create

3. The faciity has maintained records that documen|
4. Wirten assurances

45, Wirtten assurances contain the following elemert,

4p. Writien assurances required nder 117.136(@)(2+
5. Employee Training Records

5a. Records of required employee training activies 4
6. Record Review

6a. The records documenting review of monitoring re

Bb. When review of recards of monitoring and correc

Figure 86: Questions 1b through 6b
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18 Important Contacts

The CGMP & PC rule does not require a list of Important Contacts as part of your food safety
plan; however, it may be useful to organize important contact information in this tab (Figure 85).
For example, in the event of a product recall or other situations where swift and immediate
action is required, it would be helpful to have the contact information of all relevant persons
organized and readily accessible. Although the information in this tab does not automatically
appear in the food safety plan, you may include it by selecting “Include Important Contacts in
Plan” under the “Tools” menu. Please note that addition or removal of a supplier contact in this
tab does not add or remove that supplier contact in the Supply-Chain Preventive Controls tab.

Food Allergen Preventive Controls | Sanitation Preventive Conirols | Supply-Chain Preventive Conirols | Recall Pian | Reanalysis of Food Safety Pian | Food Safety Plan | Signature | R ing Procedures | Important Contacts | Supporting Documents [l

Impertart Fhone List: * Select Grid Ino to Edit any Column Suppler Contacts,

Resource Fhone Company Name Fhone Number(s) Cortact Personls)
Local Public Health Department
State Diepartment of Agriculturs
State Department of Health

Use this link
[http-//ocarw fda portaProblem/ConsumerComplaintC him]to
find the FOA consumer complaint coordinator in your area

FDA Non-Emergency Phone #

Customer Cantacts:

FDA 24 Hour Emergency Phone # | 1-866-300-4374 or 301-796-8240

Company Name: Phone Number(s) Cortact Person(s)

Use this link http://www fda gov/ICECI/Inspections/I0M/ucm 124008 Htm] to find an FDA
FDA District Office District Office in your area

Contractor Contacts:

Company Name:

Phone Number(s) Contact Personis)

Facilty/Company Cortacts: Other Contacts:

Name Phane Title

Company Name Phone Numberls) Contact Persanls)

Figure 87: Important Contacts tab
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19 Supporting Documents

The Supporting Documents tab allows you to add direct links to documents and URLSs to online
resources that support the food safety plan. There are no restrictions on the supporting
document file types that can be added (Figure 86). To open and view a document or URL,
double-click the file name. To view a supporting document, the application used to create the
document must be installed on your computer. If it is not installed on the computer, the file will
not open and a dialog pop-up box will appear, stating that the application needed to open the
file is missing and must be installed in order to view the file.

*Note: The description entered is used as the title of a cover page for the document when
printed. Supporting documents are printed using the software tool that created the document.
For example, when printing a Microsoft Word document, the FSPB tool calls on Microsoft Word
to print the document. If Word is not installed, the print will fail.

The files that are added to this tab are saved under a new folder the tool creates. This newly
generated folder has the same naming convention as the food safety plan file: "[Food Safety
Plan File Name]"\Documents (Figure 87).

EEESEETRES R e e
File Edit View Tools Help
DEFHS| s Rle
Food Allergen Preventive Controls | Sanitation Preventive Cortrols | Supply-Chain Preventive Controls | Recall Plan | Reanalysis of Food Safety Plan | Food Safety Plan [ Signature | Recordkeeping Procedures | Important Contacts | Supporting Documerts (]

Please Mo

=
1) Your suppofiing documents wil be saved under a newy created foder “[Food Safety Plan Fie Name] Documerts.
Supporting Documents &) (] 2)When shating this focd sefety pian please make sure to include the il(s)located i this foder : “[Food Safety Plan Fils Name["\Documents.
3)In ordorto viow o prnt ay i, the associated appiication must be indtalled on your compuier.

File Description {Add description here)

Figure 88: Example of Food Safety file named ‘Test’
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@Ij,pmu v 45 Il s

Organize « = Open Include in library « Share with « Burn New folder

oy

Name Date modified Type Size

{ Tk Favorites

Ml Desktop | . Documents 6/23/2017 3:34 PM  File folder

4 Downloads
“El Recent Places

Figure 89: Creation of ‘Documents’ folder under the ‘Food Safety Plan File Name’

If users try to access a supporting document from the FSPB file and the corresponding software
to open/view this supporting document is not installed on the user’s desktop, then the following

screen will be displayed.

B/TFood Safety Plan = =S
file Edit View Tools Help

IDEHS| @9 |
Food Allergen Prevertive Controls | Sanitation Preventive Cantrols | Supply-Chain Preventive Controls | Recall Plan | Reanalysis of Foad Safety Plan | Food Safety Plan | Signature | R Procedures | Impartant Contacts | Suppotting Documerts [l

Please Note:
1) Your supporting documents will be sa

Supporting Documerts. (@) 2)When sharing this food safety

3)In orderto view or prnt any fie,

Choose the program you want to use to apen ths fie:
i 9

Fle:  abcpmp

Adobe Acrobat W
| Adabe Systoms Incorporated | s} Food Defense Pian Builder

/23 Internet Explorer Microsoft Excel
Microsoft Corporation S| Microsoft Corporation

Microsoft Office 2010 Microsoft Word
Microsoft Corporation +{ Microsoft Corporation

Notepad a7, Paint
) Microsoft Corporation C8# Micosoft Corporation

Windows Media Player ri Windows Photo Viewer
Microsoft Corporation B icrosoft Corporation

- e
Type a description that you want to use for this kind of file:

[¥] Always use the selected program to open this kind of file

Figure 90: Accesing a file for which software is not installed on the machine

When sharing the food safety plan, be sure to include the folder: "[Food Safety Plan File
Name]"\Documents. It is recommended to send the file and folder as a zip file. If the folder in its
entirety is not included, the added supporting documents will not be accessible to the recipient.
In addition, if an already linked file is moved or deleted from the folder, it will no longer be
accessible via the food safety plan. In order to access the file, copy the missing file into the
documents folder: "[Food Safety Plan File Name]"\Documents, or, delete the link in the
Supporting Documents tab and then add the file from its new location.

To print the Supporting Documents information (Figure 89), select “File”, “Export”, and
“Supporting Documents”; this will print the list of all files added to the tab. Alternatively, select
“File”, “Print”, and “Supporting Documents”.
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File | Edit View Teools Help

O New CeN | | @
: ﬁ Open  Ctrl+O I Hazard Analysis & Preventive Controls Determination | Process Preventive Controls |
Close Fleaze MNote:
1) Your supporting documents will be saved under a newly created folder “[Fc
Q Save Ctrl+5 I 2) When sharing this food safety plan please make sure to include the file(s) I
3) In order to view or print any file, the associated application must be installe:
Save Az
| Export S | Facility Information
4 Print  Ctrl+P Preliminary Steps
Print Preview GMP and Prerequisite Program
Print All... Hazard Analysis and Preventive Controls Determination
] Process Preventive Controls
Recent Files k
Food Allergen Preventive Controls
Bt Sanitation Preventive Controls

Supply-Chain Preventive Controls

Recall Plan

Recordkeeping Procedures
Reanalysis of Food Safety Plan
Important Contacts

Supporting Documents
Food Safety Plan

Figure 91: Printing the Supporting Documents list

If this is a new food safety plan and the .fsp file has not been saved, the FSPB tool will prompt
you to save the plan before adding supporting documents. Once the plan is saved, add
supporting documents by:

e Selecting the add icon and choosing the desired files to link to the food safety plan

e Selecting the globe icon to add a web link (URL); when adding a URL, the FSPB
application prompts users for a valid URL. Examples of valid URLs include:
http://www.fda.gov/foodsafety
ftp://mywebsite.com/document. pdf

To provide a description of the document and/or URL that was entered, select the adjacent
“Description” text field and enter the appropriate information.

To delete a file or web link/URL, select the delete icon.
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Chapter

20 Reports
FSPB has reports that can be generated in addition to the overall Food Safety Plan:

¢ Food Safety Plan —Compiles all responses from all* of the sections within the tool into
one document (*does not include information in the Recordkeeping, Important Contacts,
and Supporting Documents tab or the document checklists in the Supply-Chain
Preventive Controls tab, unless you have chosen to include the information from these
tabs)
o Facility Information
o Preliminary Steps
e GMP and Prerequisite Program
e Hazard Analysis and Preventive Controls Determination
e Process Preventive Controls
e Food Allergen Preventive Controls
e Sanitation Preventive Controls
e Supply-Chain Preventive Controls
o Supplier Summary Report - Organizes supply-chain program information by
suppliers: you can view all of the ingredients provided by each supplier
o Ingredients Summary Report - Organizes supply-chain program information by
ingredient: users can view all suppliers of the same ingredient
o Supply-Chain Summary Report - Summarizes the supply-chain program
information
o Supply-Chain Document Checklist Report - Summarizes the
suppliers/ingredients records checklist
e Recall Plan
e Recordkeeping Procedures - Checklist of required records and actions associated with
records
e Reanalysis of Food Safety Plan
e Important Contacts
e Supporting Documents
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Reports can be generated at any time within FSPB. To export a report (Figure 90), select "File",
“Export”, and then select the desired report from the menu.

File | Edit View Tools Help

J  Mew Ctrl+NM @
1 Open Ctrl+0 = - - —_— -
= P Steps | GMP & Cther Prerequisite Programs | Hazard Analysis & Preventive Controls Determination | Process Preventive Controls | Food Alle
Close
uct, Distribution, Intended Use and Consumers of the Food
[ Save  Ctrl+S duct Name
Save As rocess Steps
duct /Pmeess Name and Stens From Fach Flow Diaoam
| Export 4 | Facility Information
=4 Print  Ctrl+P Preliminary Steps
Print Preview GMP and Prerequisite Program
Print All... Hazard Analysis and Preventive Controls Determination
) Process Preventive Controls

Recent Files +
Food Allergen Preventive Controls

Exit Sanitation Preventive Controls
Supply-Chain Preventive Contrels 3 Supplier Summary Report
Recall Plan Ingredients Summary Report
Recordkeeping Procedures Supply-Chain Summary Report
Reanalysis of Food Safety Plan Supply-Chain Document Checklist Report

Important Contacts
Supperting Documents
Food Safety Plan

Figure 92: Export a report

20.1 Report Viewer
The reports are displayed within an embedded viewer which has a built-in toolbar along the top
of the viewer window (Figure 91). The functionality includes, from left to right:
¢ Navigation — Arrow icons to proceed forward or backward through the report pages.
Arrow icons with a vertical line will display the first or last page, respectively.
e Printer — Prints the report
e Page Preview — Displays the report as it will appear when printed (Figure 87).
e Page Setup — Customizable options (such as margins and page orientation) for how
the report is to be printed
e Save/Export — Options for selecting a format and method for saving and exporting the
report
e Scaling — Increase or decrease the scale of the report
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£ Supply-Chain Preventive Contmls—|

W]« 1 of 1 b M |deu 3 A3 W~ | 100% - Find | Mext

For Internal Use Only

Suppliers Summary Report

Figure 93: Reports Viewer
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APPENDIX A: RESOURCES AND ASSOCIATED WEB LINKS

FSMA Final Rule for Preventive Controls for Human Food

Current Good Manufacturing Practices (CGMPSs)

FDA Food Safety Modernization Act (FSMA)

Reqistration under the FSMA

Guidance

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

FDA Issues Revised Draft Guidance for Control of Listeria monocytogenes in Ready-To-
Eat Foods

Industry Guidance for Recalls

Model Recall Press Announcements.

Draft Guidance for Industry: Describing a Hazard That Needs Control in Documents
Accompanying the Food, as Required by Four Rules Implementing FSMA

Foodborne Incident Information

Foodborne lliness & Contaminants

Foodborne llinesses: What You Need to Know

Compliance & Enforcement

Recalls, Outbreaks & Emergencies

Import Alerts

Outbreaks: Investigation, Response & Evaluation

Reportable Food Reqistry for Industry
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http://www.fda.gov/Food/ComplianceEnforcement/default.htm
http://www.fda.gov/Food/RecallsOutbreaksEmergencies/default.htm
http://www.fda.gov/ForIndustry/ImportProgram/ActionsEnforcement/ImportAlerts/default.htm
http://www.fda.gov/Food/RecallsOutbreaksEmergencies/Outbreaks/default.htm
https://www.fda.gov/food/complianceenforcement/rfr/default.htm
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Training

FSMA Training

Food Safety Preventive Controls Alliance

APPENDIX B: KEY TERMS

The following table provides definitions and explanations for terms and acronyms relevant to the
content presented within this document.

Term Definition
FDA Food and Drug Administration
FSPB Food Safety Plan Builder
CFR Code of Federal Regulations
FSMA Food Safety Modernization Act
PCQI Preventive Controls Qualified Individual
CGMP Current Good Manufacturing Practices
GMP Good Manufacturing Practices
PC Preventive Controls
SOP Standard Operating Procedure
FD&C Act Food, Drug, and Cosmetic Act
RTE Ready-To-Eat
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