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Overview of Food Safety Modernization Act 
Congress enacted FSMA in late 2010; signed by the President in early 2011.  The policy debate was held 
in Congress in 2010. 
 
There are approximately 20 topics in the FSMA; FDA has primary responsibility for implementing these 
provisions.  The FDA proposed two regulations in January 2013 in an effort to implement 2 of these 20 
topics.  Bottom line – more details will be coming from the FDA in the future as the FDA implements the 
law enacted by Congress two years ago. 
 
Even though USDA shares responsibility for food safety with FDA (based on statutes enacted by 
Congress since 1906), the FSMA primarily addresses the FDA’s responsibilities.  USDA’s food safety 
responsibilities were minimally altered by the FSMA. 
 
 
Overall Picture 
The first U.S. federal food laws were enacted in 1906; nearly all U.S. federal food law has been enacted 
by Congress AFTER a problem has arisen. 
 
It may be helpful to think of food law as categorizing the U.S. food industry into five sectors and each 
sector is overseen or regulated differently. 

 Ag input suppliers – FDA, USDA, EPA 
 Agricultural producers – USDA and expanding role of FDA 
 Food Processors 

o USDA Food Safety Inspection Service (FSIS) for meat & poultry processors 
o FDA for all other food processors 
o State government parallels federal government 

 Retail and food service 
o State and local governments (but with guidance from FDA, i.e., the Food Code) 

 Consumers 
o Educate and inform (e.g., food product labeling) 

 
For approximately 20 years, meat & poultry processors (under USDA FSIS) and seafood and juice 
processors (under FDA) have been required to prepare and implement written hazard analysis critical 
control point plans (HACCP plans); the Food Code also encourages the food service sector to follow 
HACCP protocol.  FSMA now requires all other food processors to prepare and implement hazard 
analysis and preventive controls. 

 FSMA has updated hazard analysis: the next generation 
 FSMA does not change HACCP rules for those food businesses previously subject to HACCP 
 FSMA mandates hazard analysis for businesses in the food processing sector that previously 

were not subject to HACCP 
This “Hazard Analysis/Food Safety Plan” is one of the 20 topics in FSMA; this is one of the two topics 
addressed with the recently proposed FDA regulations.   

 This topic also is being referred to as “Current Good Manufacturing Practices” (cGMPs) as well 
as “Preventive Controls.”  Unfortunately, we appear to have four short-hand titles for this topic. 



 
The second recently proposed FDA regulation implements the “produce safety” provision of the FSMA.  
Congress included this provision in the FSMA to address the concern that food safety risks arise from on-
farm activities in raising and handling fresh/raw fruits and vegetables.  Because these raw commodities 
are going “directly” to consumers without further processing, the last opportunity to reduce the risk of 
safety concerns will be on the farm.  FDA has been given responsibility to work with USDA in overseeing 
these consumer food items even though the activities are “on-the-farm” – an area of the food industry that 
in the past has been primarily the jurisdiction of USDA. 
 
It also is critical to understand that expectations for the food industry are coming from other food 
businesses and consumers.  The trend we are discussing today is NOT solely driven by public policy and 
law. 
 
 
Hazard Analysis Risk-based Preventive Control Regulation (Food Safety Plan) 
All food processors must prepare and implement a food safety plan; this requirement will be administered 
by the FDA. 

"The owner, operator, or agent in charge of a facility shall ... evaluate the hazards that could 
affect food manufactured, processed, packed, or held by such facility, identify and implement 
preventive controls to significantly minimize or prevent the occurrence of such hazards and 
provide assurances that such food is not adulterated ... or misbranded ..., monitor the 
performance of those controls, and maintain records of this monitoring as a matter of routine 
practice."  21 USC 350g 

 
Food processors are those businesses that need to register their food facility:  farms and restaurants are 
examples of food businesses that are NOT food processors and do NOT have to register  
 
Food processors exempt from having to prepare and implement a food safety plan rule include 

 Meat & poultry processors (they are regulated by USDA FSIS) 
 Seafood and juice processors (they are already required to have HACCP plans that are overseen 

by FDA) 
 Manufacturers of dietary supplements, alcoholic beverages, low-acid foods 
 A farm which processes only fruits and vegetables that it is growing for the fresh/raw market, but 

such a farm will be subject to the produce safety regulation. 
 A small or very small farm business that packs or holds food if the only packing and holding 

activities are low-risk packing or holding; a farm handling another farm's commodities can fit 
within this exemption.  (A farm that is not small or very small as well as farms that pack or hold 
“other than low-risk” must have a food safety plan.) 

 A small or very small farm engaged in low-risk manufacturing/processing activities but only if the 
manufacturing/processing activities involve ONLY the facility/farm's own raw agricultural 
commodities.  (Any farm that is 1) processing commodities of another farm, or 2) not a small or 
very small farm business, or 3) manufacturing something “other than low-risk” must have a food 
safety plan.) 

 A qualified facility is   
 a very small business or  
 a facility that sells less than $500,000 in food and more than half of that food is sold to 1) the 

consumer or 2) a restaurant or retail food establishment that a) is located in the same state or 
within 275 miles and b) is purchasing the food for sale directly to consumers at such 
restaurant or retail food establishment. 

Modified Requirements:  A qualified facility must 1) document that it has identified potential 
hazards associated with the food, is implementing preventive controls to address the hazards, 
and is monitoring the preventive controls; or 2) documents that the facility is in compliance with 
state, local, county, or other applicable non-Federal food safety law. 



A qualified facility must provide consumers the name and address of the facility where the food 
was manufactured or processed: 

 (1) If a food label is required, the information must appear on the label of the food. 
 (2) If a food label is not required, the information must appear at the point of purchase, on 

a label, poster, sign, placard, or documents delivered contemporaneously with the food in 
the normal course of business, or in an electronic notice, in the case of Internet sales. 

 
“Facilities that are solely engaged in [1] the production of food for animals other than man, [2] the storage 
of raw agricultural commodities (other than fruits and vegetables) intended for further distribution or 
processing, or [3] the storage of packaged foods that are not exposed to the environment” may be 
exempt or subject to modified rules. 
 
A food safety plan must include 

(1) a written hazard analysis 
(2) written preventive controls 
(3) written procedures, and the frequency with which they are to be performed, for monitoring the 

implementation of the preventive controls 
(4) written corrective action procedures 
(5) written verification procedures 
(6) a written recall plan 

The food safety plan must be prepared by a "qualified individual." 
For more details; see FDA proposed Hazard Analysis regulation at 
http://www.ag.ndsu.edu/foodlaw/overview/history/fsma-implementation/GMPHARPC/2013prop-reg-gmp-
harpc/view (about 2/3 of the way down the pdf) 
 
A quick review of USDA FSIS HACCP requirements for meat & poultry processors reveals similarities (9 
CFR 417.2(c)):  

(c) The HACCP plan shall, at a minimum: 
1. List the food safety hazards identified ... which must be controlled ... 
2. List the critical control points for each of the identified food safety hazards... 
3. List the critical limits that must be met at each of the critical control points... 
4. List the procedures, and the frequency with which those procedures will be performed, that 

will be used to monitor each of the critical control points... 
5. Include all corrective actions ... to be followed in response to any deviation from a critical 

limit...  
6. Provide for a recordkeeping system that documents the monitoring of the critical control 

points...  
7. List the verification procedures ... that the establishment will use... 

 
Preventive Controls 

1. Sanitation procedures for food contact surfaces and utensils and food-contact surfaces of 
equipment 

2. Supervisor, manager, and employee hygiene training 
3. An environmental monitoring program to verify the effectiveness of pathogen controls in 

processes where a food is exposed to a potential contaminant in the environment  
4. A food allergen control program  
5. A recall plan (but is this not already part of the food safety plan?) 
6. Current Good Manufacturing Practices (cGMPs)  
7. Supplier verification activities that relate to the safety of food  

 
“Refreshed” Good Manufacturing Practices – they are not entirely new.  Note:  these are the same topics 
as past GMPs (see 21 CFR part 110) but there are additional details. 

 Personnel 
 Plant and grounds 
 Sanitary operations 
 Sanitary facilities and controls 



 Equipment and utensils 
 Processes and controls 
 Raw materials and ingredients 
 Manufacturing operations 
 Warehousing and distribution 
 Defect action levels:  Some foods, even when produced under current good manufacturing 

practice, contain natural or unavoidable defects that at low levels are not hazardous to health. 
FDA establishes maximum levels for these defects in foods produced under current good 
manufacturing practice and uses these levels in deciding whether to recommend regulatory 
action.  Defect action levels are established for foods when it is necessary and feasible to do so. 
These levels are subject to change upon the development of new technology or the availability of 
new information.  Compliance with defect action levels does not excuse preparing, packing, or 
holding food under unsanitary conditions. 

 
For more details; see FDA proposed Hazard Analysis regulation at 
http://www.ag.ndsu.edu/foodlaw/overview/history/fsma-implementation/GMPHARPC/2013prop-reg-gmp-
harpc/view (about 45% of the way down the pdf) 
 
The food processor must have the following documents: 

1. The written food safety plan, including the written hazard analysis, preventive controls, monitoring 
procedures, corrective action procedures, verification procedures, and recall plan 

2. Records that document the monitoring of preventive controls 
3. Records that document corrective actions 
4. Records that document verification, including those related to: 

1. (i) Validation 
2. (ii) Monitoring 
3. (iii) Corrective actions 
4. (iv) Calibration of process monitoring and verification instruments 
5. (v) Records review 
6. (vi) Reanalysis 

5. Records that document applicable training for the qualified individual. 
Do not overlook the need to document employee training. 
 
Closing thoughts 

 Many food handling practices will not be changed; it is the documentation that needs to be added. 
 An industry template to assist in preparing and implementing a food safety plan, and documenting 

the implementation of the food safety plan 
 Use documentation to avoid liability 
 Steps to protect against intentional attacks on food are NOT part of this regulation; the industry 

can expect those rules in the future. 
 Can food processors develop technology to assist in meeting these requirements? 
 Negotiate “recall” insurance policy 

 
 
 
Produce Safety Regulation 
In response to past food safety concerns that were traced to on-farm activities that impacted fresh/raw 
fruits and vegetables, Congress is requiring produce farmers to follow specific practices. 

"[FDA] in coordination with [USDA] … shall … establish science-based minimum standards for 
the safe production and harvesting of … fruits and vegetables … that are raw agricultural 
commodities for which … such standards minimize the risk of serious adverse health 
consequences or death. [The standards] shall -- 

(B) include, with respect to growing, harvesting, sorting, packing, and storage operations, 
science-based minimum standards related to soil amendments, hygiene, packaging, 
temperature controls, animals in the growing area, and water; 



(C) consider hazards that occur naturally, may be unintentionally introduced, or may be 
intentionally introduced…" 

 
 
Covered produce includes all of the following: 

(1) Fruits and vegetables such as almonds, apples, apricots, aprium, asian pear, avocados, 
babaco, bamboo shoots, bananas, Belgian endive, blackberries, blueberries, broccoli, cabbage, 
cantaloupe, carambola, carrots, cauliflower, celery, cherries, citrus (such as clementine, 
grapefruit, lemons, limes, mandarin, oranges, tangerines, tangors, and uniq fruit), cucumbers, 
curly endive, garlic, grapes, green beans, guava, herbs (such as basil, chives, cilantro, mint, 
oregano, and parsley), honeydew, kiwifruit, lettuce, mangos, other melons (such as canary, 
crenshaw and persian), mushrooms, nectarine, onions, papaya, passion fruit, peaches, pears, 
peas, peppers (such as bell and hot), pineapple, plums, plumcot, radish, raspberries, red currant, 
scallions, snow peas, spinach, sprouts (such as alfalfa and mung bean), strawberries, summer 
squash (such as patty pan, yellow and zucchini), tomatoes, walnuts, watercress, and watermelon; 
and 
(2) Mixes of intact fruits and vegetables (such as fruit baskets). 

 
The following produce is not covered: 

(1) Produce that is rarely consumed raw, specifically the produce on the following exhaustive list-- 
arrowhead, arrowroot, artichokes, asparagus, beets, black-eyed peas, bok choy, brussels 
sprouts, chick-peas, collard greens, crabapples, cranberries, eggplant, figs, ginger root, kale, 
kidney beans, lentils, lima beans, okra, parsnips, peanuts, pinto beans, plantains, potatoes, 
pumpkin, rhubarb, rutabaga, sugarbeet, sweet corn, sweet potatoes, taro, turnips, water 
chestnuts, winter squash (acorn and butternut squash), and yams; 
(2) Produce that is produced by an individual for personal consumption or produced for 
consumption on the farm or another farm under the same ownership; and 
(3) Produce that is not a raw agricultural commodity. 

 
Covered produce is eligible for exemption ... under the following conditions: 

(1) The covered produce receives commercial processing that adequately reduces the 
presence of microorganisms of public health significance. Examples of commercial processing 
that adequately reduces the presence of microorganisms are processing with a validated process 
to eliminate spore-forming microorganisms (such as processing to produce tomato paste or shelf-
stable tomatoes), and processing such as refining or distilling produce into products such as 
sugar, oil, spirits, or similar products; and  
(2) The farmer documents the identity of the recipient of the covered produce that performs 
the commercial processing. 

 
Produce means any fruit or vegetable (including mixes of intact fruits and vegetables) and includes 
mushrooms, sprouts (irrespective of seed source), peanuts, tree nuts and herbs. 

 A fruit is the edible reproductive body of a seed plant or tree nut (such as apple, orange and 
almond) such that fruit means the harvestable or harvested part of a plant developed from a 
flower. 

 A vegetable is the edible part of an herbaceous plant (such as cabbage or potato) or fleshy 
fruiting body of a fungus (such as white button or shiitake) grown for an edible part such that 
vegetable means the harvestable or harvested part of any plant or fungus whose fruit, fleshy 
fruiting bodies, seeds, roots, tubers, bulbs, stems, leaves, or flower parts are used as food and 
includes mushrooms, sprouts, and herbs (such as basil or cilantro). 

 Produce does not include food grains meaning the small, hard fruits or seeds of arable crops, 
or the crops bearing these fruits or seeds, that are grown and processed for use as meal, flour, 
baked goods, cereals and oils rather than for fresh consumption (including cereal grains, pseudo 
cereals, oilseeds and other plants used in the same fashion). Examples of food grains include 
barley, dent- or flint-corn, sorghum, oats, rice, rye, wheat, amaranth, quinoa, buckwheat, cotton 
seed, and soybeans. 

 



 
Standards Specified in the Regulation 

 Subpart C--Standards Directed to Personnel Qualifications and Training 
 Subpart D--Standards Directed to Health and Hygiene 
 Subpart E--Standards Directed to Agricultural Water 
 Subpart F--Standards Directed to Biological Soil Amendments of Animal Origin and Human 

Waste 
 Subpart I--Standards Directed to Domesticated and Wild Animals 
 Subpart K--Standards Directed to Growing, Harvesting, Packing, and Holding Activities 
 Subpart L--Standards Directed to Equipment, Tools, Buildings, and Sanitation 
 Subpart M--Standards Directed to Sprouts 

For more details, see http://www.ag.ndsu.edu/foodlaw/overview/history/fsma-implementation/standards-
produce/detailed-description  
Also see FDA Fact Sheet on Subparts for Produce Safety at 
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm334552.htm  
 
 
Qualified Exemption 
A farm is eligible for a qualified exemption if it has less than $500,000 annual food sales AND a majority 
of the food (by value) is sold directly to "qualified end-users" (as discussed in a previous section of this 
document). 
 
 
Record keeping Rules 

 Document required training of personnel, including the date of training, topics covered, and the 
persons(s) trained. 

 
 The findings of the inspection of the agricultural water system 

The results of any analytical tests conducted to determine whether agricultural water is safe and 
of adequate sanitary quality for its intended use 
Scientific data or information relied on to support the adequacy of a method used to satisfy the 
regulatory requirements 
Results of water treatment monitoring 
Results of water testing 
Scientific data or information relied on to support any alternative to the requirements for 
agricultural water used during growing activities using a direct water application method 
Results or certificates of compliance from a public water system. 

 
 For biological soil amendment, the farmer must keep the following records: 

Date of application of any untreated biological soil amendment of animal origin (including raw 
manure) or any biological soil amendment of animal origin treated by composting to a growing 
area.  Date of harvest of covered produce from that growing area, except when covered produce 
does not contact the soil after application of the soil amendment 
For a treated biological soil amendment of animal origin received from a third party, document 
(such as a Certificate of Conformance) that (i) the process used to treat the biological soil 
amendment is scientifically valid and carried out with appropriate process monitoring; (ii) the 
applicable treatment process is periodically verified through testing and the results of such 
periodic testing; and (iii) the biological soil amendment has been handled, conveyed and stored in 
a manner and location to minimize the risk of contamination by an untreated or in-process 
biological soil amendment of animal origin 
For a treated biological soil amendment, document that process controls (for example, time, 
temperature and turnings) were achieved; 
Scientific data or information relied on to support any alternative composting process used to 
treat a biological soil amendment 
Scientific data or information relied on to support any alternative minimum application interval. 



 
 Document the date and method of cleaning and sanitizing of equipment in (1) growing 

operations for sprouts; and (2) harvesting, packing, or holding activities. 
 

 Document treatment of seeds or beans that will be used for growing sprouts.  The farm’s written 
environmental monitoring plan, written sampling plan for each production batch of sprouts, the 
results of all testing, any analytical methods used in lieu of the regulatory methods, and the 
testing method used. 

 
 All records must include 1) the name and location of the farm; 2) actual values and observations 

obtained during monitoring; 3) an adequate description (such as the commodity name, or the 
specific variety or brand name of a commodity, and, when available, any lot number or other 
identifier) of covered produce applicable to the record; 4) the location of a growing area (for 
example, a specific field) or other area (for example, a specific packing shed) applicable to the 
record; and 5) the date and time of the activity documented.   
All records must 1) be created at the time an activity is performed or observed; 2) be accurate, 
legible, and indelible; and 3) be dated, and signed or initialed by the person who performed the 
activity documented. 
The farmer must establish and keep documentation of actions the farmer takes when a standard 
is not met. 
Records must be reviewed, dated, and signed, within a reasonable time after the records are 
made, by a supervisor or responsible party. 

 
 
Similarity to GAP rules created by industry 
Some would suggest that this proposed regulation on Produce Safety is similar to GAP standards 
developed this past decade (see subsequent section of this document). 
 
 
Public Comment 
Deadline 16 for submitting comment to FDA on these two proposed regulations is May 16, 2013 
Web sites for more information and to submit comments: 
 
Hazard Analysis/Food Safety Plan 

• Extensive explanation by the FDA of the proposed regulation (about the first 80% of this long 
document) as well as the official language of the proposed regulation (the final 20% of this long 
document) at https://www.federalregister.gov/articles/2013/01/16/2013-00125/current-good-
manufacturing-practice-and-hazard-analysis-and-risk-based-preventive-controls-for-human 

• FDA Fact Sheet at http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm334115.htm 
• Web page for submitting comment at http://www.regulations.gov/#!submitComment;D=FDA-

2011-N-0920-0001; you may have best results by “copying and pasting” this URL 
 
Produce Safety 

• Extensive explanation by the FDA of the proposed regulation (about 80% of this page) as well 
as the official language of the proposed regulation (the final 20% of the page) at 
https://www.federalregister.gov/articles/2013/01/16/2013-00123/standards-for-the-growing-
harvesting-packing-and-holding-of-produce-for-human-consumption 

• FDA Fact Sheet on the Proposed Rule for Produce Safety at 
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm334114.htm; this page provides links to 
a variety of related FDA web pages 

• Web page for submitting comment at http://www.regulations.gov/#!submitComment;D=FDA-
2011-N-0921-0001; you may have best results by “copying and pasting” this URL 

• FDA Seeks Comments on These Specific Issues in the Proposed Rule (Section IX); see 
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm334114.htm (about 50% of the way 
down the web page)  



 
 
Evolving Food Industry -- a Discussion 
Saxowsky’s Opinion:  Expectations for the food industry are imposed as often by consumers and other 
food businesses as they are imposed by society through government. 
Examples:   

 McDonalds’ Meet our Suppliers:  “Which is why our quality and safety requirements - which meet 
or exceed USDA standards - are among the strictest in the restaurant industry.”  Copied from 
http://www.mcdonalds.com/us/en/food/food_quality/see_what_we_are_made_of/meet_our_suppli
ers.html  

 Walmart:  As the world’s largest grocer … As of Jan. 31, 2012, 76% of our fresh, frozen, farmed 
and wild seafood suppliers were third-party certified. An additional 8% had developed the 
required certification plans.  Copied from http://corporate.walmart.com/global-
responsibility/environment-sustainability/sustainable-agriculture  

 USDA, Agricultural Marketing Service, Fruit and Vegetable Program, Specialty Crops Inspection 
(SCI) Division Audit Programs offers voluntary independent audits of produce suppliers 
throughout the production and supply chain. SCI Division Good Agricultural Practices (GAP) and 
Good Handling Practices (GHP) audits focus on best agricultural practices to verify that fruits and 
vegetables are produced, packed, handled, and stored in the safest manner possible to minimize 
risks of microbial food safety hazards…  See 
http://www.ams.usda.gov/AMSv1.0/HarmonizedGAP  

 In June 2009, the United Fresh Food Safety & Technology Council endorsed a plan to drive 
harmonization of GAP standards… This plan evolved into the Produce GAPs Harmonization 
Initiative, an all-industry effort including growers, shippers, produce buyers, government 
agencies, audit organizations and other stakeholders. The goal of the Initiative is “one audit 
by any credible third party, acceptable to all buyers”. To achieve this goal, the Initiative has 
developed food safety Good Agricultural Practices standards and audit checklists for pre- and 
post-harvest operations, applicable to all fresh produce commodities, all sizes of on-farm 
operations and all regions in the U.S., and has made them available for use by any operation or 
audit organization at no cost.  See http://www.unitedfresh.org/newsviews/gap_harmonization  

 GLOBAL G.A.P. is a private sector body that sets voluntary standards for the certification of 
production processes of agricultural (including aquaculture) products around the globe. The 
GLOBAL G.A.P. Standard is primarily designed to reassure consumers about how food is 
produced on the farm by minimising detrimental environmental impacts of farming operations, 
reducing the use of chemical inputs and ensuring a responsible approach to worker health and 
safety as well as animal welfare… GLOBALG.A.P. serves as a practical manual for Good 
Agricultural Practice (G.A.P.) anywhere in the world. The basis is an equal partnership of 
agricultural producers and retailers who wish to establish efficient certification standards and 
procedures.  See http://www1.globalgap.org/cms/front_content.php?idcat=9  

 FAO GAP:  A multiplicity of Good Agricultural Practices (GAP) codes, standards and regulations 
have been developed in recent years by the food industry and producers organizations but 
also governments and NGOs, aiming to codify agricultural practices at farm level for a range of 
commodities. See http://www.fao.org/prods/gap/  

 WHO HACCP:  The Hazard Analysis Critical Control Point system (HACCP) has become the 
universally recognized and accepted method for food safety assurance. The recent and growing 
concern about food safety from public health authorities, food industry and consumers worldwide 
has been the major impetus in the application of the HACCP system.  See 
http://www.who.int/foodsafety/fs_management/haccp/en/  

 ISO 22000:2005 specifies requirements for a food safety management system where an 
organization in the food chain needs to demonstrate its ability to control food safety hazards in 
order to ensure that food is safe at the time of human consumption. See 
http://www.iso.org/iso/catalogue_detail?csnumber=35466 

 
 
Hazard Analysis Training 



2-day training sessions TBA 
Contact:  Dr. Rob Maddock, NDSU, robert.maddock@ndsu.edu  (701) 231-8975  
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