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WHAT IS THE FSMA PSR 
AND FSMA PCHF? 
FSMA PSR is the FDA’s Produce 
Safety Rule, which establishes 
mandatory food safety 
standards for produce farms.

FSMA PCHF is the FDA’s Preventive 
Controls for Human Food Rule, 
which applies to facilities that 
manufacture, process, pack, or 
hold food for human consumption.

This factsheet explains which processing facilities 

must comply with the FSMA PCHF supply chain 

requirements. For those facilities that must have a 

supply chain program in place, the factsheet describes 

the steps they must take to approve produce farms as 

suppliers, including the alternative options available to 

processors sourcing from exempt and qualified exempt 

farms and from qualified farm mixed-type facilities.

WHAT IS THE SUPPLY 
CHAIN PROGRAM?
The Supply Chain Program is part 
of the FSMA PCHF and applies 
to facilities that manufacture or 
process food from raw ingredients.

WHICH FOOD FACILITIES MUST HAVE A SUPPLY CHAIN PROGRAM?
Only certain food processing 

facilities are required to have a 

supply chain program under the 

FSMA PCHF. If a food processing 

facility sources raw ingredients 

from a supplier and does not 

control the hazard during 

processing, then it is considered a 

“receiving facility” and is required 

to have a supply chain program. 

For example, a facility may 

buy fresh vegetables from a farm 

in order to chop, package, and 

sell fresh salad mix. The facility 

is not controlling the hazard 

through manufacturing (such as by 

introducing a “kill step” like cooking 

the product at high heat) nor is 

it supplying the salad mix to a 

subsequent facility with established 

controls. Therefore, this facility 

must implement a supply chain 

program to ensure that its suppliers 

are controlling any hazards.

A wholesale produce buyer that 

only stores and does not process 

produce is not required to have a 

supply chain program.
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SUPPLY CHAIN PROGRAM FLOW CHART FOR FACILITIES SUBJECT TO THE FSMA PCHF

Is your supplier an exempt or qualified exempt farm under the 
FSMA PSR, or a qualified facility under the FSMA PCHF?

Do you manufacturer or 
process food using raw 
materials or ingredients,  
such as raw produce?

Does your manufacturing process 
control the hazard present  

in the raw produce  
(e.g., through a kill step)?

Do you supply to a 
subsequent facility with 

established controls 
for that hazard?

yes no

no noyes yes

no yes

start here

Your facility is not required  
to have a supply chain program  

under the FSMA PCHF.

Your facility must establish and implement a 
written supply chain program, and may only 

purchase from suppliers that you have approved 
through supplier verification activities, which may 

vary based on the type of supplier.

Your facility can use alternative 
verification activities, namely the written 

assurances discussed on page 5 and 
found at 21 C.F.R. 117.430(c)-(d).

Your facility must use the verification 
activities discussed on page 4, and found at  

21 C.F.R. 117.430(a)-(b).

https://gov.ecfr.io/cgi-bin/text-idx?SID=4265df3ea68129a1e59bcdda791b5b8e&mc=true&node=se21.2.117_1430&rgn=div8
https://gov.ecfr.io/cgi-bin/text-idx?SID=4265df3ea68129a1e59bcdda791b5b8e&mc=true&node=se21.2.117_1430&rgn=div8 
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WHAT IS AN  
APPROVED SUPPLIER?

Under the supply chain 

program, in order for a farm to 

sell produce to a receiving facility, 

the facility must first verify the 

farm as an approved supplier. 

Facilities approve suppliers, 

including farms, through supplier 

verification activities. The specific 

verification activities used may 

depend in part on the farm 

operation’s coverage status under 

the FSMA PSR.

HOW DOES A FACILITY VERIFY A FULLY COVERED  
PRODUCE FARM AS AN APPROVED SUPPLIER?

To verify a fully covered farm 

as an approved supplier - one that 

is not exempt or qualified exempt 

under the FSMA PSR - a facility 

must consider the farm’s food 

safety practices, FDA compliance 

history, and food safety history. 

Facilities generally have flexibility 

in the process they use to verify 

these activities. They can, for 

example, ask the supplying farm 

to provide audit results, sample 

raw materials, view the farm’s 

food safety records, or “any 

other activity based on supplier 

performance and associated risk.”

If, during this process, the 

facility finds that “there is a 

reasonable probability that 

exposure to the hazard will result 

in serious adverse consequences 

or death,” then they may require 

an on-farm audit to approve the 

fully covered farm operation as a 

supplier.

For fully covered farms under the FSMA PSR, a facility 
must consider the farm’s food safety practices, FDA 

compliance history, and food safety history. In certain 
circumstances, an on-farm audit may also be required.

DETERMING WHICH 
SUPPLIERS TO USE

 Receiving facilities may only 
purchase from a supplier 
they have approved through 
appropriate supplier 
verification activities. 

 Receiving facilities can 
use alternative verification 
activities to verify exempt and 
qualified exempt farms as 
approved suppliers.



FSMA SUPPLY CHAIN PROGRAM REQUIREMENTS  | 5

HOW DO FACILITIES VERIFY EXEMPT  
AND QUALIFIED EXEMPT FARMS  
AS APPROVED SUPPLIERS?

To verify an exempt or qualified exempt produce 

farm as an approved supplier, facilities are not 

required to conduct the supplier verification 

activities described on page 4. Instead, they may 

use alternative verification activities designed to 

minimize the burden on supplying exempt and 

qualified exempt farms.

The alternative verification activities that apply 

to exempt and qualified exempt farms require the 

receiving facility to:

1  obtain a written assurance from the farm before 

approving it as a supplier, and then annually 

thereafter, stating that the farm is exempt or 

qualified exempt under the FSMA PSR; and

2  obtain a written assurance from the farm, at least 

every two years, stating that the farm “acknowl-

edges that its food is subject to Section 402 of the 

Food Drug and Cosmetics Act” (FD&C Act).

All producers, regardless of their status under 

the FSMA PSR, must comply with the FD&C Act’s 

prohibition on the introduction or delivery of 

contaminated food into the food supply. 

Exempt farms do not have any requirements under 

the FSMA PSR, though they are advised to maintain 

sales records that demonstrate their exempt status. 

Qualified exempt farms follow modified requirements, 

which include recordkeeping and labeling.

While a facility may independently require 

additional verification activities, such as an on-farm 

audit, it is important to note that the facility is not 

required to do so under the FSMA PCHF.

HOW DO FACILITIES VERIFY QUALIFIED 
FACILITIES AS APPROVED SUPPLIERS?

Receiving facilities may also elect to use an 

alternative verification activity for farm mixed-type 

facilities that are qualified facilities under the FSMA 

PCHF. Farm mixed-type facilities are those that engage 

in on-farm processing, such as coring or chopping 

raw produce.

 If the farm mixed-type facility has less than 

$1 million in sales (averaged over three years and 

adjusted for inflation), then it is a qualified facility 

under the FSMA PCHF. If a qualified farm mixed-

type facility, for example, wants to sell its chopped 

produce to a facility that adds the produce to a ready-

to-eat food item, then it must first be an approved 

supplier. However, like the alternative verification 

activities for exempt and qualified exempt produce 

farms, the FSMA PCHF allows receiving facilities to 

apply alternative verification activities to qualified 

facilities from which they supply raw materials or 

ingredients. 

The alternative verification activities that apply 

to qualified facilities are similar to the activities 

described for exempt and qualified exempt farms, 

and require that qualified facilities provide the 

receiving facility with: 

1  an annual written assurance stating that the 

supplier is a qualified facility under the FSMA 

PCHF; and

2  a written assurance, at least every two years, 

stating that the supplier is “in compliance with all 

applicable FDA food safety regulations.”

This second assurance must either include a brief 

description of the supplier’s relevant preventive 

controls or a statement that the supplier is complying 

with a relevant non-federal food safety law. 

Ultimately, a receiving facility must document 

written procedures for approving its suppliers, 

regardless of the farm supplier’s coverage status 

under the FSMA PSR.
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Key Takeaways
The supply chain program requirements for receiving facilities allow the 
use of alternative measures to verify exempt and qualified exempt farms, 
or qualified facilities, as approved suppliers. These alternative verification 
activities, in the form of written assurances, are intended to minimize the 
burden on small farms. A receiving facility that obtains the necessary written 
assurances from its exempt, qualified exempt, or qualified facility suppliers 
satisfies the FSMA PCHF supply chain requirements for those suppliers.
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