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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
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FDA

Marine Biotoxins

Human Pathogens

Bacterial reservoirs Bacterial pathogens

-Vibrio cholerae, V. vulnificus,
V. parahaemolyticus.
-Clostridium perfringens, C.
botulinum.

-Bacillus cereus group.
-Listeria monocytogenes.

Why the
Concern?

-Salmonella Typhi.

-Vibrio cholerae.

-Shigella dysenteriae, S. flexneri. 3 .
-Non-Shiga toxin producing M
Escherichia coli (STEC).

-Non-typhoidal Salmonella.
-Campylobacter jejuni, C. coli.
-Yersinia enterocolitica.
-STEC.

-Listeria monocytogenes.

-V. parahaemolyticus.

Pathogens &
Toxins

Potential beneficial bacteria

-Lactococcus spp.

-Lactobacillus spp.
Food -Bifodobacterium spp.
processing | -Streptococcus spp.

—_—

Industry

Model Ordinance

Definitions, B. (87)




FDA
_ Discarded military munitions in .
Point Source shellfish harvest areas

Why the
Concern?

Poisonous or
Deleterious
Substances

s/ P -
4 b : W - ey B plgn

= \lodel Ordinance
==l Definitions, B. (87)




Why the
Concern?

Post-Harvest
Contamination

&
lllegal Harvesting

Post-Harvest Contamination

h
mme® \lodel Ordinance
== Chapter Il. @.04 B. (5

lllegal Harvesting

— Model Ordinance
sy Chapter |l. @.04 C.




Why the
Concern?

Outbreak Examples

Canada 1987 — Louisiana 1993 — Rhiode lsland

Amnesic shellfish Viral
poisoning (ASP) gastroenteritis gsgvpylobacter

| 1989 | 1998
| ‘ | ‘ |
1987 | 1993 | 2021

Texas 1998 —
Vibrio
parahaemolyticus

Florida 1989 —
Salmonella
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Receiving lliness Complaints

* Notification from a variety of sources and through
different mechanisms

* Follow written protocols for collecting and
reporting illnesses

www.fda.gov




Chapter |. @.01
Administration

F. Epidemiologically Implicated Outbreaks

— 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.



lliness
Investigation

lliness complaint received;
investigation conducted by
the appropriate agency(ies):

Onset date § Symptoms Food

[ time of iliness consumed




Additional
information includes:

lIness
Investigation

(continued) Other

e;(ﬁgrsl uarse, Pre-existing Medications
skin or medical (including
TG conditions antacids)

contact



Other lliness
Reports

Age:___Sex_ lastName:

CHOLERA AND OTHER VIBRIO ILLNESS SURVEILLANCE REPORT

oMEos2e- 0728

REPORTING HEALTH DEPARTMENT

state city county/parish
1. PATIENT CASE INFORMATION
1 First 3 letters of patient’s st name: 2secOM Dunk
3 pate of birth (MA/BDAYY]: asgxd 3. NNDSS case ID lrsemln.’reqvm;
. . Pr——
53 O americin Indian/alaska Natie (] White 6 Ethnicity: £ Hiparicflathe
O Biack or African American. O 0ther O Nor HispaniciLatine O Unknown/not pravided
] Native Hawsiian or other Pacific 0] Uniknawn/nat provided .
lafander 0 sian 7. Occupation

2. LABD™ T snFORMATION

Use the Vibria Species key ta indicate which species were pasitively identified by culture or CIDT resuit as applicable.
. P

s —CIN ‘rimontia haitsas—H0L Vibria—species patideni ed—HID
V. aginonicus—ALG A pam- v {specity oeiow]
4108 —DAM ) .
W choleros D1—CH1 V. mimicus—hIIM Muipie species—HUL [Specity oeiow]
V. fuviaks—FLU
V. cneleros 0139—CH3 3 icemiciogicany i
v. pumissi—uR detected case o lab resuts)

. choleros noe-01, nor-0138—CHN

. vuinificas—vuL
@iery results (If more than one specimen is tested, complete one row per specimen. If more than two speci

........ ez =t pue %ory? [fes [No[JUnk Fyes, State iab ID:

Specimen source: Culture, recults BT, recutt: [Pes [INeg [] Unk [ et Done
=1 DPoz Otiez Dunk ONot Dare ¥ posithe, specics Memific:
Specimen Site | Pt s e o oot test et
e e
1 Other, speciy: # ¥ specie: identfied 22 muliale or other, pleaze
speciy.

Etiologic Agent

Symptoms

Pre-existing Conditions

Seafood consumed

Consumption Date

Prepared - raw, cooked

1. Dste finess began (MA/DDAY): _ |#e-admitted o a nospital ovemight or this finess?

Oves Ono O unknown

2. Duration of liness (Days)-
4b. If yes, admission date (MM/DD/VY):

32 Did patientdie?Clves Do Dunknown

3b. I yes, 4c. D {mm/D0/Y):

5. id patient take an antibiotic 25 treatment for thisiliness? [Clves DOne [ unknown

-
8

Signs and symptoms:

Vomiting oljolo g [IEREEIA. Y
Diarrhea o|lo|o IEE
Viible blood in steols EEIEE & ’_LEIJ_E% O
abdominal cramps O | O | O |rddisease ifyes, Heart ailure? v On Qu )| 2i2Betes: Nof ™y
Fever [>100 4F or 38 0 O | O | O |#@Rlosicdisease o|o| o
Muscle pain oloflo i o olo| o
septic shock ololo therapy olol o
i IEEEIENR | B EREIE
Bullas [Site. o |ofo oo o
sequelae (eg amputation, skin graft)| O | O | O | iy dissase o|lo|l o
)
Gther (ear pain, discharge, rsh,ewe): | O | O | O s or ulcer medication in past 30 days. oo
peeauensy )y
additional signs and symptoms comments: peptic ul oo
Other: 5] [a]
If yesto any above conditions, specify type:

1. was this case part of an outbreak? Ol ves CIne CJunk
2.1fyes, 1D if avaiable]
3. pulsenet duster code (i avaiable)




All iliness reports are evaluated for:

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

lliness o . . |
- Epidemiologic information: Does the information

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

reports




Definition of an Outbreak

- two or more persons not from the
same household...

Or

* one or more persons in the case of
marine biotoxins

e Vodel Ordinance

Chapter Il. @.01 A.



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

Determine
1i
Outbreak

- Food history

h - If disease has potential or is known to be
as transmitted by shellfish

Occurred - If symptoms and incubation period are
consistent with suspected etiologic agent

e Model Ordinance

Chapter Il. @.01 A.




lliness Response

Tracebacks

Identify
lliness or

Outbreak

Notify FDA

24 Hours

’ Initiate recall

‘ Determine distribu

Communication




Steps for the Authority

1.Notify the FDA Shellfish Specialist

Outbreak

Identified 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

S9 ’
E Model Ordinance Ko

Chapter Il @.01 B.

and @.01 E.



‘ Determine distribu

’ Initiate recall

‘ Communication

lliness Response
Tracebacks

Retail

&
Restaurants

Identify
lliness or Notify FDA
Outbreak

24 Hours




Investigation Procedures

* Inspect facility(ies)

Point of Sale - Collect and photograph tags and
or documents related to implicated shellfish

Service

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




Point of Sale or Service
Investigation:

Questions
&
Observations

*Ask open ended
questions

*Observe shellfish
storage and
handling practices




Documents

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

Point Of Sale - Shellstock tags and labeling
or Service . Invoices

InveStigatiOn: * 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:

Effective tracebacks may require patience!



DEALER MAME
Dealer Address
City, State Zip Code

ZRIGIMNAL SHIFFER'S CERT. NO. IF OTHER THAM ABOWE:

CERT. NO.

Point of Sale
O r Se rVi Ce HARVEST LOCATION:
Investigation: E————

QUANTITY OF SHELLFISH:

THIS TAG |5 REQUIRED TO BE ATTACHED UNTIL CONTAINER

IS5 EMPTY OR 15 RETAGGED AND THEREAFTER KEPT ON FILE, IN
CHROMNOLOGICAL ORDER, FOR 50 DAY S. RETAILERS: DATE YWHEN LAST
SHELLFISH FROM THIS CONTAINER SOLD OR SERVED (INSERT DATE)

HARMEST DATE:

RETAILERS, INFORKM ¥YOUR CUSTOMERS

Tharoughly cosking foods of animad crign such s beel, eggs, fsh, lamnk,
coriain haalin condions mary Do o higher risa 1 these foods ane consumed

rapt o underonoRed. Congul wour pivpsician or pubio healh official for

pouling. of shatish nedunes th rexof foodbome liness. Individusks win
furthees | ribormeaslion




Point of Sale
or Service

Investigation:

BURL’S OYSTERS o

923 5, Shell Point, 5. Bernard, LA TO0ES
Cert. No. LA-139 5¢

BEB-454-9994

Labels

L

O

Burl's Oysters
923 S. Shell Drive, St. Bernard, LA 70085
Cert. No. LA-139 SP
Individually Quick-Frozen Oysters

Ferishable Keep Frozen Wild Product of USA

Original shipper's cert if different from above:
Best if used by date: 07/08/17

Harvest Location: LA Area 19

Type of shellfish: Oysters

CQuantity of shellfish: 72 CT box  Lot# 5439

or any raw animal protein. If you have chronic illness of the liver, stomach or
blood or have immune disorders, you are at a greater risk of seriocus illness
from raw oysters and should eat oysters fully cooked. If unsure of your risk,
consult a physician.

THIS LABEL IS REQUIRED TO BE ATTACHED UNTIL CONTAINER 15
EMPTY OR RETAGGED AND THEREAFTER KEPT ON FILE IN
CHRONOLOGICAL ORDER FOR 90 DAYS. RETAILERS: DATE WHEN
LAST SHELLFISH FROM THIS CONTAINER WAS S0OLD OR

SERVED

o O

) Processed to reduce Vibrio vulnificus bacteria to non-detectable levels. C




Example Document "A"

Akbar's Oyster House

3822 Breezy y Lane
Collin, MD Invoice

Point of Sale or ==
Service b ity A il rbedty 1

Denver, Colorado Denver, Colorado
| | | |
Investigation:
n
Teans Due Date | ] PO pamber Shaip Date Fiare Bt Locaton
e B o |
N —_—— L pMD-12125P ¥i3a0is | MD, Ches. Bay
em Code Cusmnitify Derscrigalicrr Fmner st Dote Lot ¥ Lhent Prc At
BT 5 | Linde Meek Clams - 400 CT 2123015 ]
THIOO 10| Top Mook Clams - 200 C1 I3 1
CHI20 20 oy Clasers « 120007 kL TH] 3
Ot h e r FES I CRBLR 5 | Half Shefl Oysiors - 100 CT o P FLTE ]
G:25 A
T : E
Total
Payments/Credits i i
o — Balance Due




Point of Sale
or Service

Investigation:

Documents
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Traceback
Diagrams:

Simple

(if you're lucky!)

Complex

(common)

Simple Traceback

28



lliness

Response
Tracebacks

* Traceback is driven by results of the
retail investigation

* Shellfish Authority:
* Reviews retail investigation records

* |[dentifies dealers and distributors

* Determines harvest area(s) from
tags and records (single source or multi-
source)




lliness
Response

Traceback &
Trace Forward

Identify
lllness or
Outbreak

:- / ‘ Determine distribut!
mA S T . - 4 Initiate recall
\ B : i ‘ Communication
Retail lliness
_ lliness
Notify FDA 24 Hours & Trace
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Restaurants Forward



Determine distribution

Trace Forward
Steps Initiate recall

Communication




Trace Forward
Steps:

Transaction
records

Determine distribution

Shellfish harvest and sale records
Purchase records

Transportation records

Invoices, bills of lading (BOL)
Bulk tagging




Trace
Forward
Steps 1

Transaction
records

Customer list

The Shellfish Dealer (State-123-SS)
ABC Drive SE Anyhoo, State 12345

Bill of Lading

| D BILL OF LADING Page 1 of

CUSTOMER LIST
NAME EMAIL PHONE ADDRESS
That Shellfish Place HeyU@heyu.com 010-010-0011 | ZYX A Street Anyhoo, State 12345

Everyone Loves Shellfish

It's a Shellfish Thing

Oyster-a-go-go

Bill of Lading Number:

Bivalves R Us Freight Charge Terms: (freight charges are prepaid uniess
marked
SPECIAL INSTRUCTIONS: Prepaid _ Collect ¥ Pamy__
Master Bill of Lading: with attached underlying
= Bills of Lading
CUSTOMER ORDER INFORM Ol
CUSTOMER ORDER NUMBER ’Ww ADDITIONAL SHIPPER INFO
I
Y N
- ¥ C]
Transaction Record B
¥ N
Y N
Y N
The Shellfish Dealer (State-123-SS) v | W
f v W
ABC Drive SE Anyhoo, State 12345
HANDLING COMMODITY DESCRIFTION [ LTLOWNLY |
oY o ey ot s s - a3y sy ot o | RMFC# | CLASS
TRANSACTION RECORD e
NAME QUANTITY TYPE OF HARVEST HARVEST DATE DATE SOLD
SHELLFISH AREA
That Shellfish 5-10LB Oysters- Shellfish Bay | |
Place BAGS Pacific | GRAND TOTAL
Everyone Loves | 10- 5LB Oysters- coD [
dociared vake of T8 DrOperty AL iolows
Shellfish BAGS Pacific Nppar Pn‘rmmm =] Pl‘ur;lﬂ:ﬂ
It’s a Shellfish 20-518 Oysters- Ity LimHatlon for loss or damage In this shipment may be applicable. Soe 49 U.S.C. » 14708(c)(1)(A) and (8).
Thing BAGS Pacific \  Ehgpar  Spisii, oEeavass o s e (nbeaRcrS e s P e e =k
Oyster-a-go-go | 10-5L8 Oysters- | T T Saipoer Signeten
BAGS Pacific Thnk 1 bl o s sl ity itk [Sr— B o it et 8 o el e i
Bivalves R Us 5-10LB Oysters- [= T s L D
BAGS Pacific E) o iemcttecss




Initiate recall J
Trace Forwa rd Original dealer initiates a recall consistent with
Steps p L their plan:
Transaction Recall plan follows 21 CFR Part 7 and includes:

records

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




Trace Forward
Steps 3:

Communication

Communication J

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




Recall
Requirements

Dealer Recall Plan Requirements

1)

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

Dealers shall follow their written
recall procedures.

e \Vodel Ordinance

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




Recall Monitor the progress and
Effectiveness success of the recall

and
Reporting




- .01 Guidance for Investigating an B .

lliness Outbreak and Conducting  |==

Task
Tnatial shellfish related illncs outbresk. harardous event reportod by

NSSP Section IV Recall (- "

Food Saficty Manager informed of outbreak harardows event L No L Yo
Cirowing Arca Manager informal of outbreak harardous'cvent: L No L Y

Guidance » .02 Guidance for a Time- R B R e T

Asistant Secretary mformed of outbreak cvent: L NoLJ Yeu
. w0 FDA Repronal Shellfinh Spoculia {withm 24 bours of Notsce)

Stafl Initials | Date

Documents — Temperature Evaluation of a e
Chapter V. lliness

Shellfish Implicated Outbreak e —

Outbreaks and « .03 Guidance for Harvest S T
Area Closure and Recall

Recall Guidance. Notification

* Appendices A-G: example forms
and procedures ——

Recalls, Closires, and Special Events Checklnt & Appendices
Page| 1

1] i
Phone # Perwon Contactod Sead T Laatiads Duate
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Questions ?
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