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Strategic Priority: Food Safety

• Goal: Protect consumers from foreseeable 

hazards. Examples:

o Implementation of FDA Food Safety 

Modernization Act (FSMA)

o Food safety includes microbiological 

contaminants, but also chemical contaminants 

and substances added to foods (e.g., food 

additives)



Preventive Approach to Food 

Safety
• Helping industry obtain compliance with preventive 

control standards rather than finding and responding to 
violations after an illness or outbreak has occurred

• Providing FDA technical expertise and capacity to 
support industry in implementing the new prevention 
standards

• Furthering federal, state, local, and territorial 
partnerships, and investing in training and capacity to 
ensure efficient, high quality, and consistent oversight 
nationwide

• Using a variety of tools to increase oversight of imported 
food safety



FSMA Implementation 

• Seven FSMA rules finalized

• Developing guidance

• Establishing Produce Safety Network 

• Establishing modernized approach to 

import activities



FSMA Training
• Food Safety Preventive Controls Alliance (FSPCA)

-- Curricula to train those that manufacture, process, hold, and 

distribute human and animal food (since January 2016)

-- More than 2500 courses completed and 36,000 preventive 

controls certificates issued

• Produce Safety Alliance (PSA)
-- Curricula to train the farming community (since Fall 2016)

-- Trainers in all 50 states and collaborations to support  

international training

-- Issued ~ 2000 certificates

• Sprout Safety Alliance (SSA)

-- Training opportunities since August 2016

-- Thus far, trained about 100 members of the sprouting 

community  

-- Collected information from ~200 sprout growers from 26 states;      

trained 22 sprout growers and 10 federal/state inspectors



Current FSMA Initiatives
• Preventive controls for human food

▬ Both modernized current good manufacturing practice 

inspections and full preventive control inspections are 

underway

▬ Interactions with facilities on both types of inspections 

have been positive

• Produce safety

▬ Sprouts guidance (draft) published 1/23/17

▬ In process:  implementation and compliance guide, 

updated good agricultural practices

▬ FDA is considering how to simplify the agricultural 

water standards while still protecting public health



Current Food Safety Initiatives

• Updated draft guidance on control of Listeria 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

• Request for comments on gene editing in new plant 

varieties used for foods – published 1/19/17
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Strategic Priority: 

Safe and Nutritious Food

• Much of our work lies at the intersection of 

food safety and nutrition

– Arsenic in rice

– Methylmercury in fish







Strategic Priority: Nutrition

• Goal: Foster an environment to 

promote healthy and safe food 

choices. Examples:

o Voluntary sodium reduction targets

o Updating the Nutrition Facts label

o Menu and vending machine labeling



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
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Overview of FDA Announcement

• Draft, voluntary guidance on sodium 

reduction targets 

– Gradual approach 

– Targets for 150 categories of food

– Applies to food manufacturers, 

restaurants and food service operations

• Draft targets serve as a basis for 

continued dialogue 



Voluntary Sodium Reduction Targets

• Public comment periods closed on October 

17, 2016 (2-year targets) and Dec 2, 2016 

(10-year targets) 

– 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
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Nutrition Facts –
Already Appearing on Shelves

• 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

• Compliance date 

– July 26, 2018 for manufacturers with annual food 

sales at or above $10 million.  One additional year for 

all others. 



Menu and Vending Machine Labeling

• People increasingly eat food away from home

• 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 registers 

with FDA

• Compliance dates

– December 1, 2016 most vending machines

– May 7, 2018 menu labeling



Strategic Priority: Organizational Excellence

• Goal: Continuously improve leadership, 
management, staffing and organizational 
capacity of the FVM program to protect public 
health. Examples:

o Improving outbreak response
o Advancing regulatory science
o Ensuring transparency
o Engaging stakeholders 
o Conducting outreach and education



SCORE 
Strategic Coordinated Oversight of Recall Execution 

Review and direct operations for complex cases

While CORE responds to foodborne illnesses, SCORE also gets involved 
in food contamination that has not yet caused illnesses or worse, but is 

detected in a product or facility.

Team of key senior FDA leaders

Created to support CORE, field staff and district offices by evaluating 
compliance and enforcement options and making swift decisions about 

best course of action.  



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



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

Whole Genome Sequencing Prevents

Listeria Illness



Authenticity of Herbal Dietary Supplements Using 
Chemical and DNA Barcoding Methods

To evaluate recent reports of the absence of labelled botanical ingredient in 

supplements and evaluate the accuracy of DNA barcoding methods.

Analyzed 112 supplements containing ginkgo, soy-isoflavones, valerian, 

yohimbe and St. John’s wort.

Used validated HPLC methods and DNA barcoding using ITS2 and PsbA-

TrnH genes.

Determined accuracy of quantitative label claim and compared results of 

chemical analysis and DNA barcoding methods.
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Summary of Chemical Analysis
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Some marker compounds found in virtually all products

72% appear to meet or exceed the label claim
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Summary of DNA Barcoding
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22% showed DNA of the labelled botanical 

Processed products (extracts) may contain little or degraded DNA

20 4 16 2

22 0 22 13

24 19 5 5

23 1 22 0

23 11 12 5



Conclusions
Quantitative label claims of most products confirmed by 

chemical analysis

DNA barcoding alone cannot confirm the identity of a 

finished product

Both plant materials and extracts contain little or 

degraded DNA

Use of mini-barcodes or next-generation sequencing 

show greater promise
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Pawar, R. et al. 2017, Assessment of the authenticity of herbal dietary supplements: comparison of 

chemical and DNA barcoding methods. Planta Medica. eFirst 28 April 2017.



CFSAN Adverse Event Reporting 
System (CAERS)

• 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



Stakeholder Engagement

• Two public meetings this year engaged 

stakeholders in key food safety and 

nutrition discussions

o Public hearing in February focused on 

strategic partnerships to ensure the safety 

of imported foods.

o Public meeting in March sought input on use 

of the term ‘healthy’ in food labeling.



Raising Awareness of Food Safety and Making 

Information More Available to Consumers

• Education partnership with the AMA

-- Video on foodborne illness

-- Video on food safety

• Clear Information Tool

-- Information is clear and 

written in plain language

-- Communications are effective

for the target audience

• Educator Evaluation Toolbox & Guide
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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


