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• Food Safety Modernization Act
• Biggest change in food regulations since the Food Drug and Cosmetic Act 

(FD&C Act) was established in 1938
 o FSMA is an amendment to the FD&C Act
• Includes requirements for industry
• Includes requirements for the FDA that do not directly apply to industry
 o Work cooperatively with other agencies in the US and in foreign   

 countries
 o Generate progress reports for Congress
• There are four segments to FSMA
 o Title I: Preventing Food Safety Problems (Sections 101-116)
 o Title II: Detecting and Responding to Food Safety Problems (Sections   

 201-211)
 o Title III: Improving Food Safety in Imported Foods (Sections 301-309)
 o Title IV: Miscellaneous Provisions (Sections 401-405)

• Significant failures in food safety in recent years
 o Major recalls
 o Major outbreaks
• Increased risks
 o Increased issues with food allergens 
 o More resilient and more virulent microorganisms

• FSMA is an amendment to the FD&C Act, therefore it applies to sites that 
fall under the FD&C Act.

• It applies to sites and products that are under FDA jurisdiction, including  
foreign facilities that export to the USA.

• It does not apply to USDA-regulated products.
• Within FSMA there are some requirements that are food category specific:
 o Section 105, Standards for Produce Safety
 o Section 113, New Dietary Ingredients
 o Section 114, Guidance Relating to Post Harvest Processing of Raw   

 Oysters
 o Section 116, Alcohol-Related Facilities
• Specific exemptions are included within the sections
 o Examples of food sector categories that are included in some of the   

 exemptions are packaging manufacturers, manufacturers of    
 dietary supplements, and manufacturers of low-acid canned foods
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1. What is   
 FSMA?

2. Why is FSMA 
 needed?

3. Who does   
 FSMA apply to?
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• FSMA was signed into law by President Obama on January 4, 2011
• At that time all sections of the Act became law and were considered   

enforceable.  
 o Some sections did not require any further regulation and were readily 
  understood and enforced. 
 o Some sections, while currently enforceable as written, are subject to 
  further rulemaking in which additional, more prescriptive requirements  

 will be added.
 o  The sections that require rules are:

 » Section 103 – Hazard Analysis and Risk-Based    
  Preventive Controls for Human and Animal Foods

 •  Proposed rules published January, July, and    
    December 2013

 • Supplemental rule published September 2014
 » Section 105 – Standards for Produce Safety 

 •  Proposed rule published January 2013
 • Supplemental rule published September 2014
 » Section 111 – Sanitary Transport of Food 

 •  Proposed rule published January 2014
 » Section 301 – Foreign Supplier Verification     

  Program 
 • Proposed rule published July 2013
 • Supplemental rule published September 2014
 » Section 302 – Voluntary Qualified Importer Program
 » Section 303 – Authority to Require Import Certifications for Food
 » Section 307 – Accreditation of Third-Party Auditors 

 • Proposed rule published July 2013 
 o Proposed, as well as supplemental rules, represent the FDA’s current  

 thinking on an issue and are not law nor regulation until final publication  
 in the Federal Register.

4.  When did FSMA  
go into effect?
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What is the Rulemaking Process?

Bill is passed by the House/Senate

President signs the Act

Proposed rules are written to 
further describe requirements

Proposed rules are published 
and comment is sought from 

the public

Final rules are published, 
including compliance 

timelines

Final rules are ENFORCED by 
the FDA

The Act is ENFORCEABLE
by the FDA
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 Title I – Preventing Food Safety Problems
  Section 101 –  Inspection of Records
  Section 102 –  Registration of Food Facilities
  Section 103 –  Hazard Analysis and Risk-Based Preventive Controls
  Section 105 –  Standards for Produce Safety
  Section 107 –  Authority to Collect Fees
  Section 111 –  Sanitary Transportation of Food
  Section 112 –  Food Allergy and Anaphylaxis Management
  Section 113 –  New Dietary Ingredients
  Section 114 –  Requirements for Guidance Relating to Post-Harvest   

     Processing of Raw Oysters
  Section 116 –  Alcohol-Related Facilities

 Title II – Detecting and Responding to Food Safety Problems
  Section 201 –  Targeting of Inspection Resources for Domestic Facilities,  

     Foreign Facilities, and Ports of Entry
  Section 202 –  Laboratory Accreditation for Analyses of Foods
  Section 204 –  Enhancing Tracking and Tracing of Food and Recordkeeping
  Section 206 –  Mandatory Recall Authority
  Section 207 –  Administrative Detention of Food
  Section 211 –  Improving the Reportable Food Registry

 Title III – Improving the Safety of Imported Foods
  Section 301 –  Foreign Supplier Verification Program
  Section 302 –  Voluntary Qualified Importer Program
  Section 303 –  Authority to Require Import Certifications for Food
  Section 304 –  Prior Notice of Imported Food Shipments
  Section 306 –  Inspection of Foreign Food Facilities
  Section 307 –  Accreditation of Third-Party Auditors
    

 Title IV - Miscellaneous
  Section 402 –  Employee Protections

• Records access that was in place prior to FSMA and is still in effect includes:
 o The authority to inspect records of interstate shipment, proof of FDA  

  registration, and records in plain sight
 o The authority to inspect HACCP records for seafood and juice
 o The authority to inspect thermal processing records for LACF (low-acid  

  canned foods)
• What has changed?  

o Under the Bioterrorism Act of 2002, the FDA also gained the authority 
to inspect records if there is credible evidence that the product will cause 
serious adverse health consequences or death to humans or animals 
(known as the SAHCODHA threshold). Under FSMA, the threshold has 
been lowered. Rather than having to obtain credible evidence, the FDA 
simply needs reasonable belief that the product will cause SACHODHA, 
in order to have authority to inspect records. 
◊	 Reasonable belief is a much lower threshold.
◊	 It means that once suspect products are identified, “similar products”  

  will meet the reasonable belief criteria.
◊	 Reasonable belief may come from gaps or errors in documentation.

o Records associated with Foreign Supplier Verification and Preventive 
Controls are expected to be part of the readily available records once 
those corresponding rules are published and enforced 

5. What sections 
 apply directly 
 to the food 
 industry? 

6. What does 
 industry need to   
 know about   
 Section 101 – 
 Inspection of 
 Records?



• The company’s procedures for handling regulatory inspections should be  
updated to reflect this new authority and lower threshold. Responsible   
personnel should be trained to the new standard.

• As part of the Bioterrorism Act of 2002, food facilities were required to  
register with the FDA and provide updates to the registration when there were 
changes. The purpose of the registration is to provide information to the FDA 
to facilitate with inspections and investigations in the event of an outbreak 
and/or recall.

• The industry often failed to keep site information current with the registry, so 
under FSMA, re-registration requirements have been added.

• Facilities are still required to register any new sites and re-register when there 
are updates. 

• In addition, sites are required to re-register every 2 years. The re-registration 
period is from October 1 – December 31 in even numbered years. 

• Sites that are not registered or re-registered may be required to recall foods  
processed and distributed without registration. Unregistered sites are also  
subject to fines.

• Food facility registration is no longer referred to as Bioterrorism registration.
• Under FSMA, the FDA has the right to suspend a facility’s registration. This 

right was first exercised in November 2012.

• The Act only addressed HARPC, but the proposed rule includes revisions to 
the cGMPs.

• There have been three proposed rules released under this section:
 o Current Good Manufacturing Practice and Hazard Analysis and Risk- 

 Based Preventive Controls for Human Food (January 2013);  
  supplemental rule released September 2014

 o Current Good Manufacturing Practice and Hazard Analysis and Risk- 
 Based Preventive Controls for Food for Animals (July 2013) supplemental  
 rule released September 2014

 o Focused Mitigation Strategies to Protect Food Against Intentional   
 Adulteration (December 2013)

• What is HARPC?
 o Is it HACCP?

◊	  No.  It is very similar to HACCP, but it includes additional elements. 
  o Do I need to modify my HACCP plan to comply with HARPC or do I  

  need both HACCP and HARPC?
◊	 The FDA requires either HACCP (juice and seafood) or HARPC  

   depending on product type. They do not require both.
◊	 Customers and foreign governments may require a HACCP   

  program and may not accept a HARPC program. In these cases, it  
  may be in a company’s best interest to maintain both.

7. What does   
industry need to  
know about 

 Section 102 –
Registration of 
Food Facilities?

8. What does 
 industry need to 

know about  
Section 103 –
Hazard Analysis 
and Risk-Based 

 Preventive  
 Controls for 

Human Food 
(HARPC)?
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 o What are the additional elements in a HARPC program that are not in  
 HACCP?

◊	 Hazards
 » The Act has outlined 12 hazard categories. HACCP has identified  

  three hazard categories. Upon closer look, most of the 12 hazard  
  categories fall into the HACCP three category approach:

 » Radiological hazards; supplemental rule proposes to consider it  
  as a subset of chemical hazards

 » Economically-motivated adulteration; supplemental rule proposes  
  to include this hazard as separate in the hazard analysis. Only  
  concerned with food safety hazards, not those that affect value or  
  quality. Should focus on situations where there has been a   
  pattern of EMA in the past. (Example: melamine)

 » In the proposed rule, the FDA has excluded the requirement for  
  an evaluation of intentionally introduced hazards. They recognize  
  that this is a different type of assessment from food safety hazard.  
  It is  expected to be a final requirement of food facilities, but not  
   necessarily part of the HARPC program. A separate rule was  
   released in December of 2013 titled “Focused Mitigation   
  Strategies to Protect Against Intentional Adulteration.”
◊	 Hazard Analysis

 » Changed the traditional “hazard reasonably likely to occur”  
   approach to hazard analysis under HACCP to “known or   
  reasonably foreseeable hazard” to identify “significant hazards,” 
  i.e. “severe adverse health effect for humans or animals.”
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* The examples of sources of radiological hazards that are listed in 
the proposed rule are water and nuclear accident.

HARPC HACCP

Biological Biological

Chemical Chemical

Physical Physical

Radiological* No equivalent category

Natural toxins Chemical

Pesticides Chemical

Drug residues Chemical

Decomposition Chemical

Parasites Biological

Allergens Chemical

Unapproved food and 
color additives Chemical

Intentionally introduced hazards No equivalent category



◊	 Preventive Controls
 » Under HARPC, there is no reference to CCPs. Rather,   

preventive controls are identified. CCPs are one type of   
preventive control. In addition, any other control that   
significantly minimizes or prevents a specific hazard falls   
under the preventive control heading.

 » All preventive controls, not just CCPs, must have monitoring,  
corrective action, verification, and recordkeeping.

 » Examples of preventive controls listed in the Act are:
 � Sanitation of food-contact surfaces
 � Supervisor, manager, and employee hygiene training
 � Environmental monitoring
 � Food allergen control program
 � cGMPs
 � Supplier verification
 � Recall Plan

◊	 Hazard Analysis and Risk-Based Preventive Controls for Animal Feed   
 (HARPC)

 » Verification activities
 » All verification activities should be conducted “as appropriate to 

the facility, the food and the nature of the preventive control”, 
however with appropriate flexibility. Examples of “flexibility”  
included in the supplemental revision are:
 � Not all food allergens and sanitation controls require   

validation, recognizing that they are not process controls.
 � Product testing (ingredients, product-in-process, and finished 

product), will be considered a verification activity to verify ad-
equacy of preventive controls.

 � Environmental monitoring will be considered a  verification 
activity, to verify the adequacy of preventive controls.   
However, it will be required when ready-to-eat (RTE)   
product is exposed to the environment prior to packaging and 
the packaged food does not receive a treatment that would 
significantly minimize the pathogen.

 � Not all monitoring activities and corrections generate records.
 � Not all preventive controls require validation.
 � Not all corrective actions require verification.

 » Supplier verification
 � All facilities must establish a written supplier program for raw 

materials and ingredients for which the receiving facility has 
identified a significant hazard and such hazard is controlled 
before receipt. Not required when the receiving facility or its 
customer controls the hazard.

• Exemptions
o Products excluded from HARPC in the Act:
◊	 Seafood (already falls under regulated HACCP)
◊	 Juice (already falls under regulated HACCP)

o There is a partial exclusion in the Act for thermally processed low-acid 
foods packaged in hermetically sealed containers
◊	 Microbiological hazards do not need to be assessed with these   

 products as requirements for microbial control are covered under   
 existing legislation.
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o Animal food cGMPs: 
◊	 The previously proposed (Oct. 2013) cGMPs were largely based  

 on FDA’s human food cGMP regulations. This supplemental   
 proposal includes revised animal food cGMPs (Sept. 2014) that  
 FDA believes would establish baseline standards for producing safe 
animal food that are more applicable to the animal food industry, 
and provide flexibility for the wide diversity in the types of animal 
food facilities such as pet food verses livestock food facilities. Aside 
from the above rules, the following apply strictly to animal feed:
 » Human Food By-Products: Many plants that process human 

food also supply by-product from that human food production 
for use in animal food. Examples: wheat bran, wet brewers 
grains, etc.  The Human food processors already complying 
with FDA’s human food safety requirements would not need to 
implement additional preventive controls or cGMP regulations 
when supplying a by-product, except those proposed for the 
holding and distribution of certain human food by-products 
for food for animals. For example, such by-products are not 
co-mingled with garbage or other source of contamination. In 
other words, FDA’s new cGMPs would simply require such by-
products to be held and distributed under hygiene conditions 
that would protect against contamination. If a facility chooses 
to further process the by-product (e.g., drying, pelleting, heat-
treatment), it would need to comply with the preventive controls 
for the animal food rule.
 � This section would require that:

 − Containers used to hold animal food before distribu-
tion be designed, constructed of appropriate material, 
cleaned, and maintained to prevent the contamination 
of animal food.

 − Animal food held for distribution be held in a way that 
would prevent contamination from sources such as 
trash and garbage. This is particularly important when 
the  animal food is held in bulk containers that could 
be  mistaken for trash bins.

 − Labeling that identifies the product by the common or 
usual name be affixed to or accompany the animal 
food.

 − Shipping containers such as totes, drums, and tubs, as 
well as bulk vehicles, used to distribute animal food 
should be inspected prior to use to ensure that the con-
tainer or vehicle will not contaminate the animal food.

◊	 The proposed rule excludes warehouses in which the product is  
 fully enclosed in packaging and does not require temperature   
 controls.
◊	 The proposed rule has modified requirements for warehouses that  

 have product that is fully enclosed, but requires refrigeration. As  
 it is written, a hazard analysis would not be required, but   
 temperature monitoring would be.

• cGMPs – According to the proposed rule
o There has been a separate group working to modernize/update the 

GMPs since 2005. It appears that the update is going to come in the 
form of an add-on to the Preventive Controls Rule.
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o The revised GMPs are going to appear in 21 CFR Part 117.
◊	 It is not fully clear yet what will become of 21 CFR Part 110. Part  

 110 may remain intact for foods/facilities that do not fall under  
 preventive controls (such as juice, seafood).
o The most significant revision is the addition of allergen control   

requirements.
◊	  Twenty two proposed revisions to prevent cross-contact under Part  

 117, Subpart B
◊	 Written procedures, processes, and practices to prevent cross-contact  

 and to ensure finished product is not misbranded under HARPC
• Terminology

o Terminology throughout the GMPs is being modernized, per the proposed 
rule:
◊	 “Shall” is replaced with “must”
◊	 “Facility” is replaced with “establishment” or “plant”
◊	 “Cross-contact” is defined as the unintentional incorporation of a  

 food allergen into a food.
◊	 Non-binding language (“should”) has been removed
◊	 “Includes, but is not limited to” is replaced with “includes”
◊	 “Adulteration within the meaning of the Act” is replaced with   

 “adulteration”
• Qualified Individual

o The concept of a qualified individual is part of the proposed rule.
o A qualified individual is responsible for:
◊	 Preparing the food safety plan (HARPC plan)
◊	 Validating the preventive controls
◊	 Reviewing records for implementation and effectiveness
◊	 Review corrective actions
◊	 Perform the required re-analysis

o How does someone become a qualified individual?
◊	 Completes training with a standardized curriculum
◊	 Or otherwise qualifies through job experience
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• The proposed rule for produce safety was released January 2013  
• Supplemental rule published September 2014
• Its application is demarcated by the definitions of a “farm”, “harvesting”, 

“packing”, and “holding”.
• Products it applies to:

o Intact fruits, vegetables, and nuts which are reasonably likely to be 
eaten raw.
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9. What does   
 industry need to 
 know about   
 Section 105 –  
 Standards for   
 Produce Safety?

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, grape-
fruit, 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

Produce Covered by the Rule

o Excludes processed produce: cut, dehydrated, dried, or frozen produce.
o Excludes produce intended for commercial processing.

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, sugar beet, 
sweet corn, sweet potatoes, taro, turnips, water chestnuts, winter 
squash (acorn and butternut squash), and yams

Produce Excluded from the Rule 

• While there are chemical and physical hazards associated with produce, the 
majority of issues and the focus of the proposed rule are for biological  
hazards. There are five primary control areas  based on the most common 
routes of microbial hazards:
o Agricultural water
◊	 More stringent standards if water is applied directly to the produce,  

 including the establishment of an agricultural water quality profile,  
 performance standards, subsequent monitoring frequency, and  
  corrective actions.
o Soil amendments (fertilizers)
o Animals (wild and domestic)
o Equipment, tools, and buildings
o Personnel
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• Additional, more prescriptive requirements for sprouts appear in the   
proposed rule, including:
o Records related to date and method of cleaning and sanitizing food-  

contact surfaces
o Testing the growing environment for Listeria
o Testing spent irrigation water for E.Coli O157:H7 and Salmonella
o Records related to treatment of seeds

• Although the Act allows the FDA to collect fees for inspection, the approach 
has been to focus on collecting fees only for re-inspection

• 2015 re-inspection fees
o Domestic sites: $217/hour/inspector
o Foreign sites: $305/hour/inspector

• These fees can apply to multiple inspectors at a single site.
• These fees also apply to travel time to the facility.
• So far, the FDA has not acted on their ability to collect fees.

• Currently, Section 416 of FD&C Act requires sanitary transportation practices. 
Under FSMA, the FDA is tasked with writing regulations that define these  
sanitary practices.

• The proposed rule was published January 2014.
• There are five key elements of the proposed rule:

o Vehicles and Transportation Equipment: The design and maintenance of 
vehicles and transportation equipment does not cause contamination.

o Transportation Operations:  Measures are taken during transportation to 
prevent contamination, such as temperature control and separation of 
food from nonfood.

o Information Exchange: Procedures exist for exchange of information 
between shipper, carrier, and receiver. Procedures cover prior cargos, 
cleaning of equipment, and temperature control.

o Training: Documented training of carrier personnel in sanitary   
transportation practices is maintained.

o Records:  Procedures and records related to cleaning, prior cargo, and 
temperature control are maintained”.

• Shelf-stable foods in completely sealed packaging are exempt.
• The regulation extends to FDA and USDA products.

• This section applies to schools and educational institutions
• FDA is to provide food allergy management guidelines
• Note: Allergen control measures for manufacturers and distribution centers 

are being covered under the revision to the cGMPs, as well as HARPC under 
 Section 103.

10. What does   
 industry need to  
 know about   
 Section 107 –  
 Authority to 
 Collect Fees?

11. What does   
 industry need to  
 know about   
 Section 111 –  
 Sanitary 
 Transportation   
 of Food?

12. What does   
 industry need   
 to know about   
 Section 112 –  
 Food Allergy and  
 Anaphylaxis   
 Management?



11

16. What does   
 industry need to  
 know about   
 Section 201 –  
 Targeting   
 of Inspection   
 Resources for   
 Domestic 
 Facilities,   
 Foreign    
 Facilities, and   
 Ports of Entry?

13. What does   
 industry need to  
 know about   
 Section 113 –  
 New Dietary   
 Ingredients?

14. What does   
 industry need to  
 know about   
 Section 114 –  
 Requirements   
 for Guidance 
 Relating to Post 
 Harvest    
 Processing   
 of Raw Oysters?

15. What does   
 industry need to  
 know about   
 Section 116 –  
 Alcohol-related 
 Facilities?

• Within FSMA, the FDA was tasked with publishing a guidance document to  
clarify when a manufacturer or distributor of a dietary ingredient or a dietary 
supplement should provide evidence to the FDA that the supplement is safe

• Draft guidance was published July 2011

• The FDA is to conduct a study and publish a report on post-harvest 
 processing of raw oysters.
• The report is expected to influence changes in the Seafood HACCP   

Requirements outlined in 21 CFR Part 123.

• The section outlines which parts of FSMA are applicable to alcohol-related 
facilities.

• An alcohol-related facility is defined by the Federal Alcohol Administration 
Act and includes distilled spirits, wine, and malt beverages.

• The sections of FSMA applicable to alcohol-related facilities are:
o Section 102 – Food Facility Registration
o Section 206 – Mandatory Recall Authority
o Section 207 – Administrative Detention
o Section 302 – Voluntary Qualified Importer
o Section 304 – Prior Notice of Imported Food Shipments
o Section 402 – Employee Protections
o Section 403 – Jurisdiction/Authorities
◊	 Nothing in FSMA alters the jurisdiction and authorities of the   

 Alcohol and Tobacco Tax and Trade Bureau
o Section 404 – Compliance with International Agreements
◊	 Nothing in FSMA will be inconsistent with the World Trade   

 Organization

• FDA is to identify high-risk and non high-risk facilities in order to prioritize 
facilities for inspection.

• High-risk facilities are targeted for inspection at least every three years.
• Non high-risk facilities are targeted for inspection at least every seven years.
• Risk factors are:

o The type of food has been associated with a Class I recall
o The type of food has been associated with outbreaks
o The facility has a history of OAI violations
o The facility has a history of VAI non-compliance
o The rigor and effectiveness of the facility’s HARPC program 
o Years since last inspection at the facility



• The most frequent type of Class I recall is undeclared allergen. Types of foods 
associated with allergen recalls include: bakery, chocolate/candy/confections, 
ice cream, and snack foods. These foods have not been previously viewed as 
high-risk using traditional criteria, such as water activity and pH.  However, 
with these new criteria, additional foods will fall under the high-risk category.

• Section 201 also requires doubling the number of foreign facility inspections 
each year with a minimum of 600 inspections in the year 2011.

• The FDA is tasked with identifying a list of accredited labs
• The list was to be published no later than January 4, 2013, but this date has 

passed.
• These labs are the ones approved to do testing on behalf of the FDA.
• Manufacturers are not required to use these labs for routine testing. However, 

these labs are to be used when dealing with a suspected food safety problem 
that involves the FDA.

• The IFT (Institute of Food Technology) was appointed to conduct pilot trace 
programs 

• Three traces were done:
o Tomatoes
o Frozen Kung-Pao Style Dish
o Jarred peanut butter and dry, packaged peanuts

• Based on the study, IFT has made recommendations to improve traceability.
• The FDA is expected to make rules for high-risk facilities regarding traceability.  

If product tracing plans are a requirement of the rule, facilities will be required 
to share their plans during a routine FDA inspection. 

• Prior to FSMA recalls were voluntary.
• Under FSMA, if a facility refuses to voluntarily recall suspect product, the FDA 

can mandate the recall.  
o The facility will be subject to civil penalties.
o If the recall involves alcohol, the FDA must first give the Alcohol and  

Tobacco Tax Trade Bureau the opportunity to cease distribution first.
• New authority was used for the first time in February 2013.

• The FDA has maintained the authority to detain (hold) food since the   
implementation of the Bioterrorism Act of 2002.

• What has changed under FSMA? 
o The threshold required to hold the food has been lowered. Previously, the 

FDA had the authority to detain food if there was credible evidence that  
the food would cause SAHCODHA. The new threshold is that there is   
reasonable belief that the food will cause SAHCODHA.

• The FDA has the right to detain product for 30 days.

18. What does   
 industry need to  
 know about   
 Section 204 –  
 Enhancing   
 Tracking and 
 Tracing of 
 Food and   
 Recordkeeping?

19. What does   
 industry need   
 to know about   
 Section 206 –  
 Mandatory 
 Recall    
 Authority?

17. What does   
 industry need   
 to know about   
 Section 202 –  
 Laboratory   
 Accreditation   
 for Analyses of  
 Foods?

20. What does   
 industry need to  
 know about   
 Section 207 –
 Administrative  
 Detention of   
 Food?
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• The Reportable Food Registry (RFR) was established in September 2009.
• Additional requirements were added to the RFR under FSMA.
• When reporting a reportable food, additional information must be provided:

o Description of the food
o Affected product identification codes
o Contact information for the responsible party

• Grocery stores are required to post consumer notifications for reportable 
foods that they sold.

• The proposed rule for foreign supplier verification was published in July 
2013

• Supplemental rule published September 2014
• Under the proposed rule, all importers of food for human and animals, 

unless specifically exempt or subject to modified requirements, would be 
required to develop, maintain, and follow a Foreign Supplier Verification 
Program (FSVP). 
o This is a fundamental shift in oversight of imported foods from one   

relying on inspection/examination of imported foods at the port of   
entry to a system that places the responsibility for food safety on the  
foreign supplier and importer.

o FDA maintains that the proposed rule represents a “flexible, risk-based 
approach to foreign supplier verification”, that is “intended to be   
sufficiently general and flexible to apply to a variety of circumstances 
without being unduly burdensome or restrictive of trade”. 

• Importer has been defined as:
 o The person in the United States who purchased the food. 
 o If the food has not been sold to a person in the US, this would be the  

 US consignee.
 o If no owner or consignee, this is the US agent or representative of the  

 foreign supplier.
• Foreign supplier would be defined as:
 o The farm that raised the animal or harvested the imported food, or the  

 last foreign establishment that manufactured/processed the imported  
 food in more than a minimal manner. 

• For each imported food, unless otherwise exempt or subject to modified 
 requirements, the “importer” would be required to maintain and follow an 

FSVP with certain standard requirements. These are: 
 o A “qualified individual” as defined in the proposed rule would be required  

 to develop the FSVP and perform most verification activities.
 o Hazard analyses to evaluate “known or reasonable foreseeable hazards”  

 to determine if they are significant hazards, that is, necessitate preventive  
 control measures.

 o At least one on-site audit of the supplier, by the importer or 
  documentation by a third-party audit would be required if it is determined  

 that a SAHCODHA hazard exists.
 o Documented activities to provide adequate assurances that the hazards  

 identified as “known or reasonable foreseeable hazards.”
  o Demonstrate, through written procedures, that products are procured 

 from “approved suppliers.”
 o In limited circumstances an importer might justify using a non-approved  

 supplier on a temporary basis.
 o Reviews of complaints, instances of adulteration, or misbranding and  

 associated corrective actions, which could include discontinuing the use  
 of a foreign supplier.   

21.  What does   
 industry need to  
 know about   
 Section 211 –  
 Improving   
 the Reportable  
 Food Registry?

22. What does   
 industry need to  
 know about   
 Section 301 –  
 Foreign 
 Supplier   
 Verification   
 Program?



 o Periodic reviews of the compliance status of the food and supplier, based  
 on information obtained about the risks associated with the food and  
 foreign supplier.
◊	 If a SAHCODHA hazard exists, an annual audit will be required  

 unless the importer can demonstrate that other verification activities or  
 less frequent visits are appropriate and adequate.

 o A Dun and Bradstreet Data Universal Numbering System (DUNS) number  
 for each foreign supplier 

 o Record retention in English for at least two years; make records available  
 to FDA upon request

• No foreign supplier verification activity with respect to an identified hazard is 
required if a risk-based supplier program determines that the identified  
hazard will be controlled by the importer or customer of the importer. 

• Modified requirements and certain exemptions apply to the importation of 
certain foods, such as juice, seafood produced in compliance with juice and 
seafood HACCP regulations, RACs that are fruits and vegetables, alcoholic 
beverages, food imported for research or evaluation, food for personal  
consumption, and food transshipped through the US or imported for export.

• There are modified requirements for foods from countries whose food safety 
systems have been officially recognized by FDA as comparable or equivalent 
to that of the US. 

• Note: New Zealand is the only country currently with this designation.   
However, FDA has initiated systems recognition assessment with Canada.

. 
• As the name suggests, this is a voluntary, not a mandatory program.
• It is available to US importers of foreign foods.
• It provides for expedited review and importation. 
• Both the importer and the foreign supplier must qualify.   

o Importer must submit an application to FDA
o There will be fees associated with this use of this program
o The foreign facility must have certification
o The FDA will consider:
◊	 Risk of the food
◊	 Compliance history of the foreign supplier
◊	 Compliance history of the importer
◊	 Regulatory system at country of export
◊	 Importer practices: recordkeeping, testing, inspections and audits,  

 traceability, temperature control
• Rulemaking is pending.

• FDA has the right to require that imported foods be accompanied by a  
certificate.

• The intent of the certificate is to assure that the food complies with FDA  
regulations.

• The certificate will be provided by the exporting countries government or an 
approved/accredited representative.

• The requirement may be risk-based.
o Certificates may only be required from certain regions
o Certificates may only be required for certain types of foods

• There will be penalties for falsified certificates. 
• Rulemaking is required for this section.

23. What does   
 industry need to  
 know about   
 Section 302 –  
 Voluntary   
 Qualified   
 Importer   
 Program?

24. What does   
 industry need to  
 know about   
 Section 303 –  
 Authority to 
 Require Import 
 Certifications for  
 Food?
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• The requirement to provide advance notice to the FDA before importing a  
food went into effect under the Bioterrorism Act of 2002.

• The new addition under FSMA is the requirement to list any country to which 
the food has been refused entry before being shipped to the US.

• The FDA has the authority to inspect foreign establishments, including factories 
and warehouses.

• If a foreign facility refuses an FDA inspection, its product will be refused entry 
into the US.

• The proposed rule for accreditation of third-party auditors was published in 
July 2013.

• The proposed rule establishes a program for accreditation of third-party   
auditors (certification bodies), to conduct food safety audits and issue   
certifications of foreign facilities and the foods for humans and animals they 
produce.

• The Rule does not provide specific accreditation standards to be imposed on 
auditors/certification bodies. These standards are expected in a seperate rule 
or guidance document.

• The Rule distinguishes between regulatory audits and consultative audits.
 o Regulatory audit

◊	 Determine whether eligible entity complies with FDA regulations;
◊	 Used to determine whether food can be certified for import to the US.
◊	 Unannounced audit
◊	 May include sampling (product and environmental)
◊	 Report would have to be made available in English to FDA within 45   

 days with immediate reporting of issues that could result in serious   
 health risk

 o Consultative audit
◊	 Evaluate compliance to FDA and industry standards
◊	 Internal purposes only
◊	 Not available to FDA except under “special records access” or if the   

 audit is used as part of foreign supplier verification
• A third-party auditor/certification body would be prohibited from using an 

audit agent to conduct a regulatory audit if the agent has been in the   
facility within the past 13 months for either a consultative or regulatory audit. 
The requirement could be waved under certain conditions.

• This is whistleblower protection.
• An employee cannot be discriminated against for reporting FSMA violations.

25. What does   
 industry need to  
 know about   
 Section 304 –  
 Prior Notice of   
 Imported Food 
 Shipments?

27. What does   
 industry need to  
 know about   
 Section 307 –  
 Accreditation   
 of Third-Party   
 Auditors?

26. What does   
 industry need to  
 know about   
 Section 306 –  
 Inspection   
 of Foreign Food 
 Facilities?

28. What does   
 industry need to  
 know about   
 Section 402 –  
 Employee 
 Protections?
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Call us to speak with one of our service representatives or 
technical experts or visit us at 

www.aibonline.org
Email: info@aibonline.org

AIB International
World Headquarters 
US/Canada Office
1213 Bakers Way

Manhattan, Kansas 66502
Phone: +1-785-537-4750 

or 1-800-633-5137
Fax: +1-785-537-1493       

www.aibonline.org

Mexico and 
Latin America Office

AIB International 
México S de RL de CV

AIB International 
México S de RL de CV

Av. Prolongación Zaragoza No. 304
 Colonia Jardines de la Hacienda 
Querétaro, QRO 76180, México
Phone: +1-52-442-135-0912

+1-785-537-4750  
https://americalatina.aibonline.org

China Office 
AIB Food Technical Consulting 

(Shanghai) Co. Ltd
AIB Shanghai Office, Room 813

West Zone of Modern 
Traffic Business Building
No. 218 Hengfeng Road 

Shanghai, China
Postal Code: 200070

Phone: 86-21-60959606
Fax: 86-21-60959605

www.aibchina.org

Europe, Middle East, Africa
 Office

AIB International, Inc.
PO Box 11, Randalls Road

Leatherhead, Surrey
KT22 7YZ, UK

Phone: +44-1372-360553
Fax: +44-1372-361869

www.aibonline.org

Asia-Pacific Office
Email: info@aibonline.org

For the most current information about FSMA 
visit the AIB Knowledge Center

The AIB Knowledge Center provides subject guides tailored to the 
needs of the food industry. Our goal is simple — to provide a quick 
way to obtain authoritative and reliable information about a chosen 
topic. 

http://aibonline.libguides.com/home 

Contact Information


