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Five Proposed Rules Establish 

Food Safety Framework 
ÅProduce Safety Standards ï  

 Published Jan. 2013 

ÅPreventive Controls for Human Food - 

Published Jan. 2013 

ÅForeign Supplier Verification Program ï 

Published July 2013 

ÅAccredited Third Party Certification ï 

Published July 2013 

ÅPreventive Controls for Food for Animals -

Published October 2013 

 



 

Five Proposed Rules ï 

Comment Period 

 ÅProduce Safety Standards ï  

 Comment period extended to Nov. 15, 2013 

ÅPreventive Controls for Human Food ï  

 Comment period extended to Nov. 15, 2013 

ÅForeign Supplier Verification Program ï  

 Comments due Nov. 26, 2013 

ÅAccredited Third Party Certification ï  

 Comments due Nov. 26, 2013 

ÅPreventive Controls for Food for Animals - 

 Comments due Feb. 28, 2014 



Preventive Controls for 

Human Food 



Key Principles 

ÅConfirms industryôs primary role 

on food safety 

ÅPrevention of hazards  

ÅRisk-based 



Summary of Requirements 

ÅHazard Analysis and Risk-Based 
Preventive Controls 

ïEach facility would be required to 
implement a written food safety plan 
that focuses on preventing hazards in 
foods 

ÅUpdated Good Manufacturing Practices 

(proposed 21CFR Part 117) 



Who is Covered? 

ÅFacilities that manufacture, process, 
pack or hold human food 

ÅIn general, facilities required to register 
with FDA under sec. 415 of the FD&C 
Act 

ÅApplies to domestic and imported food 

ÅSome exemptions and modified 
requirements are being proposed 



Preventive Controls Required 

ÅProcess controls 

ÅFood allergen controls 

ÅSanitation controls 

ÅRecall plan 

ÅIn addition, seeking comment on 

supplier approval and verification 

program 



Verification Required 

ÅValidation 

ÅCalibration 

ÅReview of records 

Å In addition, seeking comment on 

review of complaints, finished product 

testing and environmental testing 



Updated Good Manufacturing 

Practices 
ÅProtection against allergen cross-

contact 

ÅUpdated language; certain provisions 

containing recommendations would be 

deleted 

ÅComments requested on mandating 

training and whether rule should 

require, rather than recommend, certain 

provisions 



Exemptions and Modified 

Requirements 

Å Qualified  facilities: 
ïVery small business (3 definitions being 

proposedðless than $250,000, less than 
$500,000 and less than $1 million in total 
annual sales) 

OR 
ïFood sales averaging less than $500,000 

per year during the last three years AND 
 sales to qualified end users must exceed 

sales to others 

 



Exemptions and Modified 

Requirements 

ÅFoods subject to low-acid canned food 

regulations (microbiological hazards 

only) 

ÅFoods subject to HACCP (seafood and 

juice) 

ÅDietary supplements 

ÅAlcoholic beverages 

 

 



Exemptions and Modified 

Requirements 

ÅFacilities, such as warehouses, that 

only store packaged foods that are not 

exposed to the environment 

ÅCertain storage facilities such as grain 

elevators that store only raw 

agricultural commodities intended for 

further distribution or processing 
 



Farm-Related Exemptions 

ÅActivities within the definition of 

farm,  including farm activities that 

are covered by the proposed produce 

rule 

ÅCertain low-risk 

manufacturing/processing, packing and 

holding activities conducted by 

small/very small businesses on farms 

for specific foods 

 

 



Effective and Compliance Dates 

Effective date:  

60 days after the final rule is published  

Compliance Dates 

ÅLarge Business -  1 year after publication 

ÅSmall Business (employs fewer than 500 

personnel) - 2 years after publication 

ÅVery Small Business (i.e. a ñqualifiedò 

facility) ï 3 years after publication.  A  

ñqualifiedò facility is also subject to modified 

requirements 



PCR & PMO Published Q&Aôs 

ÅDo facilities operating under the PMO meet 
the requirements of the proposed preventive 
controls rule? 
 

 The preventive controls provision of FSMA 
(section 103) does not exempt dairy facilities 
that are required to register with FDA. FDA is 
interested in receiving comment on whether 
and how a facility complying with the PMO 
would be in compliance with the 
requirements of the proposed PC rule. 



PCR & PMO Published Q&Aôs 

(cont.) 

ÅIf a firm implements the PMOôs voluntary 
HACCP program, will the preventive controls 
requirements of FSMA be satisfied? If not, 
what are the additional requirements? 
 

 Beginning on page 3662 of the preamble of 
the proposed Preventive Controls Rule, FDA 
discusses the voluntary HACCP program of 
Appendix K in the PMO in relation to other 
HACCP programs. Beginning on page 3785, 
Section XVI. B discusses the comparison of 
hazard analysis and preventive controls 
standards;  



PCR & PMO Published Q&Aôs 

(cont.) 
 this comparison includes the PMO HACCP 

Appendix. The proposed rule would require a 
food safety plan, and outlines specific 
components that are very similar but not 
identical to the requirements for a HACCP 
plan in the PMO HACCP Appendix. FDA is 
interested in receiving comment on the 
comparison of requirements under the 
proposed Preventive Controls Rule and the 
PMO HACCP Annex and any specific 
differences, as well as whether and how the 
PMO voluntary HACCP program satisfies the 
�S�U�R�S�R�V�H�G���U�X�O�H�¶�V���U�H�T�X�L�U�H�P�H�Q�W�V��  


