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FDA Food Safety 
Modernization Act (FSMA)



FSMA Implementation –
Accomplishments

Published 7 Final Rules:
• Preventive controls for human and animal food

-- Compliance date for large facilities – 9/19/16

• Produce safety
-- Draft guidance on sprouts - published on 1/23/17
-- FDA is considering how to simplify the agricultural water 

standards while still protecting public health
• Foreign supplier verification programs 
• Accreditation of third-party auditors
• Sanitary Food Transportation
• Intentional Adulteration



FSMA Implementation –
Current Initiatives

• Develop Guidance:
-- Preventive Controls, e.g., supply chain, HACCP (chapters 6 – 14)

-- Produce, e.g., general guidance on produce

-- Updated draft guidance on control of Listeria monocytogenes
(Lm) in ready to eat foods – published on 1/17/17

-- Additional draft guidance on Lm -- i.e., compliance policy guide, 
classification of food as ready to eat

• Establish Produce Safety Network 
• Establish a unified, modernized approach to import 

activities



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 February 14th and 15th in College Park, 
Maryland 

• Registration closes Feb. 8th



Recent Nutrition Initiatives 
to Reduce the Risk of Chronic 

Disease



Food Safety, Nutrition and Health



Updating the Nutrition Facts 
Label
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Serving Size Changes

11



Status/Current Activities
• Draft Guidance and Request for Information (RFI) 

on Redefining “Healthy”- 9/28/2016
-- Comment period on RFI extended to 4/26/17
-- FDA Public Meeting 

March 9, 2017; 8:30 am – 5:30 pm
Hilton Washington DC/Rockville Hotel
1750 Rockville Pike
Rockville, MD  20852

• Draft Guidance and RFI on Fiber – 11/23/16
-- Comment period on both extended to 2/13/17

• Draft Guidance (2) on NFL Updates -1/4/17
• Nutrition Facts Label Education



Menu and Vending Machine 
Labeling



Menu	and	Vending	Machine	Labeling

• Section 4205 of the Affordable Care Act
• Applies to restaurants and similar retail food 

establishments that are part of a chain with 20 or more 
locations

• Applies to a person who is engaged in the business of 
owning or operating 20 or more vending machines or 
who voluntarily register with FDA

• Current activities
– Rulemaking related to glass front vending machines using 

front-of-pack calorie disclosure to comply with the vending 
machine rule



Voluntary Sodium Reduction 
Targets



Why are Sodium Reduction Targets 
Needed?

• Most sodium comes from salt 
added to processed and 
restaurant foods

• It is difficult to meet 
recommended sodium intake 
with current food supply

• Overall sodium content of the 
food supply remains high, 
despite industry efforts

• Variability in sodium across 
similar foods in the food 
supply shows that reductions 
are possible

Mattes and Donnelly, 1991



Overview of FDA Announcement
• Draft, voluntary guidance on sodium reduction targets 

– Gradual approach: 
• Short-term targets (2 years, goal=3,000 mg/day) 
• Long-term targets (10 years, goal=2,300 mg/day) 

– Targets for 150 categories of food that are sales weighted 
to focus on dominant sellers in each category 

– Applies to food manufacturers, restaurants and food 
service operations

• Draft targets serve as a basis for continued dialogue 
– Additional data and information will help refine



Status
• Public comment periods closed on October 

17 (2-year targets) and Dec 2 (10-year 
targets) 2016
– Many comments related to targets and food 

categories received
– Public health groups and some in industry 

supportive
• Current activities

– Reviewing comments; considerations:
• Feedback regarding certain targets and categories
• Technical role of sodium in foods



Food Ingredients



Food Ingredients
• Published final rule on food ingredients that may be 

“generally recognized as safe” (GRAS)

-- reaffirms that a substance, which is GRAS for an 
intended use, must meet the same safety standard   
as a food additive: there must be a reasonable certainty 
of no harm under the intended conditions of its use

-- formalizes voluntary GRAS notification procedure
• Continued work with companies, consumer groups and 

other stakeholders to improve oversight of ingredients 
added to food



Status
• Working on additional guidance documents:

– Best practices for use of GRAS panels and 
managing conflict of interest

– What it means to be GRAS



Other Recent Food Safety 
Updates

• Published a request for comments on 
gene editing in new plant varieties used for 
foods (1/19/17)

• Published (updated) advice regarding fish 
consumption to help consumers make 
informed choices regarding fish that is 
healthy and safe to eat (1/19/17) 





Removing Unsafe Products 
from the Marketplace



Dietary Supplements
• Newly established Office of Dietary Supplement Programs
• Issued more than 20 warning letters on illegal ingredients, for 

example:  
-- methylsynephrine
-- acacia rigidula
-- picamilion
-- pure powdered caffeine 

• Published draft guidance on new 
dietary ingredients

• Education and outreach to consumers
and health professionals

• Research on probiotics



Cosmetics
• WEN Cleansing 

Conditioners
• Tattoo Ink
• Lead

-- Published draft guidance 
recommending no more than 
10 ppm of lead in lip products and 
externally applied 
cosmetics (12/22/16)

• Formaldehyde in hair 
straightening products



CFSAN Adverse Event Reporting System 
(CAERS)

• CAERS began in June 2003 
– centralized data from separate 

systems into a single database
• CAERS captures data on adverse events and product 

complaints reported about food, dietary supplements and 
cosmetics  

• Purpose: enable post-market surveillance of products to help 
detect signals of possible safety issues

• Data posted on 
FDA.GOV as of                                                                                                          
December 2016



CAERS Modernization
• Automate data entry
• Incorporate standardized dictionaries
• Establish connectivity to other FDA systems
• Enable direct reporting from industry
• Reduce IT & records management costs
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Goals of CAERS Modernization
• By September 2017:

-- Improve data quality
-- Increase volume of reports
-- Reduce program costs



Using Science to Solve 
Foodborne Outbreaks



Using State-of-the-Art Science to Solve 
Foodborne Outbreaks Quickly  

• Whole genome sequencing 
helps speed up outbreak 
investigations 

• The faster that public health 
officials can identify the food or 
ingredient that caused the 
illness and where it came from,  
the faster the harmful 
ingredient can be removed 
from the food supply -- and the 
more illnesses and deaths that 
can be averted

• Youtube video 



http://www.cdc.gov/listeria/surveillance/whole-genome-sequencing.html

Whole Genome Sequencing Prevents
Listeria Illness




