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Proposal Subject: Vibrio vulnificus and Vibrio parahaemolyticus Risk Management of Oysters 
 

Specific NSSP  
Guide Reference: 

Section II Model Ordinance, Chapter II Risk Assessment and Risk Management 
@.01 Outbreaks of Shellfish Related Illnesses 
@.04 Vibrio vulnificus Risk Management for Oysters 
 

Text of Proposal/ 
Requested Action: 

Chapter II Risk Assessment and Risk Management 
 
@.01 Outbreaks of Shellfish Related Illnesses 
 

J. The Authority shall assess annually Vibrio vulnificus and Vibrio 
parahaemolyticus illnesses associated with the consumption of molluscan 
shellfish. The assessment will include a record of all V. vulnificus and/or 
V. parahaemolyticus shellfish-associated illnesses reported within the state 
and from receiving states, the numbers of illnesses per event, and actions 
taken by the Authority in response to the illnesses. 

 
Effective January 1, 2012: 
 
@.04 Vibrio vulnificus and Vibrio parahaemolyticus Risk Management for Oysters 
 

A. For states having 2 or more etiologically confirmed shellfish-borne Vibrio 
vulnificus or Vibrio parahaemolyticus illnesses since 1995 within gthe prior 
five (5) years traced to the consumption of commercially harvested raw or 
undercooked oysters that originated from the waters a growing area of that 
state (Source State), the Authority shall develop and implement a Vibrio 
vulnificus and/or Vibrio parahaemolyticus Risk Management Control Plan.  

 
B. The Source State's Vibrio vulnificus Risk Management Plan shall define the 

administrative procedures and resources necessary to accomplish (i.e. 
establish and maintain) involvement by the state in a collective illness risk 
reduction program. The goal of the Vibrio vulnificus Risk Management Plan 
will be to reduce the risk per serving to a 60% illness rate reduction for 
etiologically confirmed shellfish-borne Vibrio vulnificus septicemia illnesses 
reported collectively by California, Florida, Louisiana, and Texas, from the 
consumption of commercially harvested raw or undercooked oysters to a 
level equivalent to a 60% illness rate reduction from 1995 – 1999 baseline 
average illness rate of 0.278 per million. 

C.B. The goal of the Control Plan is to reduce the probability of 
occurrence of Vibrio  illness during periods that have been historically 
associated with annual illnesses. The Plan is to be implemented as part of a 
comprehensive program which includes all the time and temperature 
requirements contained in the Model Ordinance. The Source State's Vibrio 
vulnificus Risk Management  Control Plan shall include, at a minimum:  

(1) The ISSC Consumer Education Program targeted toward individuals 
who consume raw oysters and whose health condition(s) increase their 
risk for Vibrio vulnificus illnesses; and  
(2)A process to collect standardized information for each Vibrio 
vulnificus illness: including underlying medical conditions; knowledge of 
disease status; prior counseling on avoidance of high risk foods, including 
raw oysters; existence of consumer advisories at point of purchase or 
consumption; and, if possible, whether consumer was aware and 
understood the advisories;  
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(2) A standardized process for tracking products implicated in Vibrio 
vulnificus illnesses.; and 
(4) Identification and implementation of the controls, or equivalent 
controls, which produced an illness per serving equivalent to a 60% 
illness rate reduction in the core states.  

@.05 Vibrio parahaemolyticus Control Plan 
 
The goal of the Control Plan is to reduce the probability of occurrence of Vibrio 
parahaemolyticus illness during periods that have been historically associated with 
annual illnesses. The Plan is to be implemented as part of a comprehensive program 
which includes all the time and temperature requirements contained in the Model 
Ordinance. 
 

A.C. Risk Evaluation. 
 

Every State from which oysters are harvested shall conduct a Vibrio vulnificus 
and a Vibrio parahaemolyticus risk evaluation annually. The evaluation shall 
consider each of the following factors, including seasonal variations in the 
factors, in determining whether the risk of Vibrio parahaemolyticus infection 
from the consumption of oysters harvested from an area (hydrological, 
geographical, or growing) is reasonably likely to occur: (For the purposes of 
this section, "reasonably likely to occur" shall mean that the risk constitutes an 
annual occurrence) 
 
(1) The number of Vibrio vulnificus and Vibrio parahaemolyticus cases 

epidemiologically linked to the consumption of oysters commercially 
harvested from the State; and 

(2) Levels of total and tdh+ Vibrio parahaemolyticus in the area, to the extent 
that such data exists; and 

(3) The water temperatures in the area; and 
(4) The air temperatures in the area; and 
(5) Salinity in the area; and 
(6) Harvesting techniques in the area; and 
(7) The quantity of harvest from the area and its uses i.e. shucking, halfshell, 

PHP. 
 

B. D. Control Plan  
 

(1) If a State’s Vibrio vulnificus and/or Vibrio parahaemolyticus risk 
evaluation determines that the risk of Vibrio parahaemolyticus illness 
from the consumption of oysters harvested from a growing area is 
reasonably likely to occur, the State shall develop and implement a Vibrio 
parahaemolyticus Control Plan; or 

(2) For Vibrio parahaemolyticus, Iif a State has a shellfish growing area in 
which harvesting occurs at a time when average monthly daytime water 
temperatures exceed those listed below, the State shall develop and 
implement a Vibrio parahaemolyticus Control Plan. The average water 
temperatures representative of harvesting conditions (for a period not to 
exceed thirty (30) days) that prompt the need for a Control Plan are:  
(a) Waters bordering the Pacific Ocean - 60°F. 
(b) Waters bordering the Gulf of Mexico and Atlantic Ocean (NJ and 
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south) - 81°F. 
(c) However, development of a Plan is not necessary if the State conducts 

a risk evaluation, as described in §AC., that determines that it is not 
reasonably likely that a  Vibrio parahaemolyticus illness will occur 
from the consumption of oysters harvested from those areas.  
(i) In conducting the evaluation, the State shall evaluate the factors 

listed in §AC. for the area during periods when the temperatures 
exceed those listed in this section; 

(ii) In concluding that the risk is not reasonably likely to occur, the 
State shall consider how the factors listed in §AC. differ in the area 
being assessed from other areas in the state and adjoining states 
that have been the source of shellfish that have been 
epidemiologically linked to cases of  Vibrio parahaemolyticus 
illness.; or 

(3) If a State has a shellfish growing area that was the source of oysters that 
were epidemiologically linked to an outbreak of Vibrio parahaemolyticus 
within the prior five (5) years, the State shall develop and implement a 
Vibrio parahaemolyticus Control Plan for the area. 

(4) (3) For States required to implement Vibrio parahaemolyticus Control 
Plans, the Plan shall include the administrative procedures and resources 
necessary to accomplish the following:  
(a) Establish one or more triggers for when control measures are needed. 

These triggers shall be the temperatures in § BD. (2) where they 
apply, or other triggers as determined by the risk evaluation. 

(b) Implement one or more control measures to reduce the risk of Vibrio 
parahaemolyticus illness at times when it is reasonably likely to 
occur.  

The control measures for Vibrio vulnificus may include:  
(i)  Labeling all oysters, "For shucking by a certified dealer", 

when the Average Monthly Maximum Water Temperature 
exceeds 75°F; 

(ii)  Subjecting all oysters intended for the raw, half-shell 
market to an Authority- approved post harvest processing 
that reduces the Vibrio vulnificus levels to <30 MPN/gram 
when the Average Monthly Maximum Water Temperature 
exceeds 75°F; 

(iii) Closing shellfish growing areas for the purpose of harvest 
of oysters intended for the raw, half-shell market when the 
Average Monthly Maximum Water Temperature exceeds 
75°F; 

(iv) Labeling all oysters, "For shucking by a certified dealer", 
during the months of May through September, inclusive; 

(v)  Subjecting all oysters intended for the raw, half-shell 
market to a post harvest processing that is both approved 
by the Authority and reduces the Vibrio vulnificus levels to 
<30 MPN/gram during the months of May through 
September,inclusive; 

(vi) Closing shellfish growing areas for the purpose of 
harvesting oysters intended for the raw, half-shell market 
during the months of May through September, inclusive; 
and 

(vii) Limiting time from harvest to refrigeration based on 
modeling or sampling, as determined by the Authority in 
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consultation with FDA; 
 

2. The control measures for Vibrio parahaemolyticus may include:  
 

(i)  Post harvest processing using a process that has been 
validated to achieve a 2 log reduction in the levels of total 
Vibrio parahaemolyticus for Gulf and Atlantic Coast 
oysters and a 3 log reduction for the Pacific Coast oysters; 

(ii)  Closing the area to oyster harvest; 
(iii)  Restricting oyster harvest to product that is labeled for 

shucking by a certified dealer, or other means to allow the 
hazard to be addressed by further processing; 

(iv)  Limiting time from harvest to refrigeration to no more than 
five hours, or other times based on modeling or sampling, 
as determined by the Authority in consultation with FDA; 

(v)  Limiting time from harvest to refrigeration such that the 
levels of total Vibrio parahaemolyticus after the 
completion of initial cooling to 60 °F (internal temperature 
of the oysters) do not exceed the average levels from the 
harvest water at time of harvest by more than 0.75 
logarithms, based on sampling or modeling, as approved 
by the Authority; 

(vi)  Other control measures that based on appropriate scientific 
studies are designed to ensure that the risk of Vp illness is 
no longer reasonably likely to occur, as approved by the 
Authority. 

(c) Require the original dealer to cool oysters to an internal temperature 
of 50°F (10°C) or below within 10 hours or less as determined by the 
Authority after placement into refrigeration during periods when the 
risk of Vibrio parahaemolyticus  illness is reasonably likely to occur.  
The dealer’s HACCP Plan shall include controls necessary to ensure, 
document and verify that the internal temperature of oysters has 
reached 50°F (10°C) or below within 10 hours or less as determined 
by the Authority of being placed into refrigeration.  Oysters without 
proper HACCP records demonstrating compliance with this cooling 
requirement shall be diverted to PHP or labeled “for shucking only”, 
or other means to allow the hazard to be addressed by further 
processing. 

(d) Evaluate the effectiveness of the Plan. 

(e) Modify the Control Plan when the evaluation shows the Plan is 
ineffective, or when new information is available or new technology 
makes this prudent as determined by the Authority. 

(f) Optional cost benefit analysis of the Vibrio parahaemolyticus Control 
Plan. 

C E. The Time When Harvest Begins 
 
For the purpose of time to temperature control, time begins once the first 
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shellstock harvested is no longer submerged. 
 

F.  Evaluating Effectiveness of Plans 
 

In consultation with FDA the Authority will evaluate the implementation of 
their control plan based on effective management and enforcement of 
control measures to reduce the risk of illnesses. 

 
Public Health 
Significance: 

Changes will provide options and improve the ability for State Shellfish Control 
Authorities and the shellfish industry to achieve realistic risk management related to 
naturally occurring Vibrio bacteria. It was clearly stated at the VMC meeting held in 
January 2011 that because of the low incidence of Vv illness the 60% reduction of Vv 
illnesses from the Gulf States is not attainable without post harvest processing (PHP) 
(1).  The cost of having all product from the Gulf of Mexico post harvest processed is 
economically prohibitive to the industry (2) and PHP product is not desired by the 
oyster consuming public (3).   
 
References: (1)VMC Committee Reports (Al Rainosek's updated illness rate 
Calculations); (2) RTI International Report Project Number 0211460.008 (3)"Analysis 
of How Post-harvest processing Technologies for Controlling Vibrio vulnificus Can 
Be Implemented"; Dr. Steve Otwell, Laura Garrido,Victor Garrido and Dr.Charlie 
Sims report "Sensory Assessment Study for Post -Harvest Processed (PHP) Oysters 
 

Cost Information  
(if available):   

Neutral 
 
 

Action by 2011 
Task Force II 

Recommended no action on Proposal 11-202. 
 
Rationale:  Proposal was adequately addressed by Task Force II action on Proposal  
11-201-A. 
 

Action by 2011 
General Assembly 

Adopted recommendation of 2011 Task Force II on Proposal 11-202. 
 
 

Action by FDA 
February 26, 2012 

Concurred with Conference action on Proposal 11-202. 
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