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Before we begin…



Summary Slide First

• Understand your supply chain

• Know your suppliers
• Focus on FSMA compliant supply chain programs for those suppliers 

that require a supply chain control

• Documentation is important
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FSMA Human Food Rule Structure

• CFR117 – Current Good Manufacturing Practice, 
Hazard Analysis and Risk-based Preventative Controls 
for Human Food

• Subpart B: cGMP’s

• Subpart C:  Food Safety Plan/Hazard Analysis

• Subpart F:  Records

• Subpart G:  Supply Chain Program

• Most Warehouses:  Subparts C & G do not apply (solely 
managing unexposed food)



Supplier Controls - Based on Who Controls The Hazard

Customer

• Manufacturer, 
processor or 
preparer

Receiving 
Facility

• Manufacturer, 
processor

Supplier

• Manufacturer, 
processor

• Raise the animal

• Grow the food



Facility Requirements

Food Safety Plan

• Overseen by PQCI

Written Hazard Analysis

• Similar to HACCP Plan

Documented Preventive Controls

• Including Supply Chain Controls

Monitoring, Verification, Corrective Actions

Recall Plan



General Mills Complex North American Supply Chain

• 1000’s of ingredients

• Hundreds of ingredients 

purchased by contract 

locations

• 100’s of Vendors

• 1000’s of  Vendor Production 

Locations

• Dozens of GMI Facilities

• 100’s of Contract Locations

• Large pilot plant facilities

http://www.bing.com/images/search?q=Corn+Combine&view=detailv2&&id=2ECE4A053F8017C5005C08E1240932435B03EC5F&selectedIndex=2&ccid=ybVLVaLd&simid=608021478605065702&thid=OIP.Mc9b54b55a2dda88ae023abca50659a1bo0
http://www.bing.com/images/search?q=pneumatic+truck&view=detailv2&&id=DD99B6000707C63B5278C99986CBDA2F92349633&selectedIndex=3&ccid=Pk7lFI46&simid=607998479039661057&thid=OIP.M3e4ee5148e3aa8ff78c962802d19c01ao0
http://www.bing.com/images/search?q=food+manufacturing+plant&view=detailv2&&id=11E9B7415B7195802DDC47416DB1FA54BFC07933&selectedIndex=57&ccid=sB1g27iC&simid=607992513342211279&thid=OIP.Mb01d60dbb8826b433e39fe09a999fe96o0


Supply Chain Program - Where Did We Start?

• Start with all vendors supplying FDA registered facilities

• Perform hazard analysis based on where ingredients are used

• Determined which ingredients and suppliers require a supply 
chain applied control



Facility Food Safety Plan GMI Requirements

• Copy of Supply Chain Program procedure that outlines:

• Use of approved suppliers (corporate activity)

• Determination of appropriate supplier verification activities 
(corporate activity)

• Conducting supplier verification activities (corporate & plant 
activities)

• Facility specific written ingredient hazard analysis that identifies 
ingredients requiring a supply chain applied control

• Written procedure used if any raw material sampling and testing 
is performed at  GMI/ESC facility

• Written procedures for receiving raw materials that require 
supply chain applied controls - including COA records under this 
program
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Supply Chain Controls

• The ingredient hazard analysis identifies hazards requiring a 
supply-chain-applied control

• An ingredient may not have a hazard requiring a preventive 
control; e.g., vinegar, salt, sugar

• A hazard requiring a preventive control that is associated with 
an ingredient or raw material may not require a supply-chain 
program; e.g.,

• When the receiving facility controls the hazard (ex.  Validated lethality 
step in the manufacturing process)

• When a Customer or downstream entity provides written assurance 
that they control the hazard





Ingredient Hazard Analysis Guidance



Supplier Verification Activities

• PCHF Rule subpart G section 117.410:

• Onsite audits

• Sampling and testing of raw material or other 
ingredient

• Review of the supplier’s relevant food safety records

• Other appropriate supplier verification activities 
based on supplier performance and the risk 
associated with the raw material or other ingredient



Supplier Verification Activities

• When a hazard….will be controlled by a supplier….will 
result in a serious adverse heath consequences or 
death to humans (SAHCODHA):

• The appropriate supplier verification activity is an 
onsite audit of the supplier (before using the raw 
material and annually thereafter)

• For GMI – will be a 3rd party audit (GFSI/AIB)



Who does the audit?

Customer

• GFSI is widely recognized

• Other groups do audits

External Party



Supplier Verification – COA Program

• Review for each lot

Monitoring

• Periodic review of the COA program 

Verification



Supplier Verification: Other
• Some hazards will require an “other” supplier 

verification activity
• Ex: Mycotoxins (vomitoxin/aflatoxin) – Grains

• Heat treated flour (cookies) food safety record reviews

• Annual letters and food safety record reviews will 
be maintained & managed by corporate



Supplier Controls - Allergens

• Allergens are identified as chemical hazards in the 
ingredient hazard analysis

• Manufacturing plants cannot eliminate or reduce 
allergens but do manage them using allergen labeling, 
separation, allergen cleaning and other allergen 
preventive controls



Supplier Control Allergen Scenarios
No 

Allergens in 

Facility

All Like

Allergens in 

Facility

Unlike 

Allergens 

in Facility

Unlike 

Allergens on

Same Line/ 

Cross-Labeled

Unlike 

Allergens on 

Same Line/ 

Not Cross-

Labeled

Supplier 

Allergen PC

No Yes – labeling Yes –

labeling

Yes – labeling Yes –

Preventing 

Cross Contact

& Labeling

Manufacturer

Supply Chain 

Control

No No No No Yes -

Annual Onsite 

Audit



Know Your Suppliers
FDA Resources Online



https://datadashboard.fda.gov/ora/index.htm











Working with FDA

• Continued understanding of role for written assurances

• Corporate level programs
• Audit at facility

• Audit at HQ

• Working with co-manufacturers
• Who specs/purchases the ingredients?

• Role of 3rd party audits
• Are the criteria acceptable?

• We have seen very little focus on this by FDA



Summary

• Understand your supply chain

• Know your suppliers
• Focus on FSMA compliant supply chain programs for those suppliers 

that require a supply chain control

• Documentation is important



Thank You


