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Objective

• About your food safety plan

• About your hazard evaluation

• About how you manage food 
safety risk

THINK

• To inform and update your 
assessment of risk

USE DATA



About me

Native Long Islander

Ph.D. Food microbiology (with no intention of staying in a lab)

20+ yrs in Washington DC

Institute of Food Technologists

The Acheson Group

Grocery Manufacturers Assn

United Fresh/ IFPA

Expertise: FDA regulations, outbreaks/recalls/crises, traceability, environmental 
monitoring,… jack of all trades



About You- by show of hands

For food producers:

Registered facility/ USDA establishment?

• (in other words, do you have a HACCP/ Food Safety Plan)?
What types of products?

Food producer, service provider, academic, consultant, govt?



Your Food 
Safety Plan

Hazard analysis

CCP/Preventive controls (process, allergen, 
supply chain, others) (note: a process PC = CCP)

Procedures for monitoring, corrective action, 
verification*

Recall plan*

Facility overview & food safety team

Product description

Process description

*Required when a hazard requiring a preventive control is 

determined by the hazard analysis
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“known or reasonably foreseeable 
hazard” is still being evaluated to 
determine whether it is a “hazard 
requiring a preventive control” (e.g., a 
CCP) for a food.



Activity 

• 10 hazards are presented from a fictitious hazard 
analysis for frozen vegetables that includes a sauce 
packet (image from CoPilot, including the typo!)

• Suspend reality- this is very simplistic!

• Sort them by risk

• 10= your greatest concern- the most votes

• 1= your least/ lowest concern

• Use each number once (no ties!)



Step Hazard Likelihood Severity RANK Justify your decision
Receiving
veggies

(b) Bacterial pathogens (e.g., 
Salmonella, E. coli)

(c) Unapproved pesticide/ above 
MRL

(p) Stone/wood

Slicing/ 
Cutting

(b) Pathogen cross contamination

(c) None

(p) Metal 

Freezing b) Environmental contamination-
e.g.,  Listeria

c) Refrigerant contamination

Conveyance b) Environmental contamination-
e.g.,  Listeria

Packaging 
(inc. 
automated 
drop of 
sauce 
packet)

(b) None 

(c) Undeclared allergens

(p) Plastic packaging pieces

Draft Hazard Analysis – Processing Frozen Vegetables w 
Sauce Packet



Step Hazard Likelihood Severity RANK Justify your decision
Receiving
veggies

(b) Bacterial pathogens (e.g., 
Salmonella, E. coli)

(c) Unapproved pesticide/ above 
MRL

(p) Stone/wood

Slicing/ 
Cutting

(b) Pathogen cross contamination

(c) None

(p) Metal 

Freezing b) Environmental contamination-
e.g.,  Listeria

c) Refrigerant contamination

Conveyance b) Environmental contamination-
e.g.,  Listeria

Packaging 
(including 
automated 
drop of 
sauce 
packet)

(b) None

(c) Undeclared allergens

(p) Plastic packaging pieces

Draft Hazard Analysis – Processing Frozen Vegetables w 
Sauce Packet- REPORT OUT



You are planning a vacation (not in your hometown). 
How do you get there?
• Bicycle

• Car (yours)

• Plane (commercial)



There will be an accident. 
Do you want to be in/on the:
• Bicycle

• Car (yours)

• Plane (commercial)



Were your 
choices the 

same?
• ~130,000 bike accidents / year

• ~1,000 fatalities

• ~6 million car accidents/ year
• ~43,000 fatalities

• 11 plane accidents in 2020; 36 in 
2019
• Considered 90% survivable

• Did you note the recent news and 
uptick in commercial accidents lately? 
How did this impact your choice?



Definitions 
and 

Distinctions

12

• The “thing”

• Pathogenic E. coli

• Salmonella

• Metal blade fragment

• Illegal pesticide residue

Hazard

• The likelihood that the hazard will occur 
and the severity of the public health 
impact of that hazard, if it occurs

Risk



Not all hazards are risks…

• But all hazards should be evaluated 
critically and thoroughly

• Examples:

• Water is a hazard, but only a risk if 
someone were to jump in without 
knowing how to swim

• Gasoline is a hazard, but only a 
risk if someone were to light a 
match near it

• Manure is a hazard, but only a risk 
if it were to run-off into a water 
source or blow onto the produce



Tools to Aid in Risk Assessment
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Hazards and risks are often 
confused.

Clarify when you are talking about public 
health risk vs. business risk.

• End goal/output of risk assessment tools may be different
• Regulatory/audit compliance
• Practice/business prioritization
• True risk assessment

• Are your risk management practices aligned with your risk assessment?



Do’s and Don’ts – Hazard Analysis Edition

• DON’T assign PCs to steps that don’t require the same rigor and 
documentation as a CCP

• DON’T copy/paste or be generic; provide specific justification for each 
step

• DO emphasize time and effort spent on the ‘justify your decision’ 
column

• DO support your likelihood scores with data/observations, DON’T just 
assign a number

• DO use data and references to support your analysis



Risk assessment must be supported by 
data

• Both quantitative and qualitative data can be 
utilized

• Quantitative: Data from testing, utilization of 
data from ‘similar’ locations or scenarios

• Qualitative: Learnings from past experience or 
observations

• Examples: time/temps, test results, customer 
complaints, COAs

• Are you leveraging the data you are collecting to 
its’ full capacity?



Leveraging Trusted 
Data Sources

• FDA data dashboard
• And also understanding 

what these findings mean!

• Your own historical info for 
your operation’s 
performance and product 
line(s)

Link to data dashboard



Hazard Analysis & Risk Based Preventive Controls for 
Human Food Draft Guidance for Industry

Jan. 2024

https://www.fda.gov/media/99581/download

• Updated version has new food/hazard pairings
• Incorporates new science and learnings from 

food safety failures/identified hazards
• Familiarize yourself with how to navigate this 

document and use it for every ingredient

Link to draft guidance



Public Health

Reputational Regulatory

Business

Risk



Emerging 
Hazards 

• Don’t get too comfortable
• Hazards can change, and/or new hazards may be present

• Leaky ceiling over your packaging area- does that change your 
raknking?

• Risk profiles may also change, depending on 
internal/external factors

• Invite other team members, even those typically 
removed from the process, to look and evaluate the 
scenario with fresh eyes



Thank you!

Jennifer McEntire, Ph.D.
Founder, Food Safety Strategy, LLC
jmcentire@foodsafetystrategy.com 

Gretchen Wall, M.S.
Senior Director, Food Safety, Food Safety Strategy, LLC
gwall@foodsafetystrategy.com
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