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OFS supports today’s theme:

Design to Clean: Creating a Hygiene focused Culture
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• Focus on preventing food safety problems rather than relying 
primarily on reacting to problems after they occur

• Provided FDA with new enforcement authorities

• New tools to hold imported foods to the same standards as 
domestic foods

• Directed FDA to build an integrated national food safety 
system in partnership with state and local authorities

FSMA enables FDA to better protect public 
health in multiple ways
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• Accredited Third-Party Certification

• Current Good Manufacturing Practice and Hazard Analysis and Risk-Based 
Preventive Controls for Human Food (PCHF)

• Current Good Manufacturing Practice and Hazard Analysis and Risk-Based 
Preventive Controls for Food for Animals (PCAF)

• Foreign Supplier Verification Programs (FSVP)

• Laboratory Accreditation

• Mitigation Strategies to Protect Food Against Intentional Adulteration (IA)

• Sanitary Transportation of Human and Animal Food

• Standards for the Growing, Harvesting, Packing, and Holding of Produce for 
Human Consumption (PSR)

FSMA: Rules Finalized
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• Agricultural Water 

– Would replace the pre-harvest microbial quality criteria and testing 
requirements in the Produce Safety Rule with requirements for 
systems-based pre-harvest agricultural water assessments 

• Food Traceability

– Would establish additional traceability recordkeeping requirements 
for persons who manufacture, process, pack, or hold foods the 
Agency has designated for inclusion on the Food Traceability List

FSMA: Rules Proposed
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• The requirements that food contact surfaces be designed, 
manufactured, installed, and maintained in a manner to prevent cross 
contamination with pathogens existed as CGMPs before FSMA

• An underlying principle of FSMA is that hazards be controlled, and this 
can’t be done without meeting these CGMP requirements  

• The PSR brought some of these CGMP requirements into the rule 
because the CGMPs in part 117 do not apply to farms

• The PSR established, for the first time, science-based minimum 
standards for the safe growing, harvesting, packing, and holding of 
fruits and vegetables grown for human consumption

Hygienic design is a foundational GMP
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Hygienic design and the PSR rule

• 112.123(a) You must use equipment and tools that are of adequate 
design, construction and workmanship to enable them to be adequately 
cleaned and properly maintained

• 112.123(d)(1) You must inspect, maintain, and clean and, when necessary 
and appropriate, sanitize all food contact surfaces of equipment and tools 
used in covered activities as frequently as reasonably necessary to protect 
against contamination of covered produce. 

• 112.123(d)(2) You must maintain and clean all non-food-contact surfaces 
of equipment and tools subject to this subpart used during harvesting, 
packing, and holding as frequently as reasonably necessary to protect 
against contamination of covered produce.
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• Several recent produce-related outbreaks have involved poor 
hygienic design on equipment

• Equipment surfaces/materials are often chosen to reduce 
damage to produce, but may not be microbiologically cleanable

• Produce, such as lettuce, is right from the field – hygienic design 
therefore extends to equipment used in the field 

• Pathogens have been isolated from equipment used to harvest 
lettuce

Hygienic design and field equipment
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Hygienic design and CGMPs in the PCHF rule

• 117.40(a)(1) All plant equipment and utensils used in 
manufacturing, processing, packing, or holding food must be so 
designed and of such material and workmanship as to be 
adequately cleanable, and must be adequately maintained to 
protect against allergen cross-contact and contamination

• 117.40(a)(3) Equipment must be installed so as to facilitate the 
cleaning and maintenance of the equipment and of adjacent 
spaces. 

• 117.40(c) Equipment that is in areas where food is manufactured, 
processed, packed, or held and that does not come into contact 
with food must be so constructed that it can be kept in a clean and 
sanitary condition.
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Top cites from Limited Scope PCHF inspections

1. Pest control

2. Manufacturing, processing, 
packing, holding – controls

3. Equipment and utensils –
design and maintenance

4. Personnel

5. Sanitary operations – plant 
maintenance

6. Plant construction and design

7. Sanitation of food contact 
surfaces – frequency

8. Sanitary facilities and control

9. Sanitary operations – plant 
sanitation

10.Training of employees and 
records

(Inspectional timeframe 10/01/2019 to 05/12/2022)
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Top cites from Full Scope PCHF inspections

1. Hazard analysis –
identification of hazard

2. Food safety plan

3. Sanitation controls, 
verification procedures 
(EMP)

4. Preventive controls, 
identification

5. Pest control

6. Process controls, 
monitoring procedures

7. Sanitation controls, 
monitoring procedures

8. Personnel

9. Sanitary operations – plant 
maintenance

10.Allergen controls, 
monitoring procedures

(Inspectional timeframe 10/01/2019 to 05/12/2022)
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• Whenever an RTE food is exposed to the environment prior to 
packaging and the packaged food does not receive a treatment or 
otherwise include a control measure (such as a formulation lethal 
to the pathogen) that would significantly minimize the pathogen, 
the hazard evaluation must include an evaluation of 
environmental pathogens (117.130(c)(1)(ii))

• When contamination with environmental pathogens is a hazard 
that requires a preventive control, the appropriate type of control 
is a sanitation control

The PCHF rule and RTE foods
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• Recommendations for 
the hygienic design and 
construction of facilities 
and equipment

• Recommendations for 
establishing an 
environmental 
monitoring program

Controlling L. monocytogenes in RTE foods
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• The requirements for hygienic design of equipment found in 
the CGMPs apply to all food

• Firms making NRTE food are not required to include an 
evaluation of environmental pathogens in their hazard 
evaluation, but…

• All equipment and utensils used in manufacturing, processing, 
packing, or holding food must be designed and maintained to 
protect against allergen cross-contact and contamination

What about NRTE foods?
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• Extension of Enforcement Policy for 
Supply-Chain Program Requirements 
Applicable to Co-Manufacturers of Human 
Food and Animal Food

• Enforcement Policy for Certain Entities and 
Requirements Under the Mitigation 
Strategies to Protect Food Against 
Intentional Adulteration Regulation

• Enforcement Policy for Supplier Approval 
and Verification Requirements in Part 117, 
Part 507, and the FSVP Regulation

Recent guidance on enforcement policy 
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• None of these enforcement policy decisions reduce the 
importance of or requirements for hygienic design and 
maintaining food contact surfaces in a such a manner that 
they do not contribute to contamination by pathogens

Recent guidance on enforcement policy 
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Foods Program 
Guidance Under 
Development

Foods Program Guidance Under Development

https://www.fda.gov/food/guidance-documents-regulatory-information-topic-food-and-dietary-supplements/foods-program-guidance-under-development?msclkid=99d4d33bac8211ec87564d972f0f1652
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OFS PREVENTION STRATEGIES
HOW DO WE BEND THE CURVE ON FOODBORNE PATHOGEN OUTBREAKS?



19

• More foodborne illness outbreaks detected due to enhanced 
disease attribution capabilities

• Structured process to transition from outbreak response to 
prevention 

– identifying gaps in understanding

– identifying activities to resolve gaps

• Opportunity to bring stakeholder clarity to prevention activities

• Specific opportunities to make progress on Healthy People 2030

Why develop Prevention Strategies?
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• Affirmative, deliberate approach undertaken by the FDA to 
limit or prevent the reoccurrence of a root cause that led to 
an outbreak or adverse incident

• Strategy may incorporate recommendations for research, 
policy development, publications/communications, industry 
influence, industry training, compliance activities, regulator 
training, rule-making, and guidance development

• Goal: Prevention strategy for every outbreak - prioritize 
execution

What is a Prevention Strategy  (what’s in it?)
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Leafy Green 

Action Plan

(STEC)

Cyclospora 

Action Plan

(C. cayetanensis)

Tahini

(Salmonella)

Imported 

Seafood

(Salmonella)

Flour

(STEC)

Hispanic Style 

Cheese
(Listeria monocytogenes)

Sprouts

(Salmonella & 

STEC)

Imported Specialty 

Mushrooms

(Salmonella and Listeria 

monocytogenes)

Onions

(Salmonella)

Melons

(Salmonella)

Shell Eggs 

(Non SE)

Mangoes

(Salmonella)

Peaches

(Salmonella)

Frozen Pizza

(STEC)

Controlled 

Environment 

Agriculture

(Salmonella)

Cashew Brie

(Salmonella)

Avocados

(Listeria monocytogenes)

Caramel 

Apples

(Listeria monocytogenes)

Ready to Eat 

Cereal

(Salmonella)

Hard Boiled 

Eggs

(Listeria monocytogenes)

Ground Bison

(STEC)

Current OFS Prevention Strategies
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Prevention Strategy example:
L. monocytogenes in Imported 
Specialty Mushrooms

Phase 1 – Communications and Stakeholder Engagement

• Translations of the Produce Safety Rule and guidance

• Outreach on cultural differences in mushroom consumption

• Engagement with competent authorities in the Republic of Korea, 
China, Japan, Taiwan, and Canada

Phase 2 – Targeted Research and Regulatory Activities

• Targeted sampling of enoki mushrooms

• FDA sampling at port of entry 

• State sampling via LFFM

• Research to better understand L. monocytogenes and enokis

Phase 3 – Long-term Targeted Extension for the Mushroom Industry

• Facilitate the availability of training for enoki mushroom 
producers 



New Era of Smarter Food Safety
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FDA’s New Era of Smarter Food Safety

• The New Era of Smarter Food Safety represents a new approach to 
food safety, leveraging technology and other tools to create a safer 
and more digital, traceable food system. 

• Smarter food safety is about more than just technology. It’s also 
about simpler, more effective, and modern approaches and 
processes. It’s about leadership, creativity, and culture.

• It builds on work that FDA has done to implement the Food Safety 
Modernization Act (FSMA), which established science and risk-based 
protections.



www.fda.gov
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What is…. 
Food Safety Culture?

2
6
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Food safety culture (a few definitions)

The aggregation of the prevailing, relatively constant, 
learned, shared attitudes, values and beliefs contributing to 
the hygiene behaviors used within a particular food 
handling environment

Griffith, Livesey, and Clayton (2010)

Shared values, beliefs and norms that affect mindset
and behavior toward food safety in, across, and 
throughout an organization.

GFSI Technical Working Group
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Our Goals for Food Safety Culture

Develop and promote
smarter food safety

consumer education 
campaign

Further promote 
food safety culture 

throughout the 
agency 

Promote food 
safety culture 

throughout the 
food system

2
8
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Research on food 
safety culture

Identify the challenges, barriers, and opportunities 
to influence attitudes and modify behaviors related 
to food safety culture

2
9
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Internal food 
safety culture

Assess FDA’s internal food safety culture and 
identify ways to strengthen it

3
0
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Industry food 
safety culture

• Encourage and support a culture of food safety in 
the establishments we regulate

• Support approaches to adequately assess food 
safety culture in establishments

3
1
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Webinar 
Series

Promote and discuss 
best practices, gaps, 

opportunities in 
improving food 

safety culture
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Consumer 
education

Identify new messaging, tools, and strategies to 
promote food safety culture among consumers 

3
3
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New Era of Smarter Food Safety

• Dramatic improvements in reducing the burden of foodborne illness 
cannot be made without doing more to influence the beliefs, attitudes, 
and, most importantly, the behaviors of people and the actions of 
organizations.

• Collectively, FDA and all stakeholders should strive to ensure that we 
are doing everything possible to quickly incorporate the lessons learned 
from contamination events into prevention efforts, and to complete our 
work as expeditiously as possible.
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In closing

• Hygienic design is a foundational GMP that underlies FSMA 
requirements

• Hygienic design and sanitation deficiencies are among the most 
frequently cited during PCHF inspections 

• Some segments of the food industry are farther along in 
implementing hygienic design than others

• We must do more to influence the beliefs, attitudes, and behaviors 
of people and the actions of organizations.

• We should work quickly incorporate the lessons learned from 
contamination events into prevention efforts




