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Preventive Control Rules 

Presenter
Presentation Notes
For those of us of a certain age…
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 Current Good Manufacturing Practice, Hazard 
Analysis, and Risk-Based Preventive Controls for 
Human Food,  21 CFR Part 117 

 
And  

 

 Current Good Manufacturing Practice, Hazard 
Analysis, and Risk-Based Preventive Controls for  
Animal Food,  21 CFR Part 507 
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I’ve had a HACCP plan 
for years.   

I’m ready for the FSMA 
preventive controls 

rule… right? 

Maybe… but probably not. 

Presenter
Presentation Notes
Member HACCP plans from non-regulated, non-mandatory processors submitted to GMA for review are often found to need several adjustments.
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Overview of Key Provisions 

 Updated and revised GMPs  - Subpart B 
Must have a Food Safety Plan – Subpart C – Hazard 

Analysis and Risk Based Preventive Controls (HARPC) 
 Supplier controls – Subpart G 
Modified requirements -  storage of unexposed packaged 

food  
 Definition of a farm 
 Records, records and records 

 

Presenter
Presentation Notes
Generally these apply to both human & animal food
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Hidden Gems  

 Training 
 Qualified individuals 
 Employee training 
 Preventive control qualified individual 
 Environmental monitoring & testing 
 By product diversion from a human food facility to an 

animal food facility 
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Records 

Presenter
Presentation Notes
Storage and retrieval, recordkeeping, forms management etc.  Training, not too much, not too little
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GMPs (subpart B) 

 GMPs updated for first time since 1986 
 Include elements to manage allergen cross-contact 

o Not just cross contamination 

 Definition of an environmental pathogen. 
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The written food safety plan (FSP) 
must include the following elements 
 Hazard analysis 
 Preventive controls 
Monitoring 
 Verification, including validation 
 Corrective actions 
 Recordkeeping  

Presenter
Presentation Notes
Very HACCP-based rulemaking.
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Hazard Analysis 

 Identify and evaluate known or reasonably foreseeable hazards to 
determine whether there are any “hazards requiring a preventive 
control” 
o “a known or reasonably foreseeable hazard for which a person 

knowledgeable about the safe manufacturing, processing, packing, 
or holding of food would, based on the outcome of a hazard 
analysis (which includes an assessment of the severity of the 
illness or injury if the hazard were to occur and the probability that 
the hazard will  occur in the absence of preventive controls), 
establish one or more preventive controls to significantly 
minimize or prevent the hazard in a food and components to 
manage those controls (such as monitoring, corrections or 
corrective actions, verification, and records) as appropriate to the 
food, the facility, and the nature of the preventive control and 
its role in the facility’s food safety system.” 

Presenter
Presentation Notes
Key components in bold –discuss each one.  Genesis of HACCP from LACF rules that are highly prescriptive.
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Hazard analysis- Economically 
motivated adulteration 
 Facilities are required to consider economically motivated 

adulteration (EMA) as part of their hazard analysis. 
 Hazard identification must consider  “… hazards that may 

be intentionally introduced for purposes of economic gain.” 
 FDA suggests it is practicable to determine whether EMA is 

reasonably foreseeable by focusing on circumstances 
where there has been a pattern of adulteration in the past 
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Hazard analysis – environmental 
contaminants 
 Hazard identification must include 
 Biological hazards, including microbiological hazards such 

as parasites, environmental pathogens, and other 
pathogens 

 The hazard evaluation …must include an evaluation of 
environmental pathogens whenever a ready-to-eat food 
is exposed to the environment prior to packaging and the 
packaged food does not receive a treatment or otherwise 
include a control measure (such as a formulation lethal to 
the pathogen) that would significantly minimize the 
pathogen 
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Definitions 

 Environmental Pathogen  
o A pathogen capable of surviving 

and persisting within the 
manufacturing, processing, 
packing, or holding environment 
such that food may be 
contaminated and may result in 
foodborne illness if that food is 
consumed without treatment to 
significantly minimize the 
environmental pathogen.  

13 

Presenter
Presentation Notes
We are proposing to define the term ‘‘pathogen’’ to mean a microorganism that is of public health significance and to replace variations of the phrase ‘‘microorganism of public health significance’’ with ‘‘pathogen’’ throughout the regulations. We are proposing to revise the definition of an environmental pathogen to mean a pathogen capable of surviving and persisting within the manufacturing, processing, packing, or holding environment such that food may be contaminated and may result in foodborne illness if that food is consumed without treatment to significantly minimize the environmental pathogen. The revised definition of ‘‘environmental pathogen’’ would specify that an environmental pathogen does not include the spores of pathogenic sporeformers and, thus, recognizes that consumption of food contaminated by the spores of a pathogenic sporeformer that is in the environment may not result in foodborne illness.  For example, if food is contaminated with spores of Clostridium botulinum, the microorganism would not produce the botulinum toxin that causes illness unless these spores are subject to conditions that allow them to germinate into vegetative cells that produce the toxin. Pathogenic sporeformers are normally present in foods, and unless the foods are subjected to conditions that allow multiplication, they present minimal risk of causing illness.
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Definition   

 Ready-to-eat food (RTE food) 
o means any food that is normally eaten in its raw state or any other 

food, including a processed food, for which it is reasonably 
foreseeable that the food will be eaten without further 
processing that would significantly minimize biological hazards 
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Preventive Controls 

 Identify and implement preventive controls to provide assurances that 
any hazards requiring a preventive control will be significantly 
minimized or prevented (SMOP-ed) 
o Process controls 
o Food allergen controls 
o Sanitation controls 
o Supply-chain controls 
o Recall plan  
o Other controls 

15 
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Exclusions from Preventive Controls 

 Preventive controls are not required:  
o When the type of food could not be consumed without application 

of an appropriate control (e.g., coffee beans, cocoa beans, grains) 
o When a hazard is controlled by another entity later in the 

distribution chain (e.g., your customer) 
• Disclose that food is for further processing (e.g., “not processed to 

control Salmonella”)  
• Obtain assurances the hazard will be controlled, including an 

identification of the procedures 
• “Customer” = commercial customer, not a retail consumer 
• Customer must document compliance with its own procedures 

16 
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Management of Preventive Controls 

 The final rule provide additional flexibility for the 
management of preventive controls, to take into account 
both the nature of the preventive controls and their role in 
the facility’s food safety system 

17 
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Management of Preventive Controls 

 Level of oversight for the various preventive controls (referred to as 
“management components”) is flexible based on the nature of the 
control 

 Examples provided in the preamble include: 
o Not all monitoring activities generate records; 
o Not all corrections require records; 
o Not all preventive controls require validation; and 
o Not all corrective actions require verification 
 

18 
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Preventive controls  

 We may find that many of our PCs are what we used to call 
prerequisite programs. 

 These must now have all the management elements of a PC 
o Monitoring 
o Verification 

• Records review 
o Corrective actions 
o Records of the above including record review by a Preventive 

Controls Qualified Individual 
o Training 

 As appropriate, taking into account both the nature of the preventive 
controls and their role in the facility’s food safety system 
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 The hazard is not reasonably likely 
to occur due to the presence of one 

or more prerequisite programs 

This may in fact be true.  But, you better be able to 
prove it 

Presenter
Presentation Notes
How many times have we seen this.  



www.gmaonline.org 

Monitoring 

 The regulations expressly allow for 
“exception records” for monitoring 
activities 
o i.e., records demonstrating loss of 

control, rather than affirmative 
records demonstrating control 

21 
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Corrective Actions 

 The final rule continues to require corrective action 
procedures to address positive product testing and 
environmental testing results 

 The rule was revised to clearly state that corrective action 
procedures should be tailored to the nature of the 
preventive control, but also the nature of the hazard  

 Corrective action procedures do not need to be “specific” 
to a preventive control 

 

22 
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Corrections 

 FDA defines “correction” to mean an 
action to identify and correct a 
problem without other actions 
associated with corrective action 
procedures   

 Corrections can be taken for 
sanitation and food allergen controls, 
but also for “minor and isolated 
problems that do not directly impact 
product safety” 

23 
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Product Testing 

 FDA requires product testing as a verification activity (“as appropriate”) 
 “Product testing” would encompass ingredient testing, in-process 

testing, and finished product testing 
 Facility corrective action procedures are required to address the 

presence of an environmental pathogen or appropriate indicator 
organism in a ready-to-eat (RTE) product tested through product 
testing 

 

Presenter
Presentation Notes
Not so much that there is an Env Path positive EMP result, but what you do about it.  Blue Bell apparently ignored their results
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Testing 

 Regulatory language unchanged from supplemental 
proposed rule 

 In the preamble, FDA discusses use of accredited 
laboratories 

 The final rule continues to require testing procedures to be 
“scientifically valid” - not the same as validated method 

 

25 

Presenter
Presentation Notes
Accredited labs only required by the stature for VQIP, and Mandatory Import Cert.  Also may be required for Import Alert but this is not FSMA.
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Environmental Monitoring 

 As part of the hazard evaluation, FDA requires an evaluation of environmental 
pathogens whenever a RTE food is exposed to the environment prior to 
packaging and the food does not receive subsequent lethality treatment (or is 
formulated with anti-bacterials) 

 FDA requires environmental monitoring as a verification activity if 
contamination of a RTE food with an environmental pathogen is a significant 
hazard (hazard requiring a preventive control) 

 Environmental monitoring procedures would need to: 
o Identify the locations and sites for routine environmental monitoring; 
o The timing and frequency of monitoring; and 
o Address the presence of an environmental pathogen or appropriate 

indicateor organism detected through environmental monitoring 
o Testing methods must be “scientifically valid” 
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Validation 
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Validation 

 The final rule clarifies exemptions and the timeframe for conducting 
validation 
o 90 days after first production 

 Requires validation in two new circumstances 
o During production when necessary to demonstrate control 

measures can be implemented as designed 
o Whenever a change to a control measure, or combination of control 

measures could impact whether the controls will effectively control 
the hazards 
 
 

 



www.gmaonline.org 

Validation not required for 

 The food allergen controls 
 The sanitation controls 
 The recall plan 
 The supply-chain program in subpart G 
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Supply Chain Program 

 Generally, FDA wants all hazards requiring a preventive 
control, controlled somewhere in the overall supply chain 
o The supplier 
o The receiving facility (manufacturer, processor) 
o Customer 
o E.g., purchasing raw vs. roasted almonds. 

Presenter
Presentation Notes
Customer in the preamble is an industrial customer, not the retail consumer.
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SCP – General requirements 

1. Using approved suppliers 
2. Determining appropriate supplier verification activities (including 

determining the frequency of conducting the activity) 
3. Conducting supplier verification activities 
4. Documenting supplier verification activities 
5. When applicable, verifying a supply-chain-applied control applied by an 

entity other than the receiving facility or the receiving facility’s supplier 
and documenting that verification. 
a. Could be quite onerous 
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S A H C O D H A 
 SERIOUS 
 ADVERSE 
 HEALTH 
 CONSEQUENCES or 
 DEATH to 
 HUMANS or  
 ANIMALS 
 Same as FDA definition for a Class One recall 
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Supply-chain controls are a type of preventive control.   
Requirements now housed in subpart G  

oLinear approach, detailed requirements, and  
oVery record intensive 

Must consider compliance with FDA food safety regulations 
through a search of Warning Letters and Import Alerts 

Annual audits for suppliers of ingredients with SAHCODHA 
hazards, unless you can support another approach 

Presenter
Presentation Notes
A few specifics
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Verification Activities 

 FDA provides flexibility for facilities to determine the appropriate 
verification activities based on: 
o (1) the severity of the hazard; 
o (2) where the preventive controls for those hazards are applied;  
o (3) the supplier’s food safety practices;  
o (4) the supplier’s compliance with FDA food safety regulations; 
o (5) the supplier’s food safety performance history; and 
o (6) any other factors, such as storage and transportation 
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Supplier Verification – Role of Third 
Parties 
 Entities like brokers, distributors, or aggregators now have 

the option of engaging in supplier verification as a service 
to the receiving facility   

 
 In these cases, the receiving facility must review and 

assess that entity’s applicable documentation, and 
document this review and assessment  

35 
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Supplier Verification – Additional 
Highlights 
 Substitution of an inspection for an audit:  An inspection 

can substitute for an audit if it was conducted:  
o By representatives of other federal agencies (e.g., 

USDA), or by representatives of state, local, tribal, or 
territorial agencies, and 

o Within 1 year of the date an onsite would have been 
required to be conducted 

• The inspection must be “appropriate” and conducted for 
compliance “with applicable FDA regulations” 

• E.g., inspection by USDA for NOP would not qualify 

36 

Presenter
Presentation Notes
E.g., inspection by USDA for compliance with NOP does not qualify.  An FSIS FSA might qualify
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Supplier Verification – Auditors 

 Use of Auditors Under FDA’s Third-Party Accreditation 
Program: Third-party auditors need not be accredited 
under the agency’s forthcoming third-party certification rule  
o If you use an auditor accredited under FDA’s rule, none of the 

requirements of the rule (e.g., direct reporting to FDA) apply to an 
audit conducted for preventive controls purposes 

37 
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Supplier Verification-Audit Reports 
 Audit Documentation:  Complete audit reports are not 

required.  However, the documentation must include the 
conclusions of the audit and corrective actions taken in 
response to significant deficiencies identified during the 
audit  
o In the preamble, FDA declined a request to require a 

receiving facility to maintain documentation of corrective 
actions only if the identified deficiencies posed a risk to 
public health   

38 
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Supplier Programs and Deemed 
Compliance with FSVP 
 Deemed compliance with FSVP  

o If an importer is required to establish and implement a risk-based 
supplier program under the preventive controls regulations (for 
either human or animal food), and the importer is in compliance 
with those requirements 

o If an importer’s customer is required to establish and implement a 
risk-based supplier program under the preventive controls 
regulations (for either human or animal food), and the importer 
annually obtains written assurance that its customer is in 
compliance with those requirements 

Presenter
Presentation Notes
21 CFR 117.136



www.gmaonline.org 

Supplier Verification Recordkeeping 
Requirements 

40 

There are many 
records required 
to comply with 
the supply-chain 
program 



• English 
• Japanese 
• Spanish 
• Mandarin 
• French 
• Russian  

Available in: 

http://www.gmaonline.org/file-manager/About/JP_SupplyChainHandbook.pdf 
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Qualified Individuals and Employee 
Training 
 The definition of “qualified individual” has changed 

o “Preventive controls qualified individual” now is used, where 
“qualified individual” previously was used 

o “Qualified individual” now is defined more broadly, essentially to 
means that employees must be qualified to do their jobs 

 All employees must be “qualified individuals” 
o Also, each individual engaged in manufacturing, processing, 

packing, or holding food, or in the supervision thereof, must receive 
training in principles of food hygiene and food safety, including 
employee health and personal hygiene 

o Facilities must keep records of this required training 

42 
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Preventive Controls Qualified 
Individual  

Must prepare or oversee certain preventive controls functions, 
such as preparing the food safety plan and conducting or 
overseeing validation and verification activities 

43 
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“Farm Definition” 

 FDA proposes to revise the definition of “farm” 
o A farm would no longer be required to register as a food 

processor merely because it packs or holds raw agricultural 
commodities (RACs) grown on another farm not under the same 
ownership 

o A farm could manufacture or process RACs by drying or 
dehydrating to create a distinct commodity, and package and 
label the commodity, as long as there is no additional processing 

• Would be exemption from PC, but not GMPs (but could satisfy 
requirement through compliance with produce safety rules) 
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Warehouses 

 Exemption from general preventive controls and 
supply-chain program requirements for facilities “solely 
engaged in storage of unexposed packaged foods” 

 Subject to modified preventive controls only for 
time/temperature control for safety (TCS) foods 
o Must establish & implement temperature controls, 

with (as appropriate) monitoring, corrective actions, 
verification, and recordkeeping 

o Exception monitoring is permitted for temperature 
control 

 Frozen foods may be (but are not usually) TCS 
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Preventive Controls for Animal Food 
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Overview   

 The preventive control requirements for animal food are 
essentially the same as those for human food 

 FDA responded to industry concerns regarding human 
food by-product diverted to animal food 
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Diversion of By-Products 

 Food processors already complying with 21 CFR Part 117 (human food 
safety) would not need to implement additional preventive controls or 
GMPs when supplying a diverted by-product for animal food 
o Exception: Proposed GMPs to prevent physical and chemical 

contamination when holding and distributing the by-product would 
require compliance with Preventive Controls for Animal Food rule, 
21 CFR Part 507. 

 This exemption would not apply: 
o When contamination or adulteration has occurred that is material to 

food safety; or 
o To human food by-products derived from animal products such as 

meat and/or poultry 
o To by-products that are further processed (i.e., citrus pellets) 
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Diversion of By-Products continued… 

 New GMP requirements for holding and distributing human food by-
products would include: 
o Containers used to hold animal food before distribution must be 

designed, cleaned, and maintained to prevent contamination; 
o Animal food held for distribution must be held in such a way to 

prevent contamination; 
o Labeling identifying the by-product by the common or usual name 

must be affixed to or accompany the animal food; and 
o Shipping containers and bulk vehicles used to distribute animal 

food must be inspected prior to use 
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The “Other” Final Rules 

 Under the court order, FDA is required to submit the remaining final 
rules to the Federal Register for publication by the following dates:  
o October 31, 2015:  

• FSVP 
• Produce Safety  
• Third-Party Accreditation 

o March 31, 2016:  
• Sanitary Food Transportation  

o May 31, 2016:  
• Food Defense (Intentional Adulteration) 
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FSMA Food Safety Planning Process 
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HACCP Plan to FSP: To Do 

1. Gather existing HACCP plans and related materials 
a) Confirm basic information  

2. Provide food safety team with current final rule language 
a) Management commitment 
b) Appropriate resources 
c) Identify a  Preventive Controls Qualified Individual or team of individuals 

responsible for the new plan 
3. Review and update hazard analysis  

a) Confirm hazards 
b) Review PrPs and determine if needed to ensure safe product 
c) Determine where hazards are to be controlled and how 
d) Consider new hazards discussed in the regulation (EMA, env. Ppthogens) 
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HACCP Plan to FSP: To Do 

4. Divide hazards into the new preventive controls scheme described in the 
regulations 
a) Process controls (typically CCP’s from existing HACCP plan) 
b) Sanitation controls (specifically when producing RTE products where 

cross-contamination is possible) 
c) Allergen controls (where allergen cross-contact is possible) 

5. Determine verification activities needed 
a) Parameters (Critical Limits) (process controls) 
b) Monitoring (all controls) 
c) Validation (typically process controls) 
d) Corrective Actions (all controls) 
e) Records and Verification (all controls) 

6. Supplier Control Program 
a) FSVP and domestic 

7. Recall Plan 
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The Future is Now! 

 Most significant food safety regulations of our professional lifetime – 
affects every food company 

 Establishing and maintaining a Food Safety Culture is essential in 
today’s environment 

 Get help from legal counsel 
 Key Steps: 

o Educate your company leadership and employees 
o Conduct gap analyses 
o Train for and implement good recordkeeping practices 
o Self-audit before the FDA comes 

Better to be a month early than a day late! 
 

54 
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Remember the Preamble 

 Until the publication of official FDA guidance, the preamble to the rule is the 
best link to FDA’s thinking 

 The preamble is not the regulation 
 Save a copy 

Presenter
Presentation Notes
Investigator coming to your facility will have a copy of the regulation, not the preamble.
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Guilty Verdict Puts Food Safety Responsibility Where It Belongs 

Unprecedented verdict: 
Peanut executive guilty in 
deadly salmonella outbreak 

Peanut exec in 
salmonella case gets 28 

years 
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And if that didn’t get your attention 

 In 2012 brothers Eric & Ryan Jensen who owned and operated Jensen Farms, 
were taken into custody on federal charges. The Jensen’s faced up to six years 
in jail and $1,500,000 in fines each. The eventually pleaded guilty and were 
sentenced to five years probation. 

 

 In 2013, Austin “Jack” DeCoster and his son, Peter DeCoster, both faced 
charges stemming from a Salmonella outbreak caused by their Iowa egg 
farms.  As part of the plea agreement, Quality Egg paid a $6.8-million fine and 
the DeCosters $100,000 each, for a total of $7 million.   
 

 In 2015 ConAgra Foods agreed to plead guilty and pay $11.2 million in 
connection with the shipment of Salmonella contaminated peanut butter linked 
to a 2006 through 2007 nationwide outbreak of that sickened over 700.  
 

Message:  CEOs beware! 
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Compliance Dates 
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Business Type Time Until 
Compliance Date 

Compliance Date 

Businesses with 500+ 
FTE Employees 

1 year 
 

September 19, 2016 
 

Small Businesses 
(<500 FTE Employees) 
 

2 years 
 

September 18, 2017 
 

Businesses subject to 
the PMO 

3 years  September 17, 2018 
 

Qualified Facilities 
(including very small 
businesses) 

3 years  September 17, 2018 
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Supplier Verification Compliance Dates 
Business Type Compliance Date 

Businesses with 500+ FTE Employees The later of:  

• March 17, 2017, or  
 

• 6 months after a supplier is required to 
comply with the applicable rule 

 

Small Businesses (<500 FTE Employees) 
 

The later of: 

• September 18, 2017 

• 6 months after a supplier is required to 
comply with the applicable rule 

 

Businesses Subject to the PMO 
 

September 17, 2018 
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  THE 2013 GMA SCIENCE FORUM 
     CONNECTING SOUND SCIENCE AND RESPONSIBLE SOLUTIONS 
  THE 2016 GMA SCIENCE FORUM 
     CONNECTING SOUND SCIENCE AND RESPONSIBLE SOLUTIONS 

 Keep an eye on www.gmaonline.org/events for updated registration and agenda information.  

SAVE THE DATE: 
2016 GMA Science Forum 

The Capital Hilton 
Washington, DC 

April 18 - 21, 2016 
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QUESTIONS??? 
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