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• Compliance with FSMA Produce Safety 

Rule (PSR) will require training, testing 

and recordkeeping.

• The Food Safety Plan:

– The farms’ guide to minimizing crop 

contamination (pathogen focus-PSR).

– Can include other GAP elements.

– Includes policies, practices and procedures.

• PSR does not require a plan, but it is 

recommended.

BACKGR0UND/DEFINITIONS



• Almonds are covered by the PSR as 

“raw agricultural commodities”.

– Subpart A, § 112.1 (b).

• Almonds are also eligible for an 

exemption, via a written disclosure.

– Subpart A, § 112.2 (b).

• Plan emphasis differs for these two 

compliance options:

– PSR Compliance        pathogen reduction.

– Exemption        disclosure process.

CURRENT SITUATION FOR ALMONDS



What would a Food Safety 

Plan Look Like Under the 

Produce Safety Rule?



• Farm description.

– Location, size, crops, food safety manager.

• Risk assessment.

– Practices, farm environment.

• Practices to reduce risk.

– SOPs, supporting documentation.

• Records that document practices.

– Training, testing, monitoring, corrective actions.

• Supplier/buyer records.

• Recall/traceability.

– Lot IDs, mock recalls.

KEY ELEMENTS OF THE PLAN



• Legal description, address of farm 

location(s).

– Maps of orchard/farm locations.

• Farm Policies

– Food safety, disciplinary, visitors, etc.

• Total acreage and crops grown.

• Identity of Farm Food Safety manager.

– Contact information.

– Alternate contact/back-up.

FARM DESCRIPTION



• Evaluate operations, practices that 

contribute to or increase food safety risks.

• Previous history of land, adjacent land 

use.

• Risks can be biological, chemical and 

physical:

– Biological (microbes like Salmonella).

– Chemical (pesticides, aflatoxin, allergens).

– Physical (stones, glass, metal).

RISK ASSESSMENT



• Focus on the biggest risks first.

– Most likely to occur/ happen often.

– Can impact the entire crop

• Risks that have caused previous recalls 
or outbreaks.

– What have we learned?

– Example: stockpiling/aflatoxin control.

• Changes to farm production practices. 

– New equipment, people, suppliers, 
practices?

RISK RANKING



• The standard operating procedures 

(SOPs) for key farm activities:

– Employee training, health/hygiene.

– Fertilizer/soil amendments.

– Wildlife/animal management.

– Pest control, pesticide use.

– Water monitoring/testing/treatment.

– Sanitation (workers, harvest/delivery).

– Stockpile management.

RISK REDUCTION PRACTICES



• This is a written procedure for completing 

a specific task in the food safety plan.

• Key elements:

– Step-by-step instructions that allow someone 

to do the task correctly the first time.

– Location/name of any supplies needed.

– Timing & frequency of completing the task.

– Recordkeeping that is required.

STANDARD OPERATING PROCEDURE



• Document practices, monitoring, corrective 

actions.

• Monitoring on a regular schedule:

– Verifies that practices are being followed.

– Signed/initialed and dated by person 

performing the activity.

– Periodic review by their supervisor or 

responsible party.

• May be electronic or paper.

• Templates available.

MONITORING

producesafetyalliance.cornell.edu



• Purpose of monitoring is to catch problems 

before they impact food safety.

• Plan for possible scenarios. Ex:

– Portable toilets not clean/stocked.

– High E. coli counts on water.

• Must confirm that corrective measures 

solved the problem.

– Toilets restocked.

– E. coli issue resolved.

• Document the process.

CORRECTIVE ACTIONS

producesafetyalliance.cornell.edu



• Includes documentation of practices, 

monitoring and corrective actions.

• Should be made as convenient as possible;

– Build into normal routines.

– Needed supplies should be readily accessible.

– Frequent enough to get the job done.

• Use the information!

– Look for trends, outliers.

– Investigate and fix the problem.

RECORDS



• The PSR has some specific requirements for 

recordkeeping (§ 112.161 (a-b)).

– Records supporting exemption status (§ 112.2) or 

qualified exemption (§ 112.7).

– Personnel training (§ 112.30,§ 112.22).

– Water monitoring/testing/treatment (§ 112.50 (b)).

– Biological soil amendments (§ 112.60(b)).

– Equipment cleaning/sanitation (§ 112.140(b)(2)).

RECORDS



• Storage of records, allowable record types 

and off-site storage (PSR Subpart O).

• Must be original records, true copies or 

electronic records (§ 112.165).

• Must be kept for at least 2 years 

(§112.164).

• Must be made available to FDA within     

24 hours of request (§122.166).

– Records obtained are subject to 21 CFR part 

20 (Public Information/FOIA).

RECORDS



• Must be able to identify a lot in order to do 

traceability.

• A lot is a distinct, limited portion of a crop.

• Example: the loads delivered to the H/S 

from a specific orchard:

TRACEABILITY

Field Tag Example



• Goal is to be able to trace your crop “one 
step forward” and “one step back”:

– Huller/sheller, handler (forward).

– Orchard (back).
• Inputs (amendments, sprays).

• Contracted services (labor, harvest, trucking).

• Traceability exercise (mock recall):

– Contact buyer and document lot status (in 
stock, sold or processed).

– Trace back through your own records.

– Ideal goal is 2 hours to get all of the 
information!

TRACEABILITY



• Document the results of the traceability 

exercise.

– If there are issues identified, correct them.

– Repeat exercise to confirm the fix.

• Crisis management plan is a good idea.

– Key contacts (farm/family contacts, legal 

consul, industry groups like ABC).

– Designated spokesperson.

– Plan ahead for a crisis!

TRACEABILITY



• Growers pursuing the exemption “must 
disclose in documents accompanying the 
produce, in accordance with the trade, that 
the food is ‘not processed to adequately 
reduce the presence of microorganisms of 
public health significance;’” 

–Subpart A General Provisions, §112.2 (b)(2)

• This simplifies the elements of a Farm Food 
Safety Plan.

WHAT ABOUT THE PSR EXEMPTION?
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Grower Exemption Option

The exemption is available to all almond 

growers as well as huller/shellers and 

brownskin almond facilities falling under the 

primary or secondary farm definition – Only 

requires written disclosure 
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The “Written Disclosure” Statement

Almonds are not processed to adequately 

reduce the presence of microorganisms of 

public health significance
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Grower (Farm) Exemption Steps for Utilizing Commercial Processing 

Exemption

• Almond Farms (Primary or Secondary) must provide written disclosure to huller/sheller and handler

▪ Disclosure should be made from grower to huller/sheller to handler

• Disclosure may be made in documents accompanying the product including:

▪ Grower / Field Tags; Delivery Statements; Bills of Lading, Shipping Manifests; Contracts 

▪ Other means which are specific to grower lots, provided on behalf of the grower to the huller/sheller and the handler

• As long as the grower (farm) has provided the written assurance to the huller/sheller and the handler, they have satisfied 

the exemption requirement, and no further Produce Safety Rule Compliance is required 

▪ FDA may come back some years down the road with requirements for the grower to obtain written assurance from the Handler that

they are treating for pathogen reduction 

Written Disclosure Statement:  

Almonds are not processed to adequately reduce the presence of 

microorganisms of public health significance

FDA has acknowledged 

that this is an 

appropriate disclosure 

statement for almonds
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Grower Exemption Plan Summary

• Growers and Huller / Shellers should put together an 

“Exemption Plan Summary”

▪ Not required but a good idea!

▪ Could prove useful if an inspector shows up

• Describes the farm operation

▪ Location

▪ Manager

▪ Size

▪ Huller / Sheller(s) and Handler(s) used

• Cites the specific statue for the exemption

▪ § 112.2 (b) (1); § 112.2 (b) (2)

▪ References FDA Enforcement Discretion Notification 

(January 4, 2018) for written assurances

– https://www.fda.gov/Food/GuidanceRegulation/Gu

idanceDocumentsRegulatoryInformation/ucm5906

46.htm

– https://www.fda.gov/downloads/Food/GuidanceRe

gulation/GuidanceDocumentsRegulatoryInformati

on/UCM591242.pdf

• Describes how farm is making the written disclosure

https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm590646.htm
https://www.fda.gov/downloads/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/UCM591242.pdf


Exemption Basis

Farm Operation 
Description

Written Disclosure Process



• A Food Safety Plan under the exemption 

requires fewer procedures and records.

– Remove pathogen control elements:

• FSMA water testing, composting records, etc.

• A more limited Plan that includes the 

Exemption Plan is still a good idea…

– Good Agricultural Practices are important:

• Aflatoxin control, pesticide use & worker training.

PSA EXEMPTION



• A written plan is great tool for organizing your 

food safety efforts.

• This gives you a road map to follow and a way 

to document your progress.

• Being organized will make your efforts more 

efficient…and is essential in a crisis!

• Keep the plan as simple as possible.

– Write what you do, not what you hope to do!

• Make sure it is a living document.

– Make sure it is working (self-audits, mock recalls).

– Update it as necessary.

CONCLUSION



• Produce Safety Alliance:

– Grower training information:
https://producesafetyalliance.cornell.edu/training/grower-training-courses

– Resources.
https://producesafetyalliance.cornell.edu/resources/general-resource-listing

• Additional sources of information:

– ABC Good Agricultural Practices Guide.
http://www.almonds.com/sites/default/files/gap-quick-start-guide_1.pdf

– UC Small Farm Program Food Safety.
http://sfp.ucdavis.edu/food_safety/

– Colorado State University. 
http://farmtotable.colostate.edu/grow-files/2012-ColoradoFarmPlanFillableForm.pdf

– Penn State University.
https://extension.psu.edu/template-harmonized-food-safety-plan
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Thank you

Questions?


