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Outline 

• OFVM Update 
• FSMA implementation 

– Agricultural water standards 
– Level playing field 

• Antimicrobial Resistance 
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• Erik Mettler, Acting Deputy Commissioner 
• Steve Solomon, Director, Center for Veterinary 

Medicine 
• Don Prater, Acting Assistant Commissioner for 

Food Safety Integration 

Personnel 
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Joining me today are: 
 

• Susan Mayne, Director of the Center for Food Safety 
and Applied Nutrition 

• Melinda Plaisier, Associate Director for Regulatory 
Affairs 

• Jeff Farrar, Associate Commissioner for Food 
Protection 

• Barbara Cassens, Director for the Office of 
Partnerships 
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• Seven foundational rules in place 
– Preventive controls for human food 
– Preventive controls for animal food 
– Produce safety rule 
– Foreign supplier verification program 
– Accredited 3rd party certification 
– Sanitary transportation 
– Intentional adulteration 

• Additional rulemaking to come:  
– Lab accreditation, traceability, food registry 

• Staggered implementation by rule and facility size 

 
 

FSMA Implementation 
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• Compliance arrived (large producers): 
– PC Human & modernized CGMPs – September 2016 
– PC Animal CGMPs – September 2016 
– Produce Safety:  Sprouts – January 2017 

• Compliance approaching: 
– Sanitary Transportation – April 2017 
– Foreign Supplier Verification – May 2017 
– PC Animal – September 2017 
– Produce Safety – January 2018 

• Accompanying draft guidances  
• Compliance extensions (August 2016): 

– Packinghouses and secondary farm activities  
– Cotton ginning and coloring of raw agricultural commodities  

• NASDA partnership 
– Produce Safety Cooperative Agreement – September 2016 

 
 

FSMA Implementation 
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Kentucky 
Distillers/Brewers 
• Jan 11-12, 2017: Visited 

four distilleries & one 
brewery 

• How FSMA PC rules and 
CGMPs apply to wet and 
dried spent grains provided 
for animal food 

• Feedback regarding 
industry practices and 
challenges  
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Produce Visits  
• FL, DE, WA, OR, CA 
• Visited orchards, produce fields, packing houses,  food 

processors, terminals 
• Variety of compliance issues and challenges  
• Water supply and agricultural water standards 

dominated discussions  
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• Agricultural water can 
be a major source of 
contamination 

• Feedback on microbial 
quality standards in 
produce safety rule: Too 
complex to understand, 
translate and 
implement 

• FDA considering how to 
simplify the standards 
while still protecting 
public health 

Agricultural Water 
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Sprouts  
• Large covered sprout operations required to be in compliance 

with all applicable provisions of the Produce Safety Rule by 
January 26, 2017. 

• Small operations have until January 26, 2018 to comply 
• Very small operations have until January 28, 2019 to 

comply 
• Draft guidance to help sprout operations comply with new 

standards  issued on January 19 --- 180 day public comment 
period  
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Produce Safety Network (PSN) 
• Produce Safety Network to collaborate with states on work planning, 

FSMA and produce safety rule education; foreign inspections; and 
building partnership to foster compliance. 
– Inspections: PSN will not perform routine domestic inspections (possible 

exceptions are high-profile or highly complex cases where joint inspections with 
produce cooperative agreement states will occur), however the PSN will inspect 
foreign growers and domestic growers in non-category B states. 

– Outbreak Response: PSNs will work with existing FDA-State Rapid Response 
Teams (RRT) in the 19 RRT states.  In other non RRT states, PSN’s will collaborate 
with state, local, district investigators to respond to produce outbreaks.   

• Hiring and onboarding consumer safety officers. 
• Next-Steps: Finalize the Operational Model, which details roles and 

responsibilities, to include but not be limited to, inspections and 
outbreak response.  
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• FSMA preventive controls and produce safety 
regulations apply to both domestic and foreign food 
producers 

• Additional authorities include Foreign Supplier 
Verification Program(FSVP) and Accreditation of 
Third-Party Auditors 

• FDA evaluating deployment of resources globally 
• FY 18 inspection plans will cover domestic and 

foreign farms 
• Upcoming  public hearing will focus on the role of 

strategic partnerships in ensuring the safety of 
imported foods 

The Level Playing Field 
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Public Hearing February 14 and 15 
• “Partnerships to Ensure the Safety of Imported Foods” Public 

Hearing  
Topics: 

– food safety capacity building in other countries 
– employing the “same level of public health protection” requirement 
– enhancing risk-based decision making through consideration of private 

standards 
– commodity-specific export programs 
– systems recognition agreements. 

• Opportunity for FDA to receive input from stakeholders as it 
develops, expands, and refines partnership activities related to 
imported foods. 

• The hearing will be held at CFSAN in College Park, Maryland.  
• Registration closes Feb. 8th 
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Antimicrobial Resistance 
Guidance For Industry #213 
• Finalized in December 2013 

– phase out the use of medically important antimicrobials in the feed or water of 
food-producing animals for production purposes (e.g. growth promotion)  

– phase in veterinary oversight of the remaining therapeutic uses for these drugs. 
– 3 year period to revise labeling 

• As of January 3, 2017, all 292 drug applications affected by GFI #213 
have either aligned with the guidance’s recommendations or their 
approvals have been voluntarily withdrawn.  

• These products cannot be used for production (e.g. growth 
promotion) purposes and may only be used under the authorization 
of a licensed veterinarian. 
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Antimicrobial Resistance 
Duration of Use 
• In September 2016, FDA solicited comments on establishing appropriately 

targeted durations of use of medically important antimicrobials administered 
in the feed or water of food-producing animals.  

• Seeking input on:  
– The underlying diseases that require these drugs, and periods when livestock or 

poultry are at risk of developing these diseases; 
– More targeted antimicrobial use regimens for these diseases; husbandry practices 

that may help avoid the need for these antimicrobials, or that may help make 
targeted antimicrobial use regimens more effective; and 

– Strategies for updating affected labeling of drug products that do not currently 
include a defined duration of use. 

• Comment period extended to March 13, 2017.  
For more information or to submit comments visit: http://www.regulations.gov  

 

http://www.regulations.gov/
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The Apple That Never 
Browns Wants to Change 
Your Mind About Genetically 
Modified Foods 
 
- Caitlin Dewey   January 23, 2017 
 

After years of development, protest and 
regulatory red tape, the first genetically 
modified, non-browning apples will soon go on 
sale in the United States. 
 
The fruit, sold sliced and marketed under the 
brand Arctic Apple, could hit a cluster of 
Midwestern grocery stores as early as Feb. 1. 

http://www.arcticapples.com/
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Biotechnology 
• January 2017, Request for Information(RFI) issued 

seeking comments on the use of genome editing 
techniques to produce new plant varieties for human 
and animal food.  
– Current voluntary consultation process for genetic 

modification  
• Also announced draft GFI #187 which addresses 

genome editing in animals. 
• Draft guidance on regulation of genetically engineered 

mosquitoes. 
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Listeria Guidance for  
Ready-To-Eat Foods  

• Jan 2017 issued revised draft guidance: Control of Listeria 
monocytogenes in Ready-To-Eat Foods.  

• New emphasis on the “seek and destroy” approach of 
environmental  sampling and follow-up actions 

• Guidance integrates industry best practices with FSIS 
approach to reducing contamination in RTE meat and 
poultry products.  
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Program Alignment 
• FDA continues to move forward with program 

alignment 
• FY17 transitional year  
• Enhanced horizontal and vertical integration 

between field and headquarters programs 
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Budget 
• We have requested $25.3 million in added budget authority for 

Fiscal Year 2017 to implement FSMA. 
– Of which $11.3 million would be used to support state capacity to 

implement the produce safety rule. 
                                         However… 

• Currently operating under a continuing resolution  
• Future of funding for FY17 is unclear. 
• Although FY17 is a “program development” year, we are subject 

to close scrutiny of how we use initial $21.8 million in 
cooperative agreement funds.   

• FDA is working closely with states and NASDA to provide the 
support needed to ensure deliverables are met.   
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“If you ask me anything I don’t know, 
I’m not going to answer.” 

 
Yogi Berra 
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