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Background: Active Managerial 
Control (AMC)

• The purposeful incorporation of specific actions 

or procedures by industry management

• Attain control over foodborne illness risk factors

• Preventive rather than reactive 

• Continuous system of monitoring and 
verification. 

www.fda.gov
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Background: CDC Risk Factors

• Food from Unsafe 

Sources 

• Inadequate Cooking 

• Improper Holding 

Temperatures 

• Contaminated 

Equipment 

• Poor Personal 

Hygiene. 

www.fda.gov

Photo: https://www.cdc.gov/foodsafety/keep-food-safe.html
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FSMS: The Past

www.fda.gov Photo by Hansjörg Keller on Unsplash

https://unsplash.com/@kel_foto?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText
https://unsplash.com/s/photos/past-present-future?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText
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FSMS & the Food Code

• FSMS & AMC: currently undefined terms in the FDA Model Code
• 8-201.11 When Plans Are Required. 

– Construction, conversion or remodeling

• 8-201.12 Contents of the Plans and Specifications
– (A) Intended menu; 
– (B) Anticipated volume of FOOD to be stored, prepared, and sold or 

served; 
– (C) Proposed layout, mechanical schematics, construction materials, and 

finish schedules; 
– (D) Proposed EQUIPMENT types, manufacturers, model numbers, 

locations, dimensions, performance capacities, and installation 
specifications; 

– (E) Evidence that standard procedures that ensure compliance with the 
requirements of this Code are developed or are being developed; and

– (F) Other information 

www.fda.gov
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FSMS & the Food Code

• 8-203.10 Preoperational Inspections. 

– The REGULATORY AUTHORITY shall conduct one or more preoperational 
inspections to verify that the FOOD ESTABLISHMENT is constructed and 
equipped in accordance with the APPROVED plans and APPROVED 
modifications of those plans, has established standard operating 
procedures as specified under ¶ 8-201.12(E), and is in compliance with 
LAW and this Code. 

• 2-103.11 (Duties)Person in Charge. The PERSON IN CHARGE shall ensure: 
• (D) EMPLOYEES are effectively cleaning their hands, by routinely monitoring the 

EMPLOYEES' handwashing.

• (G) EMPLOYEES are properly cooking TIME/TEMPERATURE CONTROL FOR SAFETY FOOD…

• (H) EMPLOYEES are using proper methods to rapidly cool TCS food…

• (L) EMPLOYEES are properly SANITIZING cleaned multiuse EQUIPMENT and UTENSILS…

• (Q) Written procedures and plans, where specified by this Code and as developed by the 
FOOD ESTABLISHMENT, are maintained and implemented as required.

www.fda.gov
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Food Code Annex

www.fda.gov
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http://www.fda.gov/Food/GuidanceRegulation/HACCP/ucm2006811.htm

http://www.fda.gov/Food/GuidanceRegulation/HACCP/ucm2006811.htm
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FDA OTED Courses

www.fda.gov

https://fdaoted.csod.com/login/rende
r.aspx?id=defaultclp

https://fdaoted.csod.com/login/render.aspx?id=defaultclp
https://fdaoted.csod.com/login/render.aspx?id=defaultclp
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2015-2016 Deli Data Collection Baseline 
to Assess Trends During

10-Year Study Period
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Foodborne Illness Risk Factors and the Associated 
Primary Data Items Examined in the Study

Foodborne Illness Risk 

Factor
Associated Primary Data Item Numbers and Description

Poor Personal Hygiene
• Data Item #1 – Employees practice proper handwashing.

• Data Item #2 – Employees do not contact ready-to-eat foods with bare hands.

Contaminated 

Equipment/Protection from 

Contamination

• Data Item #3 – Food is protected from cross contamination during storage, preparation, 

and display.

• Data Item #4 – Food contact surfaces are properly cleaned and sanitized.

Improper Holding 

Time/Temperature

• Data Item #5 – Foods requiring refrigeration are held at the proper temperature.

• Data Item #6 – Foods displayed, or stored hot are held at the proper temperature.

• Data Item #7 – Foods are cooled properly.

• Data Item #8 – Refrigerated, ready-to-eat foods are properly date marked and discarded 

within 7 days of preparation or opening.

Inadequate Cooking
• Data Item #9 – Raw animal foods are cooked to required temperatures.

• Data Item #10 – Cooked foods are reheated to required temperatures.
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Data Item Supported by Information Statements
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Elements of a 
Food Safety Management System

• Procedures (P): A defined set of actions for accomplishing a task 
in a way that minimizes food safety risks

• Training (T): The process of management’s informing employees 
of the food safety procedures and teaching employees how to 
carry them out

• Monitoring (M): Routine observations and measurements 
conducted to determine if food safety procedures are being 
followed and maintained
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FSMS Score Description

1 Nonexistent: No system in place or system haphazardly implemented (no 
defined structure or frequency for implementation)

2 Underdeveloped: System is in early development. Efforts are being made, 
but there are crucial gaps in completeness and/or consistency

3 Well-developed: System is complete, consistent, and oral or a combination 
of oral and written. The preponderance of the management system is oral

4 Well-developed and Documented: System is complete, consistent, and 
primarily written. The preponderance of the management system is written
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Calculating Food Safety 
Management System Scores

Data Item Procedures Training Monitoring 

#1 – Employees practice proper handwashing 2 3 3 

#2 – Employees do not contact ready-to-eat 

foods with bare hands 
2 2 3 

 

The score is calculated as 
the
sum of all the PTM ratings 
divided by the number of 
ratings given:

2+3+3+2+2+3 = 15/6 = 2.5

EXAMPLE – Poor Personal Hygiene Risk Factor
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Food Safety Management System Results

Nonexistent
12.2%

Underdeveloped
56.1%

Well-developed
25.8%

Well-developed and documented
5.9%
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Key Takeaways

• Best control over 
– No bare-hand contact with Ready-to-eat (RTE)

– Raw animal foods cooked to required temps

• Need better control
– Employee handwashing

– Cold holding

– Cooling foods properly

• Food Safety Management Systems (FSMS) strongest predictor of items 
being out of compliance

• Certified Food Protection Manager (CFPM) enhances FSMS



20www.fda.gov
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FSMS: The Present

www.fda.gov Photo by engin akyurt on Unsplash

https://unsplash.com/@enginakyurt?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText
https://unsplash.com/s/photos/calendar-2023?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText
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2023 CFP: FSMS Committee Report
125 Barriers Identified

www.foodprotect.org

http://www.foodprotect.org/
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3. Add definition of AMC to Chapter 1

4. Add FSMS definition to Chapter 1
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Title: FSMS #3 Re-create FSMS Committee
Recommended Solution: The Conference recommends...:
The Food Safety Management System (FSMS) Committee be reestablished with the 
following charges:

1. Collaborate with the Retail Food Safety Regulatory Association Collaborative to 
create resources for establishments to develop a FSMS.
2. Review 2021-2023 FSMS Committee Charges Report and identify specific items to 
develop remedies.
3. Develop recommendations on next steps to promote universal 
development/implementation of a documented FSMS to be included in a future 
edition of the Food Code.
4. Collaborate with the Retail Food Safety Regulatory Association Collaborative to
conduct a cost/benefit analysis of an implemented FSMS.
5. Report the committee's findings.

• Issue 2023 II-045 created the FSMS committee as a standing Committee

www.fda.gov



27

Title: PSC15 Incorporation of Plan Review into VNRFRPS Standard 3 

• Recommended Solution: The Conference recommends...: 

• incorporating plan review into Standard 3 - Inspection Program based on 

HACCP Principles. 

– 1.Add a new element seven (7) to Standard 3 - Inspection Program 

based on HACCP Principles to include: 

– (7) The jurisdiction develops and implements a program policy for 

conducting reviews of plans submitted by food establishments. The 

policy should include a review and determination of the adequacy of 

facilities, equipment, and procedures based on the establishment’s 

intended menu, volume of food, flow of food, and food processes. 

www.fda.gov
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FSMS: The Future

www.fda.gov Photo by Drew Beamer on Unsplash

https://unsplash.com/@dbeamer_jpg?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText
https://unsplash.com/s/photos/past-present-future?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText
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Food Code Predictions

– Evidence that a 
documented FOOD 
SAFETY MANAGEMENT 
SYSTEM to control risk 
factors is developed or is 
being developed.

www.fda.gov

Present Future
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Food Code Predictions

• ….has established and implemented a FOOD 
SAFETY MANAGEMENT SYSTEM as specified under 
8-201.12(E)…

www.fda.gov

Present
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Food Code Predictions

• 8-304.11 Responsibilities of the Permit Holder.

– Upon acceptance of the PERMIT issued by the REGULATORY 

AUTHORITY, the PERMITHOLDER in order to retain the PERMIT shall: 

(A-K)

– (L) Ensure the FOOD SAFETY MANAGEMENT SYSTEM required 

under 8-201.12 is updated any time there are changes to the menu, 

equipment or procedures to address all risk factors as they relate to the 

food establishment. 

www.fda.gov
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Food Code Predictions

(A – Q)

• The PERSON IN CHARGE shall ensure ACTIVE MANAGERIAL CONTROL by:
• Implementing the FOOD SAFETY MANAGEMENT SYSTEM required under 8-

201.12. 



33

Impact on RA Activities

• Additional Resources
– Plan review: focus/time 

on FSMS.

– Pre-op inspections: 
construction & FSMS 
evaluation. 

– Inspections: Eval. of 
Code compliance & 
FSMS.

– Compliance & 
enforcement.

• Additional Benefits
– Decrease in 

inspections/re-
inspections over time.

– Decrease in FBI Risk 
Factors (fewer illness/ 
outbreaks, decrease in 
outbreak investigations)

– Decrease in compliance 
& enforcement actions.

– Better public health 
protection
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Impact on Industry

• Additional Resources

– FSMS plan development 
(procedures)

– Training

– Monitoring

– Recordkeeping

• Additional Benefits

– Decrease in FBI Risk 
Factors 
(illnesses/outbreaks)

– Decrease in inspection 
frequency

– Aid in training new 
employees

– Help establish food 
safety culture
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Additional Resources for    
Regulatory & Industry

• CFP
• Association Partners: NEHA, 

AFDO, NACCHO, ASTHO & 
Affiliates.

• Federal Partners: FDA, USDA, 
CDC.

• Retail Food Safety Regulatory 
Association Collaborative.

• State, Local, Tribal & Territorial 
Partners

• Industry Leaders & Associations 
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Technology & FSMS

• Hardware, software, data 
storage is accessible & 
relatively inexpensive. 

• Can assist with PTM.
• Automated alarms & 

notifications.
– CL deviations.
– Monitoring/task 

reminders.

• Data is easily reviewed & 
shared. 
– Management review
– RA review????  

• CFP DFSMS Report -
General Best Practice 
Guidelines for Digital Food 
Safety Management
– Recommendations for the 

design of DFSMS and 
equipment



37

Thank You!

Questions?

Contact me:

Tom Nerney

Retail Food Specialist

US FDA, Office of State Cooperative Programs

Phone: 781-587-7431, Cell: 401-302-0856 
Thomas.Nerney@fda.hhs.gov

mailto:Thomas.Nerney@fda.hhs.gov
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