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Milestones 

•  FSMA Signed:  January 4, 2011 
•  Proposed Rule:  January 16, 2013 
•  Supplemental Proposed Rule:  September 29, 2014 
•  Final Rule:  September 17, 2015 
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Top Ten Accomplishments 

1.  Preventive controls are general and flexible, and 
not necessarily CCP-based 

2.  Oversight of preventive controls is also flexible, 
incorporating a “sliding scale” 

3.  Recognition that finished product testing is not 
mandatory in all facilities – just “where 
appropriate” 

4.  No mandatory Zone 1 environmental testing 
5.  Supply chain management focuses on both 

ingredient risk and supplier risk 
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Top Ten Accomplishments (cont.) 

6.  No Part 11 compliance, remote access to records, 
or facility profiles 

7.  No requirement to review consumer complaints 
8.  Third-party audits for supplier verification do not            

trigger the “bells and whistles” of 3PAC rule          
9.  Warehouse exemption for most packaged foods, 

and modified requirements for TCS products 
10.  Staggered compliance dates 
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But Pay Close Attention 

•  Records/documentation requirements are extensive 
throughout regulations and will be a major focus of 
FDA inspections 
•  If you didn’t document it, it didn’t happen! 
•  If you did document it, it happened just that way! 

•  Supply chain management regulations are very 
detailed and will likely need additional attention by 
food companies 
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Overview of Preventive Controls 
Requirements 

•  Conduct hazard analysis 
•  Identify and implement 

preventive controls 
•  Apply the management 

components, as appropriate 
and necessary based on the 
nature of the preventive control 
and its role 
•  Monitoring 
•  Verification 
•  Validation 
•  Corrective Actions 

•  Document everything  
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 THE FOOD SAFETY PLAN 
BOB H IRST  



What is a Food Safety Plan?  

The written food safety plan must include:  
(1) The written hazard analysis as required by § 117.130(a)(2);  
(2) The written preventive controls as required by § 117.135(b);  
(3) The written supply-chain program as required by subpart G; 
(4) The written recall plan as required by § 117.137(a);  
(5) The written procedures for monitoring the implementation of 
the preventive controls as required by § 117.145(a)(1);  
(6) The written corrective action procedures as required by § 
117.150(a)(1); and  
(7) The written verification procedures as required by § 
117.165(b).  
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Hazard Analysis – Basic Requirement 

•  Identify and evaluate, based on experience, illness 
data, scientific reports, and other information 
“known or reasonably foreseeable hazards” for 
each type of food manufactured, processed, 
packed, or held at your facility to determine 
whether there are “any hazards requiring a 
preventive control” 
•  Regulations no longer use the term 
   “significant hazard” 

•  Must be written regardless of  
   outcome 
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Definitions 

“Hazard”  
•  Any biological, chemical (including radiological), or 

physical agent that has the potential to cause illness or 
injury 

“Known or Reasonably Foreseeable Hazard”  
•  A biological, chemical (including radiological), or physical 

hazard that is known to be or has the potential to be 
associated with the facility or the food  
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Definitions 

“Hazard Requiring a Preventive Control” 
•  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 (including an assessment 
of the severity of illness or injury if the hazard were to occur 
and the probability that it will occur in the absence of 
preventive controls), establish one or more preventive 
controls to significantly minimize or prevent (SMOP) 
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Hazard Identification 

•  Biological, including microbiological hazards (e.g., 
parasites, environmental pathogens, and other 
pathogens)  
•  Chemical, including radiological hazards, pesticide 

residues, drug residues, natural toxins, 
decomposition, unapproved food and color 
additives, and food allergens 
•  Physical, such as stones, glass, metal fragments 
•  Hazards may be naturally occurring or 

unintentionally introduced 
•  Hazards that may be intentionally introduced for 

economic gain (EMA) 
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Hazard Evaluation 

•  The hazards identified must be evaluated to assess:  
(1) the severity of the illness or injury if the hazard would occur, 
and  
(2) the probability that the hazard will occur in the absence of 
preventive controls 

•  Environmental pathogens must be evaluated 
whenever a ready-to-eat food is exposed to the 
environment before packaging, when a lethality 
treatment is not applied to the packaged food 
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Hazard Evaluation 

•  The hazard evaluation must consider the effect of the 
following on the safety of the finished food for the 
intended consumer:  
•  The formulation of the food 
•  The condition, function, and design of the facility and 

equipment 
•  Raw materials and ingredients  
•  Transportation practices  
•  Manufacturing/processing procedures  
•  Packaging activities and labeling activities  
•  Storage and distribution 
•  Intended or reasonably foreseeable use  
•  Sanitation, including employee hygiene 
•  “Any other relevant factors” (such as temporal nature of some 

hazards) 
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Preventive Controls 

•  Identify and implement preventive controls to 
significantly minimize or prevent (SMOP) those 
hazards requiring a preventive control (i.e., make 
sure the food is not adulterated and does not 
contain any undeclared allergens) 
•  PC = “Those risk-based, reasonably appropriate 

procedures, practices, and processes that a person 
knowledgeable about [food safety] would employ 
to [SMOP] the hazards identified under the hazard 
analysis….” 
•  Includes controls at CCPs, if any 
•  Includes controls other than those at CCPs 
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Types of Preventive Controls 

•  Process controls 
•  Including, as appropriate to the nature of the control and its role in the 

facility’s food safety system, parameters and the min/max value to 
which the parameter must be controlled 

•  Food allergen controls 
•  Protect food from allergen cross contact                                        during 

storage, handling and use 
•  Ensure proper labeling 

•  Sanitation controls 
•  Cleanliness of food contact surfaces  
•  Prevention of allergen cross contact                                                  and 

cross contamination 
•  Supply-chain controls 
•  Recall plan  
•  Other controls 
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Management Components 

•  Preventive controls are subject to the following 
management components, “as appropriate to ensure 
the effectiveness of the preventive controls, taking into 
account the nature of the preventive control and its role 
in the facility’s food safety system” 
•  Monitoring 
•  Corrective actions and corrections 
•  Verification 
•  Validation 

•  Each management component is applied “as 
appropriate to [the nature of] the preventive control 
and its role in the facility’s food safety system” 
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Monitoring Requirements 

•  Establish and implement written procedures for 
monitoring preventive controls, including frequency 
•  Monitoring must be performed at adequate frequency to 

ensure that the preventive controls are being performed 
consistently 

•  Monitoring activities would be: 
•  Documented  
•  Exception records permitted 

•  Monitoring records are subject to verification, including 
records review 
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Corrective Actions 

•  Establish and implement written corrective action 
procedures to be used if the preventive controls are 
not properly implemented 
•  As appropriate to the nature of the hazard and the nature 

of the preventive control 

•  Procedures must address product testing and 
environmental monitoring results 
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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” 
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Verification Activities 

•  Must include “as appropriate to the preventive 
control and its role in the facility’s food safety 
system”  
•  Validation 
•  Verification that monitoring is being conducted  
•  Verify that appropriate decisions about corrective actions 

are being made 
•  Verification of implementation and effectiveness 
•  Reanalysis 

•  All verification activities must be documented in 
records 
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Verification of Implementation and 
Effectiveness 

•  As appropriate to the facility, the food, the nature of the 
control and its role in the facility’s food safety system, 
verify the preventive controls are consistently 
implemented and are effectively and significantly 
minimizing or preventing the significant hazards via: 
•  Calibration of process monitoring instruments and verification 

instruments (or checking them for accuracy) 
•  Product testing  
•  Environmental monitoring 
•  Records reviews 

•  Note: There is no requirement to review consumer 
complaints (but expect FDA to ask) 
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Testing 

•  Regulatory language unchanged from supplemental 
proposed rule 
•  Finished product testing: Compliance with existing FDA 

requirements under the bottled water regulations should meet 
FSMA needs 

•  Environmental testing: Cap and container testing probably will 
suffice, but companies need to be able to justify why the 
external environment will not infiltrate the “closed” system of 
water filtration and filling 

•  Use of accredited laboratories not required and those 
labs do not need to send results to FDA 

•  The final rule continues to require testing procedures to 
be “scientifically valid” (but not formally validated)   
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Validation 

•  General Requirement 
•  Scientific and technical evidence that a control measure, 

combination of control measures, or the food safety plan as a 
whole, when properly implemented, is capable of effectively 
controlling the identified hazards 

•  Applies to process controls 
•  Bottled water companies particularly need validation for their 

disinfection systems (e.g., ozone, UV). Consideration should be 
given to reverse osmosis systems  

•  You do not need to validate: 
•  Food allergen controls 
•  Sanitation controls 
•  The recall plan 
•  The supply chain program 
•  Other preventive controls, if you have a written justification 
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Reanalysis 

•  Required for the whole plan, or the applicable 
portion: 
•  At least every three years (must be whole plan) 
•  Whenever a significant change is made in the activities at 

the facility affecting the hazard analysis 
•  Whenever the facility becomes aware of new information 

about potential hazards 
•  Whenever appropriate after an “unanticipated food safety 

problem” 
•  Whenever a preventive control, combination of PCs, or the 

plan as a whole is found ineffective 
•  As mandated by FDA in response to new hazards and 

developments in scientific understanding 
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 SUPPLIER VERIFICATION 
JOE LEV ITT  



Supplier Verification  

•  Supply-chain controls are a type of preventive 
control 
•  Requirements housed in subpart G  

•  Linear approach, detailed requirements, and very 
record intensive 
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General Supplier Verification 
Requirements 

•  Identify hazards controlled earlier in the supply chain 
(i.e., before receipt) and the suppliers that control those 
hazards 

•  Determine appropriate verification activities and 
frequency of activities for each supplier 
•  You “must” consider specified factors, including the supplier’s 

performance, food safety history, and compliance with FDA 
food safety regulations 

•  Conduct verification activities 
•  Annual audits required for SAHCODHA suppliers, unless you can 

support another approach 
•  Take prompt corrective actions, as needed 
•  Verify records 
•  Document all decisions and activities 
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May Be Simplified for Bottled Water 

•  Incoming ingredients:  primarily salts 
•  Packaging materials are covered as well 
•  Query:  Do any of these suppliers have hazards that 

need to be controlled?  If yes, what level of supplier 
oversight is reasonably required? 
•  Still, most companies will need to pay some extra 

attention here 

31 



Supplier Verification – General 
Requirements 

•  Entities like brokers, 
distributors, or aggregators 
can engage 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  

•  Receipt Procedures: 
Receiving facilities must 
establish and follow written 
procedures for receiving 
raw materials, and must 
document use of these 
procedures 
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Audit Reports 

•  There is no requirement to keep complete audit 
reports  
•  However, the documentation must include the 

conclusions of the audit and corrective actions 
taken in response to significant deficiencies 
identified during the audit  
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Supplier Verification Recordkeeping 
Requirements 

34 

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



35 

RECORD KEEPING  
JOE LEVITT  



Recordkeeping Requirements (Subpart F) 

•  Records must:  
•  Contain the actual values and observations obtained during 

monitoring and, as appropriate, during verification activities 
•  Be accurate, indelible, and legible 
•  Be created concurrently with performance of the activity 

documented 
•  Be as detailed as necessary to provide the history of the work 

performed 
•  Include:  
•  Information adequate to identify the plant/facility 
•  The date and, when appropriate, the time of the activity 

documented 
•  The signature or initials of the person performing the activity 
•  Identity of the product and lot code (if any), where appropriate  



Records Requirements   

•  Required records must be retained for at least 2 
years after the date they were prepared 
•  Records relating to general adequacy of equipment/

processes being used by the facility (e.g., results of scientific 
studies used for validation) must be retained for 2 years 
after their use is discontinued 

•  All records, except for the food safety plan, can be 
stored offsite so long as they can be retrieved and 
provided onsite within 24 hours 
•  Records are exempt from Part 11 
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Copying Records  

•  All required records must be made “promptly 
available” for official review and copying upon oral 
or written request 
•  FDA intends to copy records on a case-by-case basis—and 

primarily when conducting an inspection for cause (e.g., 
outbreak investigation)  

38 



FOIA 

•  Records are subject to disclosure under FOIA 
•  Food safety plans are expected to be exempt from public 

release as a “trade secret”   
•  Disclosure of verification records, such as the results of 

product testing and environmental monitoring, would be 
evaluated on a case-by-case basis 
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Qualified Individuals and Employee 
Training 

•  All employees must be “qualified individuals” 
•  The definition of “qualified individual” has changed -- 

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

•  All employees must receive training 
•  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 
•  Applies to GMPs and PCs 

•  Facilities must keep records of this required training 
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Preventive Controls Qualified Individual  

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

•  A PCQI is a qualified individual who has successfully completed 
training in the development of risk-based preventive controls at 
least equivalent to that received under a standardized 
curriculum recognized as adequate by FDA or is otherwise 
qualified through job experience… 

•  Must prepare or oversee certain preventive controls 
functions 
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Preventive Controls Qualified Individual 
Responsibilities (Must do or oversee) 

•  Preparation of the food safety plan 
•  Validation of preventive controls 
•  Justification for validation timeframe 
•  Justification for determining validation not required 

•  Review of records 
•  Justification for timeframe for reviewing monitoring and 

corrective action records 

•  Reanalysis of the food safety plan 
•  Determination of timeframe for reanalysis and validation of 

additional preventive controls 
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IBWA Plan for Training 

•  Bob Hirst will be trained a s a trainer under the 
FSPCA Lead Trainer Program. 
•  Lead Trainers can certify Preventive Controls 

Qualified Individuals (PCQIs). 
•  Program may become an extension of the existing 

IBWA CPO Program. 
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 GOOD MANUFACTURING 
PRACTICES 

BOB H IRST  



Updated cGMPs 

• Now housed in 21 
CFR Part 117, 
Subpart B 
•  Focus on protection 

against allergen 
cross-contact 
• Certain provisions 

containing 
recommendations 
have been deleted 
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cGMPs 

•  Final rule uses term “allergen cross-contact”; FDA 
recognized this is distinct from contamination 
•  Training provisions apply to plants subject to cGMPs 

(previously nonbinding) 
•  Key preamble clarifications responsive to industry 

comments: 
•  Protection of food in outdoor bulk vessels does not apply to 

open containers to RACs subject to further processing 
•  No “zero-tolerance” standard for allergen controls 
•  Recognized flexibility to use dry cleaning methods with no 

sanitizing steps 
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 EXEMPTIONS AND 
MODIFIED REQUIREMENTS 

JOE LEV ITT  



Exemptions 

•  The final rule applies to registered facilities, except:  
•  Foods subject to seafood and juice HACCP 
•  Dietary supplements 
•  Alcoholic beverages at certain facilities 
•  Activities subject to low-acid canned food regulations 

(microbiological hazards only) 
•  Certain storage facilities such as grain elevators and 

warehouses that store only RACs (other than fruits and 
vegetables) intended for further distribution and processing 

•  Specified low-risk on-farm packing or holding activities by a 
small or very small business 

•  There also are exemptions specifically from the 
GMPs 
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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 
•  Must establish & implement temperature controls, with (as 

appropriate) monitoring, corrective actions, verification, 
and recordkeeping 

•  Exception monitoring is permitted for temperature control 

•  Frozen foods may be (but are not usually) TCS 
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 COMPLIANCE DATES 
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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 
 

Qualified Facilities 
(including very 
small businesses) 

3 years  September 17, 2018 



Supplier Verification Compliance Dates 
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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 PC/
produce rule (if applicable) 

 

Small Businesses (<500 FTE 
Employees) 
 

The later of: 

•  September 18, 2017 

•  6 months after a supplier is 
required to comply with the PC/
produce rule (if applicable) 
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 NEXT STEPS 
BOB H IRST  



Guidance 

•  FDA plans to issue a range of guidance documents 
to help companies implement PC 
•  Draft documents will be published for comment 

before they are finalized 
•  FDA’s FSMA Technical Assistance Network also is live 
•  http://www.fda.gov/food/guidanceregulation/fsma/

ucm459719 

•  IBWA will publish a FSMA Preventive Controls Rule 
guidance document by December, 2015 
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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:  
•  October 31, 2015:  
•  FSVP 
•  Produce Safety  
•  Third-Party Accreditation 

•  March 31, 2016:  
•  Sanitary Food Transportation  

•  May 31, 2016:  
•  Food Defense 
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 CONCLUSIONS 
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The Future is Now! 

•  FSMA is the 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: 
•  Educate your company leadership and employees 
•  Conduct gap analyses 
•  Train for and implement good recordkeeping practices 
•  Self-audit before the FDA comes 
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Key Takeaways for Bottled Water 

•  Bottled water is ahead of the curve because it has 
its own cGMP and SOQ requirements 
•  Compliance with the IBWA Code of Practice sets a 

good foundation based on HACCP 
•  Pay special attention to validation and 

recordkeeping requirements 
•  Utilize IBWA FSMA checklists and third-party audit as 

a “dry run” to test whether your processes are 
FSMA-ready 

62 



Basic FSMA Checklist 

•  Hazard Analysis 
•  Preventive Controls 
•  Sanitation Controls 
•  Allergen Controls 
•  Process Controls 
•  Validation 

•  Other Controls 
•  Monitoring 
•  Corrective Actions 
•  Verification 
•  Environmental Testing 
•  Product Testing (if needed) 

•  Supply Chain Plan 
•  Recall Plan 
•  Written Records – All of the above! 
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Questions?  
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Contact Information 

Bob Hirst, Vice President 
International Bottled Water Association 

(703) 647-4611 
bhirst@bottledwater.org 
Joseph  A. Levitt, Partner 

Hogan Lovells 
(202) 637-5759 

joseph.levitt@hoganlovells.com 


