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Session Overview

Purpose: 

• To review the FSMA requirements for preventive controls. 

• To thoroughly understand the PCP capabilities of the Risk Module.

• To build an example PCP plan in the SF360 software 

Session Leader:

• George Howlett, CEO, Safefood 360

Timing:   

• 105 Minutes

Agenda:   

• Some Interesting Fact about FSMA and PCP’s

• Useful Supporting Information

• What is a Preventive Controls Plan (PCP) 

• Three Building Blocks of a PCP Plan 

• Risk Assessment Model

• Decision Tree Model

• Complete a PCP Plan

• Practical Exercises
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Some Interesting Facts about Preventive Controls
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Useful Supporting Information
Safefood 360 reference sources of information for building PCP Plans Safefood 360.

Type Name Location

Blog The difference between HACCP and HARPC. A case of 
the Emperor’s New Clothes?

http://safefood360.com/2016/05/the-difference-between-haccp-
and-harpc/

Web Site FSMA Final Rule for Preventive Controls for Human Food https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm334115.
htm

Web Site FSMA Final Rule for Preventive Controls for Animal Food https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm366510.
htm

Website FSMA Final Rule on Sanitary Transportation of Human 
and Animal Food

https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm383763.
htm

Fact Sheet FSMA Compliance Dates http://www.gmaonline.org/file-
manager/FSMA%20Compliance%20Dates(5).pdf
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Deadlines

General Compliance Period

//upload.wikimedia.org/wikipedia/commons/b/be/US-GreatSeal-Obverse.svg
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Objectives of Today’s Session

FSMA Preventive 
Controls Requirements

Safefood 360 Food 
Safety Plan Solution

Practical Exercises

//upload.wikimedia.org/wikipedia/commons/b/be/US-GreatSeal-Obverse.svg


FSMA and PCP Plans - FSMA Final Rule for Preventive Controls for Human Food
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What does FSMA want in regard to PCP Plans?



Changing Food Safety Management Framework
FSMA has changed the framework for food safety management by exceeding the requirements previously set down 
by GFSI standards. .
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What is a PCP Plan? 
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A Preventive Control Plan (PCP) is a risk assessment and management system legally required under FSMA 



What is a PCP Plan? 
PCP Plans require full planning for controls beyond the traditional CCP.
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What are Preventive Control?  

Critical Control Points (CCP’s)

• Thermal Processing

• Freezing

• Chemical Preservation

• Other Lethal Processes

Operational Pre-requisites (oPRP’s) 

• Metal Detection 

• Detection and Scanning 

• Filtering and Sieving

• Chilling / Refrigeration

General Pre-requisites (oPRP’s) 

• Cleaning & Sanitizing 

• Plant and Equipment

• Employee Facilities

• Calibration

• Maintenance

• Personal Hygiene 

• Contamination Controls

FSMA Specific Preventive Controls

The following a specifically required under FSMA Rules

• Supply Chain Control 

• Training 

• Product Recall System

• Process Controls - heat processing, acidifying, irradiating, 

and refrigerating foods

• Food Allergen Control 

• Labelling

• Sanitation Controls 



The Role of Risk Mitigation from Preventive Controls
Application of Preventive Controls is designed to reduce the likelihood of a hazard creating an adverse health impact. Preventive Controls only impact on 
the Probability and NOT the Severity
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Difference between HACCP and PCP Plans
The graph depicts the key difference between HACCP and PCP plans and the role of risk mitigation.
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So What Do You Need To Do? 

Identify 
Hazards

Risk Assess 
Hazards 

Identify 
Preventive 

Controls

Apply 
Controls

Monitor 
CAPA 
Verify

PCP PLAN



Food Safety Plan Module
PCP Plans developed and managed in the Risk centre under the Food Safety Plans module. 

PCP Plans
Used to access / view / edit / copy 
/ delete existing PCP plans

Add Model
Used to access the options for 
creating a new model.

Add Model > Risk Assessment 
Model
Used to create a new risk 
assessment model.

Add Food Safety Plan
Used to create a new PCP plan. 
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Add Model > Decision Tree 
Model
Used to create a decision tree 
model.



Three Building Blocks of a Preventive Control Plan (PCP)
The three building blocks of a PCP plan include RA Model, Decision Tree Model and PCP Plan.
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Risk Assessment Models
Risk > Food Safety Plans > Add Model > Risk Assessment Model
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Folder Control
This is useful to create new, 
rename and delete folders

Folder
A good idea to bucket similar 
models into folders so that they 
can be easily found.
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Creating a Risk Assessment Model (Part 1)
Model Details Section - Name and Folder. Details are entered.

Name
The name should be sufficiently 
descriptive, particularly with many 
models.



Add Line
Use to add the required number 
of lines for risk ratings.

Food Safety Description
This describes the rating value so 
that the PCQI can select the 
correct one.
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Creating a Risk Assessment Model (Part 2)
Model Details Section - Probability Rating. The probability rating is built by clicking Add Line. If a 5 x 5 matrix is to be used then you will click until 5 rating 
lines are open.  

Rating
The rating is the value assigned to 
the food safety description. NOTE: 
The ratings are in ascending order 
where 1 = lowest risk while 5 is 
the highest risk in this example.



Add Line
Use to add the required number 
of lines for risk ratings.

Food Safety Description
This describes the rating value so 
that the PCQI can select the 
correct one.
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Creating a Risk Assessment Model (Part 3)
Model Details Section - Severity Rating. The severity rating is built by clicking Add Line. If a 5 x 5 matrix is to be used then you will click until 5 rating lines 
are open.  

Rating
The rating is the value assigned to 
the food safety description. NOTE: 
The ratings are in ascending order 
where 1 = lowest risk while 5 is 
the highest risk in this example.



Description
Provides explanation of the value 
ranges to assist the PCQI. 

From To (Range)
This defines the range of value 
(from / To) which apply to the risk
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Creating a Risk Assessment Model
Risk Rating Details. In this section you define the ranges for risk e.g. High / Medium / Low. 

Risk
Risk is defined as either High, 
Medium or Low. Low is 
considered to be not significant 
while Medium and High are 
considered significant. 



Practical Exercise – Create Risk Assessment Model
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Three Building Blocks of a Preventive Control Plan (PCP)
The three building blocks of a PCP plan include RA Model, Decision Tree Model and PCP Plan.
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Decision Tree Models
Risk > Food Safety Plans > Add Model > Decision Tree Model
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Folder Control
This is useful to create new, 
rename and delete folders

Folder
A good idea to bucket similar 
models into folders so that they 
can be easily found.
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Creating a Decision Tree Model (Part 1)
Model Details Section - Name and Folder. Details are entered.

Name
The name should be sufficiently 
descriptive, particularly with many 
models.



Question
Each question is a closed question with either a yes or no answer or 
decision. Questions seek to determine some aspect or characteristic 
about the hazard e.g. can the food 

No.
This is the 
questions 
number
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Creating a Decision Tree Model (Part 2)
Model Details Section – Decision Tree. In this section you create specific questions and define the Yes and No answer outputs. This may include directing 
the PCQI to the next question, indicating that control is required and no control is required and to STOP the process. 

Yes / No Decision
A yes or no Decision will drive the PCQI to either 
another question of a final decision to have a control or 
no control 

Monitor
Selecting Yes will 
open the control 
planning section 



Practical Exercise – Create Decision Model 
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Three Building Blocks of a Preventive Control Plan (PCP)
The three building blocks of a PCP plan include RA Model, Decision Tree Model and PCP Plan.
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Preventive Control Plans (PCP’s) 
Risk > Food Safety Plans > Add Food Safety Plan
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Practical Exercise – Copy Example PCP Plan
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Steps in Building a PCP plan in Safefood 360
The following details the steps to be following in the Safefood 360 workflow for developing PCP plans
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Steps in Building a PCP plan in Safefood 360
The following details the steps to be following in the Safefood 360 workflow for developing PCP plans



Scope
Define the scope of the PCP plan study. What it covers, where it starts 
and finishes and what is not included. 
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STEP 1 :: Build PCP Plan – Study Details (Part 1)
Study Details Section. General details of the PCP plan including name. 

Notes
Enter any additional or relevant notes supporting the PCP 
plan study.

Product / Process
Define the name of the product or process 
under study for PCP plan development



Risk Assessment Model
Select the Risk Assessment Model you wish to use in the PCP 
plan
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STEP 1 :: Build PCP Plan – Model Details (Part 2)
Model Details Section. Select the required risk assessment and decision tree models which will be used in this PCP plan. Also select those team members
responsible for the approval of the plan

Assign Users to Approve
Select those members of your team who will 
approve the PCP plan

Decision Tree Model
Select the Decision Tree Model you wish to use in the PCP plan



Team Member Name
Select Employees who are involved in the development of the 
PCP plan
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STEP 1 :: Build PCP Plan – Food Safety Team (Part 3)

Food Safety Team. List of food safety team members and their function. External experts details are also captured in this section. 

Expert Assistance
Enter details of any external experts used to 
assist in the development of the PCP plan

Function
Select the function which the employee serves on the PCP 
team



Item
This are the product data items which FSMA require the PCQI to 
define
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STEP 1 :: Build PCP Plan – Product Data (Part 4)

Product Data. FSMA requires the PCQI to define fully the product and process as part of building the PCP plan

Description
Enter the a full description of the product data item 



Governing Legislation
Provide details of the legislation that is governing this PCP plan
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STEP 1 :: Build PCP Plan – Regulatory Information (Part 5)

Regulatory Legislation. In this section you provide clear reference to the legislation governing the PCP plan

Relevant Documents
Attach copies of the legislation for full reference



Practical Exercise – Complete Study Details
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Steps in Building a PCP plan in Safefood 360
The following details the steps to be following in the Safefood 360 workflow for developing PCP plans



Risk
Define the risk for the material. This is usually carried over from the 
material risk assessment conducted in the Supplier Control module
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STEP 2 :: Build PCP Plan – Materials
Materials Section. In this section of the PCP workflow you can select the materials, ingredients, packing etc. which are used to make the product

Notes
Enter any additional or relevant notes supporting the 
material risk

Ingredients / Materials
Select the Materials which are used in the 
process / product

Add Line
Click to add additional materials to the list



Practical Exercise – Add a Material to the List
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Steps in Building a PCP plan in Safefood 360
The following details the steps to be following in the Safefood 360 workflow for developing PCP plans



Preventive Control Plans (PCP’s) with Safefood 360°

STEP 3 :: Build PCP Plan – Flow Diagram
Flow Diagram. In this section of the PCP workflow you draft a process flow diagram

Canvass
Draft your process flow diagram in this area

Title
Enter the title of the process flow 
diagram

Description
Enter a description for the process 
flow

Menus
Charting Menus

Tools
Charting Tools



Practical Exercise – View Process Flow Diagram
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Steps in Building a PCP plan in Safefood 360
The following details the steps to be following in the Safefood 360 workflow for developing PCP plans



Description
Provide a full description of the process step
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STEP 4 :: Build PCP Plan – Process Steps
Process Steps Section. In this section of the PCP workflow you can describe in detail each process step which will be risk assessed. 

Editing
Change the order of steps, add and remove steps

Process Steps
Enter the name of the process step



Practical Exercise – Add a Process Step
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Steps in Building a PCP plan in Safefood 360
The following details the steps to be following in the Safefood 360 workflow for developing PCP plans



Hazard / Issue Category
Select the category of 
hazard e.g. biological, 
physical, chemical
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STEP 5 :: Build PCP Plan – Hazard Analysis – Hazard Details Section 
Hazard Details Section. In this section of the PCP workflow you can select the materials, ingredients, packing etc. which are used to make the product

Process Step
Displays name of the 
process step

Preventive Measures
Enter details of existing preventive 
measures

Nature
Select the nature of the hazard 
e.g. survival, contamination

Details / Source
Describe in more detail the 
hazard including the source of 
the hazard

Hazard / Issue
Select the Hazard(s) identified. You can 
add one or more hazards by using the Add 
Line button

Description
Details of the hazard selected



Risk
Used to conduct a simple risk assessment 
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STEP 5 :: Build PCP Plan – Hazard Analysis – Risk Assessment Section 
Risk Assessment Section. In this section the PCQI can risk assess the hazard at the specific step to determine if it is significant 

Rating
Select the appropriate rating for the 
hazard

Actions
Displays the required actions for the 
risk 

Advanced Risk Assessment
Click to open the advance matrix risk 
assessment model

Severity
Select the severity ratings available 

Probability
Select the probability ratings available



Question
Used to conduct a simple risk assessment 
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STEP 5 :: Build PCP Plan – Hazard Analysis – Decision Tree Section 
Decision Tree Section. In this section the PCQI can determine what if any control measures are required 

Decision Report
Provide details support the final risk 
decision

Answer
PCQI selects Yes or No. Each answer 
will either direct the user to another 
question or produce a final Result 

Result
Displayed result based on the decision 
tree model 



Control 
Enter the name of 
the preventive 
control
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STEP 5 :: Build PCP Plan – Hazard Analysis – Monitoring Details Section 
Monitoring Details Section. In this section the PCQI can detail the preventive controls and monitoring details

Control Limit
Enter the control 
specification / limit

How
Enter the method 
for monitoring

Responsible 
Enter the role 
responsible for 
the control

Frequency
Enter the frequency at 
which check is 
conducted

Corrective Action
Enter the corrective 
action to be taken if 
limits are exceeded

Record
Select the record or SF360 program 
where monitoring data on the 
control is maintained

Add Line
Click to add an 
additional control

Add Control 
Click to add a standard control from the list of controls pre-built 
in the software. 

Verification
Enter details of the verification activities 
regard this control measure



Practical Exercise – Add New Hazard and Complete
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Steps in Building a PCP plan in Safefood 360
The following details the steps to be following in the Safefood 360 workflow for developing PCP plans
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STEP 6 :: Build PCP Plan – Plans
Plans Section. In this section the software pulls together all the relevant data from the previous steps to produce the PCP plan. A PDF of the PCP plan can 
also be generated using the Actions button



Practical Exercise – View PCP Plan
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