Substitute Proposal No. 11-201A
Proposal Subject:  Vibro vulnificus Risk Management of Oysters

Specific NSSP ISSC Constitution, Bylaws, and Procedures Article IV.
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
Section I'V. Guidance Documents, Chapter IV. Naturally Occurring Pathogens

Key Words: Vibro vulnificusRisk Management

Text of Proposal/ Article IV. Executive Board, Officers, Committees
Requested Action:

Section 10. The Board may appoint committees from industry, educational
institutions, research fields, or any other areas as needed to report to
the Board and advise the Conference on proposals under
consideration. Committee appointments will be made from the
Conference membership by the Executive Board Chairman. The
following committees shall be designated as standing committees and
shall convene as needed or as directed by the Executive Board or
Chairperson of the Conference: Education, Foreign Relations,
Proposal Review, Patrol, Research Guidance, Resolutions, and
Shellfish Restoration, and Vibrio Management Committee. The
Vice-Chairperson of the Conference shall assist the Executive
Director in encouraging development of committee work plans and
completion of subcommittee assignments prior to convention of the
Biennial Meeting.

Section 14. The Executive Board Chairperson shall appoint a sixteen (16)
member Vibrio Management Committee. The Committee will be
comprised of a Chairperson with at least two (2) industry members
from the East, Gulf and West coasts and at least one (1) state
regulatory from each of the ISSC regions. The Committee will also
include one voting member from NOAA, one voting member from
FDA, one voting member from EPA and one voting member from
CDC. The Federal entities will appoint these members. Non voting
advisors will be appointed as appropriate. The Committee will
assess if additional changes are needed in the NSSP Guide for the
Control of Molluscan Shellfish Model Ordinance to reduce the risk

of Vibrio illnesses. The Committee will annually review trends in
Vibrio illnesses.

Chapter II Risk Assessment and Risk Management

@.01 Outbreaks of Shellfish Related Illnesses
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@.02 Annual Assessment of Vibrio vulnificus and Vibrio parahaemolyticus Illnesses.

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 Vibrio vulnificus and Vibrio 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.

@. 032 Presence of Human Pathogens in Shellfish Meats.

@.043 Presence of Toxic Substances in Shellfish Meats.
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@.05 Vibrio vulnificus Control Plan

A. Risk Evaluation

Each shellfish producing State that is not currently implementing a Vibrio
vulnificus control plan shall conduct a Vibrio vulnificus risk evaluation
annually. The evaluation shall consider each of the following factors,
including seasonal variations in the factors, in determining the risk of Vibrio
vulnificus infection from the consumption of shellfish harvested from the
State’s growing waters.

1 In conducting the risk evaluation the State Authority will at a
minimum consider the following:

(a) The number of Vibrio vulnificus cases etiologically
confirmed and epidemiologically linked to the consumption
of commercially harvested shellfish from the State; and

(b) Levels of Vibrio vulnificus in the growing waters and in

shellfish, to the extent that such data exists; and

(c) The quantity of harvest from the area and its uses i.e.
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shucking, half shell, PHP.

B. States which have previously met the illness threshold requiring a Vibrio

vulnificus Control Plan will continue to maintain and implement a Vibrio
vulnificus Control Plan.

C. All States not currently implementing a Vibrio vulnificus Control Plan shall
develop and implement a Vibrio vulnificus Control Plan should the risk
evaluation indicate two (2) or more etiologically confirmed, and
epidemiologically linked Vibrio vulnificus septicemia illnesses from the
consumption of commercially harvested raw or undercooked oysters that
originated from the growing waters of that state within the previous ten (10)
years

D. The State shall develop a Vibrio vulnificus Contingency Plan should the risk
evaluation indicate:

(1) Any etiologically confirmed shellfish-borne Vibrio vulnificus illness
from the growing waters of that State but the number of cases does
not reach the threshold established in @.04 C; and

2) Information on Levels of Vibrio vulnificus, if available in the growing
waters or in shellfish that is reasonably likely to cause an illness;

E. Control Plan

(1) The Vibrio vulnificus Control Plan shall include the following:

a Identification of triggers which address factors that affect
risks. The triggers will be used to indicate when control
measures are needed. One or more of the following triggers
will be used:

(i) The water temperatures in the area; and

(it The air temperatures in the area; and

(iii) _ Salinity in the area; and

(iv) Harvesting techniques in the area; and

(v) _ Other factors which affect risk which can be used as a

basis for reducing risk.
b Implementation of one or more of the following control

measures to reduce the risk of Vibrio vulnificus illness:

(1) Labeling oysters, "For shucking by a certified dealer",
when the Average Monthly Maximum Water
Temperature exceeds 705°F.

(ii) _ Subjecting all oysters intended for the raw, half-shell
market to Authority approved post harvest processing
when the Average Monthly Maximum Water

Temperature exceeds 705°F.
T " . M d % a I EFH

(iiiv) Reducing time of exposure to ambient air temperature

ISSC 2011 Summary of Actions Page 341



Substitute Proposal No. 11-201A

prior to delivery to the initial certified dealer based on
modeling or sampling, as determined by the Authority
in_consultation with FDA. For the purpose of time to
temperature control, time begins once the first
shellstock harvested is no longer submerged. When
this control measure is selected, State Vv plans will
include controls when water temperature promotes Vv
levels and risk of illness increases. The controls will
minimize risk to less than three (3) illnesses per
100,000 servings when water temperature exceeds
80°F. Authority approved Best Management Practices
(BMPs) will be applied to minimize Vv growth to the
extent possible when water temperature exceeds 70°F
but is less than 80°F. BMPs will ensure that when the
water temperature exceeds 70°F but is less than 75°F
risk is minimized to less than 1.75 illnesses per 100,000
servings and when water temperatures exceed 75°F but
are less than 80°F the risk will not exceed 2.5 illnesses
per 100,000 servings. These risks per serving will be
determined using the FDA developed Vibrio vulnificus
calculator.

(ivvt) The State Authority may implement other comparable
to that will reduce the risk per servings alternative
controls that will reduce the risk to a level comparable
to the risk per serving identified above in @.05 E. (1

(b) (iii) when water temperatures exceed 70°F.
2) Control Plan Evaluation

(a) In consultation with FDA the Authority will evaluate the

implementation and effectiveness of their Control Plan.
(i) Changes in the annual number of Vibrio vulnificus cases
associated with the State’s growing waters.
(i1) Environmental changes which could affect total Vibrio
vulnificus in shellfish pre and post harvest.
(iii) _ Industry compliance with existing controls.
v The Authorities enforcement of  industries
implementation of the controls.

(b)  The Control Plan shall be modified when the evaluation shows
the Plan is ineffective, or when new information or more
effective technology is available as determined by the
Authority.

F. Contingency Plan

1 The Contingency Plan shall include a detailed plan outlining the

regulatory steps that will be implemented should the number of
illnesses reach the threshold established for development and
implementation of a Vv Control Plan.

(2) __ Contingency Plan Evaluation
In consultation with FDA the Authority will evaluate the adequacy of
their Contingency Plan.
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@.065 Vibrio parahaemolyticus Control Plan

Guidance Documents, Chapter IV. Naturally Occurring Pathogens
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.013  Vibrio parahaemolyticus Control Plan

.024  Post Harvest Processing Validation Verification Interim Guidance for Vibrio
vulnificus and Vibrio parahaemolyticus

.035  Guidance for Demonstrating the Effectiveness of Time to Temperature
Reduction Criteria for Vibrio vulnificus and Vibrio parahaemolyticus

Public Health The level of Vv in oysters at the time of harvest can cause illness in immuno

Significance: compromised individuals with increased susceptibility. This risk ranges from
approximately .06 to 3.33 illnesses per 100,000 servings depending upon water
temperature. The controls presently required by State Vibrio vulnificus Control Plans,
if properly implemented, can reduce growth and reduce Vibrio vulnificus levels after
harvest.

Changes will provide additional options for managing the risks associated with Vv.
These options will not require Post Harvest Processing (PHP) controls which are
presently not economically feasible. The RTI Economic Study suggested that it would
take 2 to 3 years to implement PHP and, even with that time for implementation,
would create a significant economic burden.

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)

Action by 2011 Refer to Proposal 11-201 Pages 328 and 329.
Task Force I1

Action by 2011 Refer to Proposal 11-201 Pages 335 and 336.
General Assembly

Action by FDA Refer to Proposal 11-201 Pages 336 — 338.
February 26, 2012
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