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Objectives

 Requirements for the Authority
Why the concern?
 Receiving of complaint or  illness
 Initial Investigation
Notification requirements
 Time  requirements
 Traceback
 Trace forward
 Recall
 Reporting



Illness 
Response 
Traceback & 
Trace Forward

Identify 
Illness or 
Outbreak

Notify FDA 24 Hours
Retail

& 
Restaurants

Illness

Traceback

Illness

Trace 
Forward



Why the 
Concern?

Pathogens &
Toxins

Marine Biotoxins

Cyanobacteria 

Human Pathogens

Model Ordinance 
Definitions, B. (87)



Why the 
Concern?

Poisonous or 
Deleterious 
Substances

Discarded military munitions in 
shellfish harvest areasPoint Source

Petroleum and hydrocarbons

Model Ordinance 
Definitions, B. (87)

Non-Point Source



Why the 
Concern?

Illegal HarvestingPost-Harvest Contamination

Post-Harvest 
Contamination
&
Illegal Harvesting

Model Ordinance 
Chapter II. @.04 B. (5)

Model Ordinance 
Chapter II. @.04 C.



1987

Canada 1987 – 
Amnesic shellfish 
poisoning (ASP)

1989

Florida 1989 – 
Salmonella

1993

Louisiana 1993 – 
Viral 
gastroenteritis

1998

Texas 1998 – 
Vibrio 
parahaemolyticus

2021

Rhode Island 
2021 – 
Campylobacter 
spp.

Outbreak Examples
Why the 
Concern?



Illness Response 
Tracebacks



www.fda.gov

• Notification from a variety of sources and through 
different mechanisms

• Follow written protocols for collecting and 
reporting illnesses 

Receiving Illness Complaints

9



Chapter I. @.01 
Administration

– Written protocol with State 
agencies responsible for 
collecting epidemiological 
information

– Procedures to ensure all 
shellfish related illnesses 
are reported to the 
shellfish Authority(s)

– Procedures for 
investigating incidents of 
shellfish borne disease.

F. Epidemiologically Implicated Outbreaks



Illness 
Investigation

11

Illness complaint received; 
investigation conducted by 

the appropriate agency(ies):  

Onset date 
/ time

Symptoms 
of illness

Food 
consumed



Illness 
Investigation 
(continued)
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Additional 
information includes:

Other 
exposure, 
such as 
skin or 
wound 

contact

Pre-existing 
medical 

conditions

Medications 
(including 
antacids)



COVIS
 
and 

Other Illness 
Reports

Etiologic Agent

Symptoms

Pre-existing Conditions

Seafood consumed

Consumption Date

Prepared - raw, cooked



Illness 
reports 

 Etiologic information: Are symptoms and 
incubation period of the illnesses consistent with the 
suspected pathogen or agent?

 Epidemiologic information: Does the information 
indicate a commonality—an association between the 
shellfish consumed and suspected pathogen or agent?

All illness reports are evaluated for:



NSSP    two or more persons not from the 
same household…

Or

    one or more persons in the case of 
marine biotoxins

Model Ordinance 
Chapter II. @.01 A.

Definition of an Outbreak



Determine 
if 
Outbreak 
has 
Occurred

The state epidemiologist (where outbreak 
occurs) determines if an epidemiological 
association exists by reviewing:

Food history
 If disease has potential or is known to be 
transmitted by shellfish
 If symptoms and incubation period are 
consistent with suspected etiologic agent

Model Ordinance 
Chapter II. @.01 A.



Illness Response 
Tracebacks



Outbreak 
Identified 

1.Notify the FDA Shellfish Specialist

1.Within twenty-four (24) hours determine 
whether the illness is growing area related 
or is the result of post-harvest 
contamination, mishandling, or illegal 
harvesting from a closed area

Model Ordinance 
Chapter II @.01 B. 
and @.01 E.

Steps for the Authority:



Illness Response 
Tracebacks



Point of Sale 
or 
Service 

• Inspect facility(ies)

• Collect and photograph tags and 
documents related to implicated shellfish

• Maintain open 
communication between public health 
officials and their state shellfish authority

Investigation Procedures



Point of Sale or Service 
Investigation:

    Questions 
        &
   Observations

•Ask open ended 
questions

•Observe shellfish 
storage and 
handling practices



• Shellstock tags and labeling
• Invoices
• Delivery tickets
• Bills of lading
• Cooler temperature records (if available)
• Focus on documents related to 

timeframe of reported shellfish consumption

Point of Sale 
or Service 
Investigation:

Collect, scan, or photograph documents
related to the implicated shellfish:

Documents



Point of Sale 
or Service 
Investigation:

Effective tracebacks may require patience!



Point of Sale 
or Service 
Investigation:

TAGS



Point of Sale 
or Service 
Investigation:

Labels



Point of Sale or 
Service 
Investigation:

Other 
Documents



Point of Sale 
or Service 
Investigation:

Documents

Ensure Copies Are Legible



Traceback 
Diagrams:

Simple 
(if you're lucky!)

Complex 
(common)

28

Simple Traceback

Complex Traceback



Illness 
Response 
Tracebacks

• Traceback is driven by results of the 
retail investigation

• Shellfish Authority:
• Reviews retail investigation records
• Identifies dealers and distributors
• Determines harvest area(s) from 
tags and records (single source or multi-
source)



Illness 
Response 
Traceback & 
Trace Forward

Identify 
Illness or 
Outbreak

Notify FDA 24 Hours
Retail

& 
Restaurants

Illness

Traceback

Illness

Trace 
Forward



Trace Forward 
Steps

Step 1
Determine distribution

Step 2
Initiate recall

Step 3
Communication



Trace Forward 
Steps:

Transaction 
records

Step 1
Determine distribution

• Shellfish harvest and sale records
• Purchase records
• Transportation records
• Invoices, bills of lading (BOL)
• Bulk tagging



Trace 
Forward 
Steps 1

Transaction 
records

Bill of Lading

Transaction Record

Customer list 



Trace Forward 
Steps 2: 

Transaction 
records

Step 2
Initiate recall

Recall plan follows 21 CFR Part 7 and includes:

1. Timely notification of the authority,
2. Timely notification of the consignee(s) who 

received the affected product, and
3. Effective removal or correction of the affected 

product

Original dealer initiates a recall consistent with
 their plan: 



Trace Forward 
Steps 3: 

Communication

Step 3
Communication

• Original dealer communicates recall plan to 
customers.

• Original dealer notifies their state shellfish 
authority of distribution of implicated 
products.

• Trace forward must include all dealers 
through point of sale.



The Authority will immediately 
notify the FDA, ISSC, and the 
Authorities in other states involved 
in the recall

Immediate 
Notification

Model Ordinance Chapter 
II. @.01 C. (1)



Recall 
Requirements

Dealer Recall Plan Requirements

1) Dealers shall adopt written 
procedures for conducting 
recalls of adulterated or 
misbranded shellfish products.

2) Dealers shall follow their written 
recall procedures.

Model Ordinance 
Chater II. @.04 B. (5)

Model Ordinance 
Chapter X. .04 A. (2) (c)



Recall 
Effectiveness 
and 
Reporting

Monitor the progress and 
success of the recall



NSSP Section IV 
Guidance 
Documents – 
Chapter V. Illness 
Outbreaks and 
Recall Guidance.



Illness 
Response 
Traceback & 
Trace Forward

Identify 
Illness or 
Outbreak

Notify FDA 24 Hours
Retail

& 
Restaurants

Illness

Traceback

Illness

Traceback



Questions ?
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