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Session Overview

Purpose: 

• To review the requirements for supplier verification under FSMA.

• To review how SF360 addresses these requirements in the solution.

• To thoroughly understand the capabilities of the Supplier Control Module.

• To build a supplier assessment program and review an assessment record.

Session Leader:

• George Howlett, CEO, Safefood 360

Timing:   

• 125 Minutes

Agenda:   

• FSMA Requirements for Supplier Verification

• Overview of Safefood 360 Supplier Control Module

• Three Building Blocks of a Supplier Verification Program 

• Master Data

• Assessment Programs

• Assessment Records

• Practical Exercise

FSMA Supplier Verification with Safefood 360°



Some Interesting Facts about Supplier Verification

FSMA Supplier Verification with Safefood 360°

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



Useful Supporting Information
Safefood 360 reference sources of information for conducting supplier verification under FSMA requirements.

Type Name Location

Presentation FSMA Supplier Verification with Safefood 360° URL available after conference

Website FSMA Final Rule on Foreign Supplier Verification 
Programs (FSVP) for Importers of Food for Humans and 
Animals

https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm361902.
htm

Factsheet FDA - Final Rule on Foreign Supplier Verification 
Programs

https://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/
UCM472890.pdf

Blog Safefood 360 - What is the best Supplier Quality 
Management System for foreign suppliers under FSMA?

http://safefood360.com/2017/01/what-is-the-best-supplier-quality-
management-system-for-foreign-suppliers-under-fsma/
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https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm361902.htm
https://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/UCM472890.pdf
http://safefood360.com/2017/01/what-is-the-best-supplier-quality-management-system-for-foreign-suppliers-under-fsma/


FSMA Supplier Verification with Safefood 360°

Objectives of Today’s Session

FSMA Supplier 
Verification 

Requirements

Safefood 360 Supplier 
Control Solution

Practical Exercises
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FSMA Final Rule on Foreign Supplier Verification Programs

Objective

• The FDA Food Safety Modernization Act (FSMA) final rules are aimed at 

ensuring food (imported and domestic) are not adulterated or present a 

risk to human health. 

Requirements

• FSVP Final Rule requires owner of food to have in place supplier 

verification programs. 

Application

• FSVP Rule applies to an importer who is the owner or a consignee of a 

food offered for import into the United States. 

• If there is no U.S. owner or consignee, the importer is the U.S. agency or 

representative of the foreign owner or consignee at the time of entry.

• Exceptions provided in the final rule.

Approach

• FDA has taken an approach consistent with the management of risk.

• Conducting clear hazard identification followed by risk assessment and 

the application of controls (verification).

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


What Does FSVP Call For? 

FSMA Supplier Verification with Safefood 360°

FSMA FSVP Final Rule sets out clear requirements which must be complied with to verify that their foreign suppliers are producing food in a manner 
that assures public health protection and that the supplier ’s food is not adulterated.



What Additional Requirements Are There in FSVP? 

FSMA Supplier Verification with Safefood 360°

FSMA FSVP Final Rule sets out additional requirements which must be complied with when developing your systems.
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So What Do You Need To Do? 

Identify 
Hazards

Risk Assess 
Hazards 

Identify 
Preventive 

Controls

Apply 
Controls

Monitor 
CAPA 
Verify

Repeat 3 
Years

SUPPLIER VERIFICATION PROGRAM

EACH SUPPLIER / SUPPLIER FACILITY

EACH PRODUCT
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Verification Activities- Examples

Document and Data Collection

• Statements of Assurance

• Certificates of Conformance / Analysis

• PCP Plans

• Data on Hazards

• Audit Reports

• Specifications

• Suppliers Legal Compliance and History 

• Supplier Procedures

Inspection & Testing

• On products and materials purchased

• Internal & External

Auditing

• On Site Audits



SUPPLIER CONTROL MODULE

How Does SF360 Manage These Requirements?
Safefood 360 contains a ready made workflow which is aligned to the specific requirements of FSMA FSVP. It is configurable to you specific needs. 

Food Defense Plans and VA’s with Safefood 360°

Assessment Plans

Approved Suppliers List

SUPPLIER ASSESSMENTS MATERIAL ASSESSMENTS

Programs

Records

Programs

Records

Automation of Repeat Activities (PORTAL)



SF360 Portal and How It Works
SF360 Supplier Portal allows you to collaborate, communicate and exchange data/documents without the need for phone calls, emails or visits.

FSMA Supplier Verification with Safefood 360°

You can collaborate 
on all these activities 

in the software

Supplier Audits

Assessments

Corrective Actions

Exchanging Documents

Actions / Alerts

Your Business

YOUR SF360 SITE

Your Supplier

PORTAL



Suppliers
Suppliers in Safefood 360 can represent a variety of supply chain entities which may need to be assessed and controlled. Suppliers are located in the 
Master Data > Contacts Module.

FSMA Supplier Verification with Safefood 360°



Supplier Module Environment
Master Data > Contacts > Supplier. Click on a supplier name from the Supplier List to access the Supplier Module Environment. This is were all the 
specific dashboards and data relating to the Supplier can be found. You will also find the various action buttons you will need to perform tasks such as 
creating programs and completing records.

Actions
Used to perform various actions 
on the supplier

Score Card
Used to view supper performance 
and trends including compliance 
score

Add Assessment Program
Used to add a new 
assessment programs

FSMA Supplier Verification with Safefood 360°

Add Audit Program
Used to add a new 
audit programs

Add Assessment
Used to create a new 
assessment record

Add Supplier Corrective Action
Used to create a new supplier 
corrective action

Status
Displays current supplier 
status e.g. Approved, 
Unapproved etc.

Risk Level
Displays the current risk 
status based on the 
Assessment 

Open Actions
Displays the total number of 
actions to be completed 
relating to the supplier



Supplier Scorecard
Master Data > Contacts > Supplier > Scorecard. Click on the supplier scorecard tab to view data relating to the Supplier ’s performance. 

Risk Rating
Current risk rating e.g. high, 
medium or low risk

Report Range
Data range from which 
scorecard is based
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Report Rating
% Compliance rating for 
the supplier

Contact Details
Contact name and details 
for the supplier

Portal User
Indicates if the supplier is set up 
as a portal user

Status
Current approval status of 
the supplier

Supplier Rating Details
Displays a breakdown of the 
elements making up the supplier 
rating including Certifications, 
Audits and Assessments

Corrective Action Monthly
Monthly trend graph for 
complaints

Supplier Records
Access and view the most 
recent records relating to 
supplier

Supplier Non-conformances
Displays a breakdown of the 
number of non-conformances by 
type



Materials
Materials in Safefood 360 can represent a variety of materials, products or services which may need to be individually assessed and controlled. 
Materials are located in the Master Data > Product & Materials Module.
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DocLists
DocList are used to define which documents and data are required to be collected from Suppliers about their operations and materials. They are 
used directly in the assessment workflow. DocLists are located in the Master Data > Categories Module.
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Risk Assessment Models
Safefood 360 uses risk assessment models embedded in the assessment workflow. These can be defined for the company’s specific use. RA models  
are located in the Risk > Food Safety Plan > Models Module.

FSMA Supplier Verification with Safefood 360°

X



Decision Tree Models
Safefood 360 uses Decision Trees embedded directly in the workflow to determine which verification program is applicable to the materials and 
supplier assessment. Decision Tree Models are located in the Risk > Food Safety Plan > Models Module.
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3 Building Blocks of Supplier Verification in Safefood 360
The 3 building blocks of Supplier Verification include Master Data, Assessment Programs and Assessment Records.
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Supplier & Material Assessment (Preliminary Steps)
The following details the preliminary steps required to conduct a Supplier or Material assessment in Safefood 360 to meet the requirements of 
supplier verification under FSMA
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Supplier & Material Assessment (Preliminary Steps)
The following details the preliminary steps required to conduct a Supplier or Material assessment in Safefood 360 to meet the requirements of 
supplier verification under FSMA



Contacts Module
Master Data > Contacts. Contacts include Suppliers which are a core building block of you supplier verification system in Safefood 360. The Contacts 
module is used to set-up all a full list of all your Suppliers, Supplier Facilities, Brokers, Agents and where required individual production lines within you 
supplier facilities. 

Supplier Tab
Used to display the list of 
suppliers currently set up in the 
Master Data List

Supplier Entity
Used to access the Supplier 
Module Environment where you 
can  view / edit / delete data 
relating to an existing supplier 

Add Contact > Supplier
Used to add a new supplier to the 
Master Data list

FSMA Supplier Verification with Safefood 360°
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STEP 1 :: Create a Supplier
Master Data > Contacts > Add Contact > Supplier. In the Contacts module you can set up your suppliers which will be assessed later for compliance 
against FSMA.  

Name
Enter the full name of the supplier, 
supplier site etc. 

Identifier
Enter you own internal identifier 
number for this supplier

Folder
Place the supplier in the appropriate 
folder

Categories
Used to bucket suppliers into 
categories e.g. Dairy suppliers

Agent / Importer
Use to define if the supplier is an 
agent or importer 



Practical Exercise
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Supplier & Material Assessment (Preliminary Steps)
The following details the preliminary steps required to conduct a Supplier or Material assessment in Safefood 360 to meet the requirements of 
supplier verification under FSMA
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STEP 2 :: Create a Material
Master Data > Products Materials> Add Material. In the Products Materials module you can set up your materials which will be assessed later for 
compliance against FSMA.  

Name
Enter the name of the material, 
ingredient, packaging etc.

Identifier
Enter your own unique identifier 
number

Folder
Place the material in the appropriate 
folder

Categories
Used to bucket suppliers into 
categories e.g. Dairy ingredients

Reference
Used for additional referencing of the 
material where required

Country  Of Origin
Select the country from which the 
material is originating
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Supplier & Material Assessment (Preliminary Steps)
The following details the preliminary steps required to conduct a Supplier or Material assessment in Safefood 360 to meet the requirements of 
supplier verification under FSMA
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STEP 3 :: Associate a Material with a Supplier
Materials Record. While completing the Materials record, you can complete the supplier field which allows you to link the material to a specific supplier or 
suppliers. This relationship is important as it allows SF360 to build your approval list based on Supplier and Materials  

Supplier Type
Select the supplier type e.g. Manufacturer, Agent or 
Broker.

Supplier
Select the Supplier who supply the 
material to you. More than on supplier 
ay supply the same material. 

Add Line
Click to add additional suppliers to the 
list



Practical Exercise 
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Supplier & Material Assessment (Preliminary Steps)
The following details the preliminary steps required to conduct a Supplier or Material assessment in Safefood 360 to meet the requirements of 
supplier verification under FSMA



Folder
Select an appropriate folder to 
locate the DocList. 
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STEP 4 :: Create DocList
Master Data > Categories > Add Category > Checklist. DocLists are the lists of documents and data you wish to collect from your supplier regarding their 
operations and materials. 

Name
Enter a name for your DocList
e.g. Foreign Supplier DocList

Type
Click DocList to create a Doclist

Document
Attach a standard form or document 
which you would like the supplier to down 
load and use e.g. Templates

Add Line / Checklist
Click to add additional Lines and 
Documents to be collected

Checklist
Enter the name of the 
document you wish to collect 
from supplier. Instructions may 
also be provided to assist the 
supplier



Practical Exercise 
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Supplier & Material Assessment (Preliminary Steps)
The following details the preliminary steps required to conduct a Supplier or Material assessment in Safefood 360 to meet the requirements of 
supplier verification under FSMA
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STEP 5 :: Create Supplier Assessment Program (Part 1)
PRP Control > Supplier Control > Add Assessment Program > . Using the Master Data already setup we will create an assessment program for a Supplier

Name
Enterprise the Name of program for 
the supplier selected

Supplier
The name of the supplier you selected 
will appear here

Main Contact
Select the name of the main contact 
from the supplier who will receive 
notification of this program

Responsible
Select the name of the person in your 
business who will conduct the review 
and assessment i.e. PCQI

Site
Enter the name of the site to which 
this programs relates

Material
If this is to be a Material Assessment 
select the material from the 
dropdown list
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STEP 5 :: Create Supplier Assessment Program (Part 2)
Program Details Section. Complete the Program Details section. This section allows you to define the correct DocList and Rating system for assessment. 

Checklist
Select the correct DocList for this Supplier 
or Material Assessment

Rating
Select the correct rating to be applied to 
the responses defined by the PCQI when 
reviewing the documents submitted

Add Line
You can add more then one DocList if 
required

Default
The software defaults to a standard 
response of Yes / no to save you time
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STEP 5 :: Create Supplier Assessment Program (Part 3)
Model Details Section. Next you can select which Risk Assessment and Decision Tree models you wish to use in this Assessment Program. SF360 has 
already built the required models for you for FSMA to save you time but you can build your own. 

Risk Assessment Model
Select the required RA model

Determination of Control
Select the required decision tree



Practical Exercise
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Supplier & Material Assessment (Preliminary Steps)
The following details the preliminary steps required to conduct a Supplier or Material assessment in Safefood 360 to meet the requirements of 
supplier verification under FSMA



Practical Exercise
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Supplier & Material Assessment (Assessment Record Steps)
The following are the steps to complete the Assessment once the provisional steps have been completed. We will be completing all these task in the 
session. Instead we will view them in a prepared assessment and discuss each step. 
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Supplier & Material Assessment (Assessment Record Steps)
The following are the steps to complete the Assessment once the provisional steps have been completed. We will be completing all these task in the 
session. Instead we will view them in a prepared assessment and discuss each step. 
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STEP 1 :: Assessment Details
Assessment Details Section. This section captures all the high level detail regarding the Assessment including the Supplier, Contact Persons, Site and the
Material if it is a material assessment. 

Date
Select the date the assessment was 
conducted

Supplier
The name of the Supplier will appear 
here

Site
The name of the Supplier Site will 
appear here

Material
The name of the Material to which the 
assessment applies will appear here

Completed By
Select the name of the PCQI who 
conducted the assessment 
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Supplier & Material Assessment (Assessment Record Steps)
The following are the steps to complete the Assessment once the provisional steps have been completed. We will be completing all these task in the 
session. Instead we will view them in a prepared assessment and discuss each step. 



No
The reference 
number of the 
document 
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STEP 2 :: Data Collection
Data Collection Section. In this section, the Supplier has uploaded all the required documents and data ready for the PCQI to conduct their Assessment.
The PCQI will add relevant comments and decided if the data is sufficient. Corrective Actions can be generated if required. 

Requirement
The specific documents and instructions to 
the Supplier will appear here

Review Date
This is the date which the next uploading 
of this document will take place. It is set 
by the supplier and modified by PCQI

Comments / Observations
This field contains the PCQI’s 
notes and comments relating to 
the requirement

File
The attached document link is 
here. Click to review the 
document. 

Corrective Action
If more information, document or clarification is required from the 
supplier the PCQI can click here to generate a corrective action which 
will be sent to the Supplier’s Portal

View / Download Document
The Supplier can click this icon to download 
a standard document to be completed and 
then re-uploaded
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Supplier & Material Assessment (Assessment Record Steps)
The following are the steps to complete the Assessment once the provisional steps have been completed. We will be completing all these task in the 
session. Instead we will view them in a prepared assessment and discuss each step. 



No
The number of 
the document
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STEP 3 :: Corrective Action
Corrective Actions Section. This Section of the workflow is where the PCQI can define who will be responsible for any corrective action generated.

Requirement
The Requirement to which the CAPA 
relates is pulled down from the 
previous step

Comments / Observations
The comments / observations by the 
PCQI are also pulled down and can be 
modified if required

Category
The PCQI can assign a 
category of Non-
conformance 

Responsible
The person within the  
supplier’s business is 
selected here

Due Date 
The due date for 
completion of 
the action
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Supplier & Material Assessment (Assessment Record Steps)
The following are the steps to complete the Assessment once the provisional steps have been completed. We will be completing all these task in the 
session. Instead we will view them in a prepared assessment and discuss each step. 
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STEP 4 :: Risk Assessment – Absence of Control 
Risk Assessment – Absence of Control Section. Once all the required data and documents have been collected the PCQI is ready to conduct their risk 
assessment. FSMA requires this is conducted in the absence of controls even where they exist. 

Hazards
Select any remaining hazards 
identified from the data collected

Risk
Select the Risk of these hazards using 
the simple Risk selector

Advance Risk Determination
Activate the Advance Risk Model if a 
more detailed risk assessment is to be 
conducted

Probability
Select the likelihood of occurrence of 
the hazard(s)

Severity
Select the severity of impact should 
the hazard occur
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Supplier & Material Assessment (Assessment Record Steps)
The following are the steps to complete the Assessment once the provisional steps have been completed. We will be completing all these task in the 
session. Instead we will view them in a prepared assessment and discuss each step. 
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STEP 5 :: Determination of Control – Decision Tree
Determination of Control Section. In this section of the workflow, the PCQI utilizes the decision tree to determine which controls need to be applied. The 
Decision Tree uses a series of focused questions based on FSMA requirements to determine the appropriate controls. Safefood 360 has already built the 
appropriate FSMA decision trees into the software to save you time. 

Determination of Control
The determination of control is used 
where a significant hazard has been 
identified in the previous RA

Decision Report
The PCQI can provide additional details 
about the outcome and decision. 

Question
The PCQI reads the question to determine the 
appropriate answer.

Answer
The PCQI selects the answer which is either YES or 
NO. This will drive them to the next question in the 
sequence or a Decision to STOP or a CONTROL

Result
The Result, Decision or Outcome of the 
Decision Tree is displayed here

No
The sequential number of 
the question
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Supplier & Material Assessment (Assessment Record Steps)
The following are the steps to complete the Assessment once the provisional steps have been completed. We will be completing all these task in the 
session. Instead we will view them in a prepared assessment and discuss each step. 



Control 
Enter the name of 
the control
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STEP 6 :: Control Planning
Control Planning Section Section. Based on the outcome from the Decision Tree, if a control is required then the PCQI can defined it here. SF360 have 
built into the software the standard FSMA controls required based on a full review of the legislation.

Control Limit 
Define the limit –
what is acceptable 
and not acceptable

How
The procedure or 
method for 
control

Responsible
The person 
responsible 

Frequency
How often the control 
is conducted

Corrective Action 
Define clearly the 
action to be taken if 
limits are breached

Record 
Select the record or program relating 
to this control 

Add Line
You can add 
additional 
controls

Add Control 
You can select from the SF360 Database select the appropriate 
control for the final outcome from the Decision Tree. The Table 
will be populated automatically

Verification
Define the verification activities for the 
control e.g. auditing 
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Supplier & Material Assessment (Assessment Record Steps)
The following are the steps to complete the Assessment once the provisional steps have been completed. We will be completing all these task in the 
session. Instead we will view them in a prepared assessment and discuss each step. 
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STEP 7 :: Risk Assessment – Presence of Control 
Presence of Control Section. Following the application of control measures, the risks identified should be mitigated. The PCQI should confirm this using
the Risk Assessment Presence of Control section. Only the Probability is reduced by control measures. 

Risk
Use this for a quick risk assessment

Advance Risk Determination
Select to activate the advanced risk 
assessment model

Probability
This should be reduced if the control 
measures planned are effective

Severity
Severity of Impact should not change

Report
The PCQI can enter additional 
supporting details
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Supplier & Material Assessment (Assessment Record Steps)
The following are the steps to complete the Assessment once the provisional steps have been completed. We will be completing all these task in the 
session. Instead we will view them in a prepared assessment and discuss each step. 
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STEP 8 :: Approval
Approval Section. In this section the PCQI makes their final determination based on the assessment. Here the status of the supplier or material is defined 
as either Approved or Not Approved. This is a FSMA requirement. 

Score
The PCQI can record the Score of the 
Assessment if a scoring model is set 
up

Result
The result is recorded as either PASS 
or FAIL

Rating
A rating can be applied to the 
Assessment which allows for trending 
of performance

Status
The Status is the Approval Status of 
the Supplier and Material

Scope of Approval
The Approval Status can be further 
defined or restricted any criteria e.g. 
Market, Final Product Application, 
Customer, Country etc


