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Food Safety Preventive Control Plan Checklist 
Iowa State University Extension and Outreach

Iowa Grain Quality Initiative

Department of Food Science and Human Nutrition 
The Food Safety Modernization Act (FSMA) was signed into law on January 4, 2011.  FSMA is the largest change in food safety law since the Food Drug and Cosmetic Act was first passed in 1938.  FSMA has 4 major titles pertaining to food safety as follows: 

1-Prevention, 

2-Improved Inspection, Compliance and Response, 

3-Improved Safety of Imported Foods and 

4-Miscellaneous Provisions (Enhanced Partnerships).

Prevention, in the creation of validated preventive control plans will probably have the most impact on the US grain handling and processing industries.

The primary focus of FSMA is on prevention of incidents rather than on regulatory intervention after the fact.  Much of the bulk agricultural industry is facing food safety regulation for the first time.  Many principles of food safety have been common practice; others have not.

Virtually all food handling, storage, processing, distribution facilities must be registered with Food and Drug Administration (FDA) by January 31, 2013, and every two years thereafter. Previously registered facilities must reregister to update their information.  Iowa State Extension has created a short training video on registration (website to be announced).  Although there are some limited exemptions, registration applies to the vast majority of grain handling facilities, feed mills, processors, and other participants in the grain/grain product markets.
To comply with FSMA provisions, most registered facilities will need a written and verified food safety preventive control plan.  FDA may issue full or partial exemptions to the requirements of Section 103, possibly in cases of throughput facilities without processing.  Food safety preventive control plans are a self –evaluation of the possible food safety risks that could come into or be created by an operation.  For each potential risk, there will need to be a statement of how that operation (you) is controlling the risk, and how the operation is checking to see that the controls work.

Although Guidance and Regulation from FDA have not been released, many activities (sanitation for example) are basic to food safety regardless of regulatory emphasis.  Prevention means understanding your operations in a fairly detailed way, and how those up or down your market chain may affect your food safety issues. An example would be a buyer that roasts soybeans will automatically kill bacteria.  Actions of suppliers or buyers can either relieve or magnify potential food safety problems.
This Checklist will help you organize your materials and assess your current food safety preparedness.  The Checklist is NOT itself a plan; only an assessment tool to assist in the development of your own plan.  ISU Extension will provide a generic plan template once the FDA rules and guidance are released.  We recommend that you study your food safety capability from the viewpoint of filling gaps and creating new efficiency, rather than regulatory compliance.  In many cases, creation of formalized (written) procedures will be helpful and/or required.  FSMA frequently uses the term verification procedures are of no assistance if there is no follow–up and recording that they are being followed, and that problems are corrected.

This Checklist is has 7 parts, with explanations in each part.

Overall Food Safety Program 

Inventory Management
Personnel

Sanitation

Buildings, Grounds and Maintenance

Pest/Wildlife Management

Biosecurity

We recommend doing one part at a time and collecting/listing documentation in each part as you go.  This will be easier than either trying to do the whole checklist in one session or skipping around among parts.  It is a Word document that can be downloaded and saved.  If the answer to a question is no, put no; that will be an area to work on.  This is for your use only; it is not a regulatory compliance program.  
We welcome input and suggestions.  After the Guidance and Regulations are released, it may be possible to tailor versions of the Checklist to specific industries, such as feed, or ethanol, or grain handling.  However, FSMA does not make distinctions among industries in the application of preventive controls.  All the issues apply to all the industries and facilities within the industries.
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These materials are provided for educational and informational purposes only.  The materials are not a substitute for professional advice, whether legal or otherwise.  These materials are intended, but not promised or guaranteed to be, current, complete, or accurate.  Users are responsible for any consequences resulting from their use of the materials. Copying and redistribution without change is allowed with attribution.
Food Safety Checklist Part 1: Overall Food Safety Program

	Questions
	Yes
	No
	N/A
	Documents

	Food Safety Program

	1.1
	A documented food safety program is implemented.
	
	
	
	

	
	Hint: A written plan that describes the current food safety practices.

	1.2
	The operation has designated someone or a team to implement and oversee the food safety program.
	
	
	
	

	
	Hint: This person is aware of all aspects of the food safety program and control measures.

	1.3
	All food safety documentation is located in one retrievable location (e.g. physical location or network)
	
	
	
	

	
	Hint: Easily accessible if any documentation is needed (note: if multiple locations then all locations should have access).

	1.4
	Records are kept for two years in an orderly manner.
	
	
	
	

	
	Hint: Records are in a location that is waterproof AND records are easily searchable.

	1.5
	A map of the facility and grounds is available.
	
	
	
	

	
	Hint: This should detail all building on the premises. 

	1.6
	Flow map(s) of each grain flow path or process are available.
	
	
	
	

	
	Hint: Flow chart of how the grain enters and exits the facility (all the steps to develop final goods).

	1.7
	There is a written analysis of potential food safety hazards and their severity that considers potential hazards associated with inbound grains and other ingredients,   processing methods, and finished products.  For each, there is a statement of how that risk is being controlled, and how control is documented.
	
	
	
	

	
	Hint: Identification of critical hazards and documentation of how the hazards are controlled within the facility

	Comments and Notes:



This section covers the background planning that is needed before starting on a Preventive Control Plan.  Records means whatever information you have on the products you buy (scale tickets, grades, seller, where you put each load, etc.) and the same for the products you resell or process and sell.  Documentation means the standard operating procedures and other descriptions of how operations are done; documentation contains the method by which records (data) are created.  In grains, mycotoxins (aflatoxin, vomitoxin) are often the primary risks; consider if you have a scientifically sound control program.  The documentation and description does not have to be elaborate, just clear and complete.

Food Safety Checklist Part 2: Inventory Management
	Questions
	Yes
	No
	N/A
	Documents

	Inventory Management

	2.1
	An accurate documented program based on the “One step backward and one step forward” principle has been established to trace grain ingredients and products throughout the operation. 
	
	
	
	

	
	Hint: Documentation of all the supplies entering your facility and documentation of the location of all the finished goods.

	2.2
	An up-to-date written recall action plan has been established in the event that product must be traced one step backward or one step forward.
	
	
	
	

	
	Hint: A written plan on how to obtain all finished goods that have exited your facility if a problem is discovered after product has been distributed.

	2.3
	The operation performs documented “mock recalls” to verify the limits of accuracy in tracing product. 
	
	
	
	

	
	Hint: Each facility needs to practice their recall plan on a regular basis to ensure that all finished goods can be located in a timely manner.

	2.4
	All farmers/suppliers have been approved as vendors within the food safety program.  Documentation of compliance is available.
	
	
	
	

	
	Hint: All supplies/farmers had been evaluated to ensure they have safe food handling practices.  Minimize risk of a hazard being introduced into your facility.

	2.5
	Standard operating procedures describe action steps to be taken in case a product is contaminated by chemical, physical, or biological hazards.
	
	
	
	

	
	Hint: Written procedures that describe what steps will occur if a hazard is identified within the production process.

	2.6
	Appropriate analytical test(s) are run on grain and products to ensure control of biological and chemical hazards.  Validation is available.
	
	
	
	

	
	Hint: Measurable tests are performed on the grains and finished goods to minimize risk of chemical and biological hazards.  This measurable test has been tested to ensure accuracy and sensitivity.

	2.7
	Recorded verification of previous loads hauled by conveyances used to transport product to the facility is performed (e.g. trucks, railcars, wagons).
	
	
	
	

	
	Hint: Documentation that ensures that the previous loads did not contain a hazardous material that can cross contaminate your finished goods.

	2.8
	Transportation carriers are inspected for cleanliness prior to loading.
	
	
	
	

	
	Hint: Visual inspection of vehicles that will transport finished goods to ensure cleanliness.

	2.9
	Feed ingredients that contain or may contain mammalian proteins are identified and properly handled and stored to prevent cross contamination. Training is provided to suppliers to minimize this risk.
	
	
	
	

	
	Hint: Special feed ingredients that may be high risk for mammalian proteins are identified and handled in a manner that minimizes the risk of cross contamination with other feed ingredients.  Specially labeled store location, scoops, and bins for these feed ingredients.

	2.10
	Outbound products are kept separate from inbound grain and other ingredients.
	
	
	
	

	
	Hint: Physical separation of incoming grains and ingredients and finished goods to ensure no cross contamination occurs.

	2.11
	Controlled feed ingredients or processing aids are incorporated into manufactured products at established regulatory levels.  Documentation is available and records are kept.
	
	
	
	

	
	Hint: Monitoring and documentation of controlled ingredients to ensure they are used in regulatory levels.

	2.12
	Appropriate clean-out methods are used for bulk storage bins and to avoid contaminating materials with foreign material and/or hazards. Clean-out and sequencing records are maintained. 
	
	
	
	

	
	Hint: Written procedures are established on how to properly clean-out a bin (sequence) to minimize cross contamination.

	2.13
	Bulk materials are always stored in a manner that controls contaminants. 
	
	
	
	

	
	Hint: Minimize the risk of biological, chemical, or physical hazard being introduced into bulk material while stored.

	2.14
	Bulk material storage(s) are clearly labeled with content.
	
	
	
	

	
	Hint: Waterproof and environment proof labels that clearly detail the content of ALL storage bins.

	2.15
	Finished products are labeled with an appropriate lot/code system.
	
	
	
	

	
	Hint: The lot of code for the finished product needs to be clearly labeled on ALL storage bins.

	2.16
	Customer complaints and resolution are documented.
	
	
	
	

	
	Hint: Easily reviewable documentation to ensure control of all identified hazards.


	Comments and Notes



Inventory management covers the physical operations of handling and processing.  For effective food safety management plans, keep as much time stamped information as is practical.  For example, what bin was a given inbound delivery placed in?  What bin (s) was used to prepare specific outbound shipments or processing batches?  Is there any record of what product flow paths were in use at what times?  What quality or food safety tests are done throughout the handling or processing, and how is that data retained/matched with outbound shipments.
Food Safety Checklist Part 3: Personnel
	Questions
	Yes
	No
	N/A
	Documents

	Personnel

	3.1


	Policy on employee dress code
	
	
	
	

	
	Hint: Written policy on how employees should dress at the work site (note: potential for cross contamination from employees’ attire).

	3.2
	Employees are restricted from work if they have diarrheal disease or symptoms of infectious disease.
	
	
	
	

	
	Hint: Written policy that explains that workers will be sent home if they have symptoms of an infectious disease.

	3.3
	A written policy on eating, drinking, smoking and tobacco use is enforced.
	
	
	
	

	
	Hint: No eating, drinking, smoking, or tobacco use in work area.  Designated areas are available for eating, drinking, smoking, and tobacco use that are away from the work area.

	3.4
	Training on receiving, manufacturing and distribution is provided to all employees.  Suggestion: Incorporate  training and training documentation into procedure 
	
	
	
	

	
	Hint: Training on all the duties performed on the work site.

	3.5
	Training is provided on food safety risk to management positions and/or those who oversee other employees.  
	
	
	
	

	
	Hint: Specific training related to the food safety risks present at the facility and how the facilities control these risks.

	3.6
	Only certified/ trained personnel may apply pesticides and fumigants.
	
	
	
	

	
	Hint: Documentation of training or certification should be available if requested.

	3.7
	Non-employee access to facilities is controlled. 
	
	
	
	

	
	Hint: Policy on how to control non-employee access within the facility. 


	Comments:



Trained personnel that understand why they are doing something as well as what they are doing is the most valuable component of preventive controls.  Food safety inspectors will talk to them, as well as to management.    The growing list of procedures-based requirements, both regulatory and buyer driven makes the creation of standard operating procedures for key tasks a very useful action.  Consider incorporating special components/guidance/application– e.g. worker safety, food safety, site security, etc- as direct call-outs in each procedure.  If this is done, training to procedures will automatically cover regulated as well as operations components.  The procedures manual can be a big part of your required preventive action plans.  Documentation of training (training records) will be important.
Food Safety Checklist Part 4: Sanitation
	Questions
	Yes
	No
	N/A
	Documents

	Sanitation

	4.1
	A regular housekeeping and sanitation program specifies cleaning practices and cleaning frequency for each area (inside and outside) of the facility.   The program is monitored on a regular basis, with records of findings.
	
	
	
	

	
	Hint: Written procedures and documentation on how to perform regular housekeeping and cleaning of the entire facility.

	4.2
	All equipment is cleaned on a scheduled basis with records kept. (E.g. scales, metering devices, scoops, bins).
	
	
	
	

	
	Hint: Documentation of when equipment is cleaned on a regular basis.

	4.3
	Spacing of equipment, bulk storage and ingredients allows for proper cleaning and inspection.
	
	
	
	

	
	Hint: Equipment and bins are away from the walls and spaced apart so that cleaning and inspection can occur easily

	4.4
	There is a written policy on handling of spills 
	
	
	
	

	
	Hint: Procedures on how to properly handle small to very large spills within the facility.

	4.5
	All toilets/restrooms are clean.  Facilities are equipped with hand washing options.
	
	
	
	

	
	Hint: Restrooms are cleaned regularly and hand soap and towels are available for hand washing.

	4.6
	Sewage treatment systems/septic system(s) are functioning properly with no evidence of leaks or run off.
	
	
	
	

	
	Hint: Regular inspection of sewage and septic system is performed.

	4.7
	Written procedures specify appropriate clean-out procedures (sequencing, flushing, physical, or other) to minimize cross contamination.  (If needed)
	
	
	
	

	
	Hint:  Refer to 2.12

	4.8
	Dust is controlled to minimize the potential for cross contamination between feeds and feed ingredients. 
	
	
	
	

	
	Hint: Prevent cross contamination by minimizing dust formation.

	4.9
	Dump pits are scheduled regularly for cleaning and completely covered to prevent cross contamination.
	
	
	
	

	
	Hint: Inspection and cleaning occur with dump pits to minimize potential cross contamination.

	4.10
	There is a written and verified pest control program (rodents, birds, insects, etc).  
	
	
	
	

	
	Hint: See Section #6 for details.

	Comments:



Sanitation is likely to be the first topic covered by food safety inspections; sanitary problems are more obvious even to inspectors not familiar with the industry.  Many of the recall issues have been traceable to some form of sanitation or pest incidence.  This is the first area to focus on with standard procedures and follow-up verification.
Food Safety Checklist Part 5: Buildings, Grounds, and Maintenance
	Questions
	Yes
	No
	N/A
	Documents

	Buildings, Grounds, and Maintenance

	5.1
	Buildings, fixtures, and other physical facilities are regularly inspected to be in good repair.
	
	
	
	

	
	Hint: Broken items are fixed or removed on a regular basis.

	5.2
	Work areas meet written cleanliness standards.
	
	
	
	

	
	Hint: The frequency and procedures written within the sanitation procedures are followed.

	5.3
	Grounds are maintained to be free from litter, waste, uncut weeds, and standing water. Broken or unused equipment is properly stored.
	
	
	
	

	
	Hint: Regular walk-rounds outside the facilities to ensure tightness and cleanliness.

	5.4
	Light bulbs and glass are appropriately protected so as not to contaminate products (if broken)
	
	
	
	

	
	Hint: Covers are over all light bulbs or non-breakable light bulbs are used.

	5.5
	Outside areas are well drained.
	
	
	
	

	
	Hint: The drains are clear of debris to prevent proper drainage.

	5.6
	Basements, tunnels, and pits are dry and free of leaks.
	
	
	
	

	
	Hint: Inspection of entire facility to ensure no leaks are present.

	5.7
	All equipment is in good repair and does not contribute foreign material to the product
	
	
	
	

	
	Hint: Broken or damaged equipment can add foreign materials into finished goods.

	5.8
	Lubricants, pesticides, fertilizers, insecticides, rodenticides, toxic chemicals and non-feed products are stored in a manner that avoids contaminating grain, feed products and ingredients. 
	
	
	
	

	
	Hint: These should be stored in a location away from grain and feed products and ingredients (note: preferably in a secured cabinet).

	5.9
	All storage bins for manually added feed ingredients are properly labeled/ coded and separate identified scoops are used to prevent cross contamination.
	
	
	
	

	
	Hint: Separate and labeled scoops for each ingredient that is added to feed products.

	5.10
	Temporary grain storage areas/units are properly constructed, covered and ventilated to prevent contamination and pest harborage.
	
	
	
	

	
	Hint: Temporary units should withstand the environmental conditions and prevent pest entry.

	5.11
	Equipment and machinery that are not in use are stored securely away from production areas.
	
	
	
	

	
	Hint: Storage area designated to unused equipment and machinery.

	5.12
	Damaged containers, equipment, and/or machinery are properly disposed of in a timely manner.
	
	
	
	

	
	Hint: Regular disposal of equipment, containers and/or machinery that are being disposed. Note: Fix it or dispose of it….don’t just store it!

	Comments:



Equipment condition contributes to sanitation, and influences accuracy of operations.  Each one of these items may require a walk through and evaluation.

Food Safety Checklist Part 6: Pest/Wildlife Management
	Questions
	Yes
	No
	N/A
	Documents

	Pest/Wildlife Management

	6.1
	There is an established pest control program that has regular inspections for verification.
	
	
	
	

	
	Hint: A company or individual that inspects the facility regularly.

	6.2
	Service and inspection reports for the pest control program are reviewed regularly.
	
	
	
	

	
	Hint: Documentation should be provided by pest management personnel after each visit.  This documentation should be reviewed and stored for future reviews.

	6.3
	Measures are taken to exclude animals and/or other pests from facility.
	
	
	
	

	
	Hint: Screens, doors, and facilities are maintained to minimize animal and pest entry.

	6.4
	Loose grain/uncontained piles are minimal.  Spills are cleaned up immediately.
	
	
	
	

	
	Hint: Presence of loose grain and uncontained piles attract animal and pests onto the facilities grounds.

	6.5
	Pallets are cleaned and examined for pest and contamination prior to use.
	
	
	
	

	
	Hint: Pallets can be a method pass hazards to finished goods.

	Comments:



Animal filth is a major source of microbiological and chemical contamination.  Pests are also a significant source of inventory shrink and/or quality degradation.  Walk the facility and check records for infestation or animal filth notations in outbound product quality evaluations.  Are grain or grain products inspected during processing and handling, to identify possible sources of in-house contamination?  Outbound product examination may not be soon enough. 
Food Safety Checklist Part 7: Biosecurity

	Questions
	Yes
	No
	N/A
	Documents

	Biosecurity

	7.1
	There is a documented biosecurity action plan.
	
	
	
	

	
	Hint: Written plan on how the facility will control intentional contamination of their food types.

	7.2
	Security of the premises is routinely verified. 
	
	
	
	

	
	Hint: Ensure that the facility is not easily accessible after hours or when no personnel are present.

	7.3
	Established procedures exist for the delivery of ingredients and supplies and the pick-up of outbound products.
	
	
	
	

	
	Hint: Recognized policy to ensure all supplies are approved for use.

	7.4
	All ingredients and supplies are inspected upon delivery.
	
	
	
	

	
	Hint: Visual and chemical testing may be required (depending on the ingredient or supply).

	7.5
	Established policy for rejecting product.  Rejections are documented completely.
	
	
	
	

	
	Hint: Documentation and procedures on how to handle product that does not meet standards.

	7.6
	Production areas that contain hazardous material are restricted to authorized personnel.
	
	
	
	

	
	Hint: Hazardous materials can intentionally be incorporated into feed ingredients, products, and finished goods.

	7.7
	Visitors must sign-in/out when entering premises and are restricted to specific areas.
	
	
	
	

	
	Hint: Identification should be required at entry to facility to ensure the correct persons are present.

	7.8
	Employee records and facility computer systems are secure and restricted.
	
	
	
	

	
	Hint: Passwords and locks should be utilized to minimize access to all personnel.

	7.9
	New hires are screened with background check.
	
	
	
	

	
	Hint: Background checks can reveal presence of a risky history and employment history.

	7.10
	Access to entrances and exits to the grain elevator and/or processing area have controlled access to authorized personnel only.
	
	
	
	

	
	Hint: Minimize the number of persons who have access to grain, ingredients, and/or finished goods.

	7.11
	Trucks and transportation are controlled within production areas.
	
	
	
	

	
	Hint: Vehicles can be a source of contamination that can be brought onto facility grounds.

	7.12
	The grounds and work areas are well-lit.
	
	
	
	

	
	Hint: Light has been shown to deter theft or unwelcomed entry.

	7.13
	Locks, windows, and screens are in good repair.
	
	
	
	

	
	Hint: Prevent entry into facilities when no one is present.

	7.14
	Water, airflow, electrical and gas systems are restricted access and are secure.
	
	
	
	

	
	Hint: Water, airflow, electrical and gas systems are sources that can be intentionally contaminated.


	7.15
	Parking lot access is monitored and restricted from general public use (if possible)
	
	
	
	

	
	Hint: Minimize chances of public from entering facilities unwelcomed.

	7.16
	Visitors are accompanied by facility personnel.
	
	
	
	

	
	Hint: Intention contamination can occur by unaccompanied persons.

	Comments:



These are basic security items that grain businesses have not traditionally needed.  A biosecurity action plan is how security/terror/tampering threats are prevented.  It is required for the Bioterror Act.  It can be included within a Food Safety Preventive Control Plan.
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