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● The Food Safety Modernization Act (FSMA) was signed into law 

Jan 2011.

● 7 different rules of FSMA covers a specific part of domestic 

food production, processing, and transportation of human and 

animal food in order to protect the US food supply during all 

points of the supply and distribution chain. 

Food Safety Modernization Act

- Preventive Controls for Human Food

- Produce Safety

- Foreign Supplier Verification Programs 

- International Adulteration

- Preventive Controls for Animal Food

- Sanitary Transportation 

- Accredited Third Party Certification



Preventive Controls for Human Food Rule

• If you make “processed food” then your operation is covered 

under 21 CFR Part 117, Current Good Manufacturing Practice, 

Hazard Analysis, and Risk-Based Preventive Controls for 

Human Food (FDA Preventive Controls for Human Food Rule).

• The regulation requires that food safety activities must be 

completed by a “Preventive Controls Qualified Individual 

(PCQI)” unless your facility is exempted or qualified exempted 

(Decision Trees).



Preventive Controls for Human Food Rule

• PCQI: A qualified individual who has successfully completed 

training in the development and application of risk-based 

preventive controls at least equivalent to that received under a 

standardized curriculum recognized as adequate by FDA or is 

otherwise qualified through job experience to develop and 

apply a food safety system.



Exemptions and Modified Requirements

• Exempt or qualified exempt facilities 

• Foods subject to low-acid canned food regulations

• Foods subject to HACCP (seafood and juice)

• Dietary supplements (Dietary Supplement Safety Act, 2010)

• Alcoholic beverages

• Certain low-risk manufacturing/processing, packing and holding 
activities conducted by small/very small businesses on farms for 
specific foods (jams/jellies/preserves from acid fruit, milling 
grains, extracting oils from grains and fruits/vegetables)

• cf. Cottage Food regulation 



Preventive Controls for Human Food

• The covered food facility MUST: 
1) have and implement a written Food Safety Plan that identified FOOD 

SAFETY HAZARDS that require a preventive controls, and

2) implement preventive controls to significantly reduce or prevent the 

identified hazard.

• The Food Safety Plan include (1) Hazard Analysis, (2) Preventive 

Control, (3) Risk-Based Supply Chain Program, and (4) Recall 

Plan as well as Good Manufacturing Practices (GMP) and other 

prerequisite programs.



Preventive Controls for Human Food

• Hazard Analysis and Risk-Based Preventive Controls 
- Hazard: Any biological, chemical, or physical agent (object or material) 

that could cause illness or injury (cf. economic fraud, spoilage, insect 

parts, hair etc.)

• Updated Good Manufacturing Practices 

• Facilities that manufacture, process, pack or hold human food 

• Facilities required to register with FDA under sec. 415 of the 

FD&C Act.  

• Some exemptions and modified requirements apply. 



Preliminary Steps

1. Assemble the food safety team - PCQI, QA, QC, processing 

supervisor, manager, consultant (team approach). 

2. Describe product and distribution – product name. food safety 

characteristics, ingredients, packaging, shelf-life, storage and 

distribution

3. Describe intended use and consumer of the food

4. Develop a flow diagram and describe the process



Product Description



Flow Diagram



Food Safety Plan

• Definition: A set of written documents that is based on food safety 
principles (adapted from 21 CFR 117.126).

1. Hazard analysis

2. Preventive controls: process controls, food allergen controls, sanitation controls 
and others

- parameter, monitoring, corrective actions, verification, records

3. Supply chain program

4. Recall plan



Current Good Manufacturing Practices (cGMPs)

• The components and practices for safe food processing conditions: 
- Personnel (workers) – training requirement added

- Plant and grounds (building etc.)

- Sanitary operations* (cleaning and sanitizing)

- Sanitary facilities and controls 

- Equipment and utensils

- Processes and controls* (Preventive Controls) – Allergen Control added

- Warehousing and distribution

- Holding and distribution of human food by-products for use as animal 

food added

- Defect action levels



Food Safety Plan-Hazard Analysis

• Hazard - any biological, chemical, or physical hazard that is known 

to be, or has the potential to be, associated with the facility or 

the food

• Hazard Analysis 

- Determines how severity and frequency of hazards is and how often the 

hazard occurs in absence of preventive controls 

- Identify hazards requiring a preventive control

- Focus resources on essential preventive controls

- Identify operations that require improvement

- Considers other factors

























Potential Biological Hazards

• Microorganisms in foods may include:
- Bacteria

- Viruses

- Protozoa

- Yeasts

- Molds

• Prions

• Some are pathogens, many are not!



Chemical Hazards

• Naturally occurring
• Food allergens, mycotoxins, decomposition by-products

• Used in formulation
• Food additives, color additives, preservatives

• Unintentionally or incidentally present
• Cleaning and sanitizing chemicals, pesticides, industrial chemicals, 

heavy metals, drug residues, radiological hazards



Food Allergy

• An adverse response by the body to foods containing allergenic 
proteins

• A very small amount of protein/allergen can trigger different 
symptoms in different individuals

• Food allergy symptoms are unpredictable and vary from mild 
reactions to death

• Major food allergens: milk, egg, peanut, tree nuts, fish, 
crustacean shellfish, wheat, and soy

• Labeling: Food containing allergens should be indicated 



Food Safety Plan-Preventive Controls

• Measures (operations) required to ensure that hazards are significantly 
minimized or prevented. 

• Include controls at critical control points (CCPs), if any, and controls other 
than those at CCPs that are appropriate for food safety 

- Process control

- Food allergen controls

- Sanitation controls

- Supply-chain controls

- Recall plan  

• Not required when hazard is controlled by another entity later in the 
distribution chain 
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Food Safety Plan-Preventive Controls

• Preventive Controls (21 CFR 117.3): “Those risk-based, 

reasonably appropriate procedures, practices, and processes 

that a person knowledgeable about the safe manufacturing, 

processing, packing, or holding of food would employ to 

significantly minimize or prevent the hazards identified under 

the hazard analysis that are consistent with the current scientific 

understand of safe food manufacturing, processing, packaging, 

or holding at the time of the analysis.



Food Safety Plan-Preventive Controls

• If the hazard analysis identifies a hazard that requires a 
preventive control, it is required to develop and implement a 
control to significantly reduce or prevent the hazard.

• And it includes: 

- Process controls such as cooking, metal detection, x-ray, time/ 
temperature controls

- Food allergen preventive controls

- Sanitation preventive controls

- Supply-chain program

- Recall plan



● Procedures, practices, and processes to control parameters 

with minimum or maximum values (Critical Limit) during 

operations. 

● The critical limit must be controlled to significantly minimize or 

prevent a hazard. 

● The process control must be monitored based on what, how 

often, how, who. 

● Corrective action must be taken if deviations occur (followed 

by verification and validation if necessary). 

Food Safety Plan-Process Controls



● The maximum or minimum value, or combination of values, to which 

any biological, chemical or physical parameter must be controlled to 

significantly minimize or prevent a hazard requiring a process control.

Process Controls – Critical Limit









● Monitoring: the procedure designed to provide to make sure 

preventive controls are consistently working correctly.

● Track the operation of the process and identify trends toward 

a critical limit that may cause process adjustments.

● Identify when there is a loss of control (deviation) from a 

critical limit occurs.

● To provide written documentation that can be used to verify 

that the process is under control (record Keeping).

● Temperature, time, pH, chemical concentration, etc.

Food Safety Plan-Process Controls







● Corrective actions  

- Procedures that must be taken if preventive controls are not properly 

implemented.

- Identify and correct problems with implementation

- Reduce likelihood of occurrence

- Evaluate affected food for safety

- Prevent affected food from entering commerce if you cannot ensure 

the food is not adulterated

Food Safety Plan-Process Controls



● Corrective actions  Examples

Food Safety Plan-Process Controls

Process Examples Product Examples 

• Immediate adjustment of 
process 

• Employees stop line when 
deviation occurs

• Apply alternate process
• Repair equipment
• Retrain employees
• Evaluate operation

• Hold product
• Evaluate product
• Determine product 

disposition
- Release, rework or 

destroy product







● Verification

- Action to ensure that preventive controls are consistently 

implemented and effective to reduce hazards. 

Example: 

1) Scientific validating process for preventive controls to ensure that 

the preventive control is effectively reducing identified hazards.

2) Calibrating  (or checking accuracy) monitoring and verification 

devices (such as thermometer). 

- Verification also include reviewing records to ensure the monitoring 

and corrective action are correctly conducted. 

Food Safety Plan-Process Controls





Food Safety Plan

• Recordkeeping: Documenting preventive controls, monitoring, 

and corrective actions
- Monitoring records for preventive controls

- Corrective action records

- Verification records, when required

- Supply-chain program and supporting documentation

- Training records, as appropriate

- Original, true copies or electronic

- Contents: Actual values or observations, accurate, permanent, and 

legible document





● Procedures, practices, and processes to control allergen cross-

contact within a facility and procedures to ensure all food 

allergens are correctly labeled.

● Undeclared allergens present a risk: 

- Consumer reaction can be severe

- Major cause of food recalls

● Allergen management practices ensuring to: 

- Protect allergic consumer and make food safer for all to enjoy

- Reduce company ‘s risk

Food Safety Plan-Food Allergen Controls









Food Safety Plan-Sanitation Controls

• Sanitation preventive controls focus on cleanliness of food-contact 
surfaces and prevention of cross-contamination and allergen cross-contact 
- Environmental pathogens when RTE food is exposed to the environment 

prior to packaging
- Allergens transferred through allergen cross-contact

• Sanitation controls must record:
- Monitoring activities and frequency
- Corrections and corrective actions that apply for allergens and 

environmental pathogens
- Verification activities 





Food Safety Plan-Supply Chain Program

• If a hazard related to ingredients identified and the supplier 

controls that hazard, a risk-based supply chain program must be 

implemented. 

• Supply chain program MUST include:

- Using approved suppliers

- Determining appropriate supplier verification activities such as on-site 

audits, sampling and testing, review of supplier’s food safety record, etc.

- Conducting supplier verification activities

- Documenting supplier verification activities



Food Safety Plan-Recall Plan

• If the hazard analysis identifies a hazard requiring a preventive control, the 
facility must have a written recall plan that describes the procedures to 
perform a recall of the product.

• The recall plan must include procedures to notify consignees, to notify the 
public when necessary, to conduct effectiveness checks and to 
appropriately dispose recalled product.

• Actions taken by a firm to remove a violative product from the market

• May be conducted on a firm’s own initiative, by FDA or state request, or by 
FDA or state order

• Class I, II, or III recall depending on adverse health consequences severity. 



View recorded webinars & learn more at:

www.pnwfoodsafety.org


