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Proposal No. 09-231

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

LI Growing Area
Harvesting/Handling/Distribution
1 Administrative

Submitter

Vibrio Management Committee

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Post-Harvest Processing

Specific NSSP
Guide Reference

NSSP Guide Section I Definitions and
Section Il Model Ordinance New Chapter XVII.

Text of Proposal/
Requested Action

Action #1
Add a new definition to B. Definition of Terms for Post-Harvest Handling and
renumber Definitions Section accordingly.

Post-Harvest Handling means a control(s) employed by a dealer to further reduce,

beyond controls currently in place under the NSSP, the post-harvest growth of

naturally occurring pathogens for the purposes of handling product outside of as an
alternative to the Authority’s existing NSSP management plans.

Action #2
Add a new chapter to the NSSP Guide Section Il. Model Ordinance as follows:

Chapter XVII. Post-Harvest Handling

A. If a dealer elects to use a post-harvest handling control(s) to reduce the levels
of post-harvest growth of a naturally occurring pathogen(s) of public health
concern in shellfish, the dealer shall:

(1) Have a HACCP plan (approved by the Authority) for the control(s)
that reduces post-harvest growth of the target pathogen(s).

(@) The dealer must validate that the post-harvest handling
control(s) reduces the post-harvest growth of naturally
occurring pathogen(s).  The validation study must be
approved by the State Shellfish Control Authority with FDA
concurrence.

(b) The ability of the post-harvest handling control(s) to reliably
achieve the appropriate reduction in post-harvest growth of
the target pathogen(s) shall be routinely verified at a
frequency determined by the State Shellfish Control
Authority.

(2) Package and label all shellfish in accordance with the requirements of
this Ordinance.

3) Keep records in accordance with Chapter X. 07.

Public Health
Significance

The changes recommended by this proposal provide added opportunities for shellfish
dealers to meet the required State Control Plans for naturally occurring pathogens.

Cost Information

Action by 2009
Task Force Il

Recommended referral of Proposal 09-231 to an appropriate committee as determined
by the Conference Chairman.

Action by 2009

Adopted recommendation of 2009 Task Force Il on Proposal 09-231.

2015 Proposals for Consideration Task Force I1
Page 1 of 98
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Proposal No. 09-231

General Assembly

Action by Concurred with Conference action on Proposal 09-231.
USFDA 02/16/2010
Action by 2011 Recommended no action on Proposal 09-231.

Post-Harvest Processing
Committee

Rationale: The proposed new definition and new chapter are not necessary because
the State Vibrio Management Plans already allow handling practices to reduce levels
of naturally occurring pathogens. The recommended changes are adequately
addressed in the Model Ordinance.

Action by 2011
Task Force Il

Recommended referral of Proposal 09-231 to an appropriate Committee as
determined by the Conference Chairman with instructions that the Committee
establish validation protocols for activities that reduce levels of naturally occurring
pathogens so that a dealer can work outside the Authority’s Vibrio Management Plan.
Additionally, the Committee is charged with ensuring the Post-Harvest Handling
(PHH) definition and section in Chapter XVII is consistent so that they are directing a
process that reduces levels not just growth.

The intent of Task Force Il is that Post-Harvest Handling activities are not intended to
be used to support labeling claims.

Action by 2011
General Assembly

Adopted recommendation of 2011 Task Force Il on Proposal 09-231.

Action by
USFDA 02/26/2012

Concurred with Conference action on Proposal 09-231.

Action by 2013
Post-Harvest Processing
Committee

The Post-Harvest Processing Committee recommended:

1. No action on proposal 09-231 as written.

2. Change the title of Model Ordinance Chapter XVI, Post-Harvest Processing to
"Processes and Procedures for Pathogen Reduction™ in order to include
pathogen reduction processes that are not associated with labeling claims,
which was the intent of Proposal 09-231.

3. Add a new section to the newly titled Chapter XVI (Recommendation 2) to be
titled "Pathogen Reduction Processes that are not associated with Labeling
Claims."

4. The committee recommended that a work group be established to develop
language for the new section of Chapter XVI and report the findings to the
appropriate committee as determined by the Conference Chairman. It is
further recommended that the work group meet quarterly until the new section
is complete so that it can be submitted as a proposal at the next ISSC meeting.

5. Requested the Conference Chairman to appoint an appropriate work group or
committee to work with FDA to establish target levels for pathogen reduction
processes that do not require labeling that will achieve the required risk
reduction goals. (The intent of the committee is to use the information
developed by this workgroup to determine if additional validation protocols
are needed.) Recommendation 5 should be done as soon as possible to allow
validation protocols to be developed as necessary

Action by 2013
Task Force Il

Recommended referral of Proposal 09-231 back to Committee with instructions to
continue the work on the proposal which includes recommendations 2. — 5. as a
charge to the Committee; with further instructions that recommendation 5. should be
completed as soon as possible to allow validation protocols to be developed as
necessary.

Action by 2013
General Assembly

Adopted recommendation of 2013 Task Force Il on Proposal 09-231.

Action by FDA
May 5, 2014

Concurred with Conference action on Proposal 09-231.

2015 Proposals for Consideration Task Force I1
Page 2 of 98
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Proposal No. 11-201 A

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

I Growing Area
Harvesting/Handling/Distribution
L1 Administrative

Submitter

Executive Office

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Vibrio vulnificus Risk Management of Oysters

Specific NSSP
Guide Reference

ISSC Constitution, Bylaws, and Procedures Article 1V.

Section Il Model Ordinance, Chapter Il Risk Assessment and Risk Management
@.01 Outbreaks of Shellfish Related IlInesses

@.04 Vibrio vulnificus Risk Management for Oysters

Section IV. Guidance Documents, Chapter 1V. Naturally Occurring Pathogens

Text of Proposal/
Requested Action

Article 1V. Executive Board, Officers, Committees

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, ang-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 11 Risk Assessment and Risk Management

@.01 Outbreaks of Shellfish Related IlInesses

2015 Proposals for Consideration Task Force I1
Page 3 of 98
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Proposal No. 11-201 A

@.02 Annual Assessment of Vibrio vulnificus and Vibrio parahaemolyticus llInesses.

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.

2015 Proposals for Consideration Task Force I1
Page 4 of 98
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Proposal No. 11-201 A

£5(1) 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 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. 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
revious ten (10) years

2015 Proposals for Consideration Task Force I1
Page 6 of 98
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Proposal No. 11-201 A

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

(ii The air temperatures in the area; and

(iii) _ Salinity in the area; and

(iv)  Harvesting technigues 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:

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

(i) Subjecting all oysters intended for the raw, half-shell market to Authority
approved post harvest processing when the Average Monthly Maximum Woater
Temperature exceeds 705°F.

(iii) abeling-oystars _"Ear shusldna hw o cartifiog

(iliv) Reducing time of exposure to ambient air temperature 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.

(ivvi) 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.

2015 Proposals for Consideration Task Force I1
Page 7 of 98
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(i) Changes in the annual number of Vibrio vulnificus cases associated with the
State’s growing waters.
(ii)  Environmental changes which could affect total Vibrio vulnificus in shellfish
pre and post-harvest.

(ii1) _ Industry compliance with existing controls.
(iv)  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.

E. 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.

@.065 Vibrio parahaemolyticus Control Plan

Guidance Documents, Chapter IV. Naturally Occurring Pathogens

2015 Proposals for Consideration Task Force I1
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.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
Significance

The level of V.v. in oysters at the time of harvest can cause illness in immuno
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

Action by 2011
Task Force Il

Recommended adoption of Vibrio Management Committee Substitute Proposal 11-
201-A as amended.

Additionally, Task Force Il recommended:

That a committee be established to consider options for water temperature
determinations which can be used in the implementation of Proposal 11-201-A.

That a Committee be established to develop criteria for verifying reduction in harvest
for raw consumption and the percentage of post-harvest processed product on a
monthly basis for those States required to have a Vibrio vulnificus Control Plan.

An implementation date of January 1, 2012 for Proposal 11-201-A.

2015 Proposals for Consideration Task Force I1
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Recommended referral of Proposal 11-201-B to an appropriate committee with
representation from all regions to develop Model Ordinance language changes to
support the time temperature requirements of the State’s Vibrio Management Plans.
This committee will be appointed and approved by the Executive Board at its closing
Board meeting. The committee will be expected to meet within two (2) weeks of the
close of the Conference. After its initial meeting, the committee shall meet by
teleconference biweekly prior to an Executive Board meeting until the proposal is
completed and at least once subsequent to the dissemination of the proposal and prior
to an Executive Board meeting. The draft proposal that is to be considered by the
Executive Board shall be disseminated to the ISSC membership a minimum of three
(3) weeks prior to the next Executive Board meeting and posted on the ISSC web
site.

The Committee is directed to make recommendations to the Executive Board for
interim approval with an effective date prior to the 2012 Vibrio season. The State’s
Authorities are requested to begin advising and educating their industries of these
changes. Additionally, the committee will develop guidance for implementation of
these controls.

Action by 2011
General Assembly

Adopted recommendation of 2011 Task Force Il on Proposal 11-201 Part A.
Adopted recommendation of 2011 Task Force Il on Proposal 11-201 Part B.

Action by USFDA
February 26, 2012

FDA concurred with Conference action on Proposal 11-201 Part B but did not concur
with Conference action on Proposal 11-201 Part A. FDA comments and
recommendations in response to Proposal 11-201 Part A:

In October of 2009, the Food and Drug Administration (FDA) informed the Interstate
Shellfish Sanitation Conference (ISSC) of its intention to reformulate the Agency's
policy regarding implementation of the Seafood HACCP Regulation with the intent
that post-harvest processing (PHP) or equivalent measures be implemented for the
control of Vibrio vulnificus (V.v.). The new policy would require that oysters
harvested from the Gulf of Mexico and intended for the raw half shell market be post-
harvest processed during those months when illness from V.v. is reasonably likely to
occur. Given that PHP can largely eliminate V.v. while preserving the sensory
qualities of raw untreated product FDA remains committed to this approach as the
most prudent means of reducing the risk of illness from Vv. The efficacy of PHP is
evidenced by the fact that since 2003, when the State of California banned the sale of
untreated Gulf oysters harvested between April and October, there has been only one
V.v. illness in the State. Prior to 2003 California reported on average six V.v. related
illnesses per year.

In November 2009, having heard from elected State and Federal representatives, the
oyster industry and State regulatory officials regarding the feasibility of implementing
PHP or other equivalent controls, FDA acknowledged the need to further examine the
process and timing of industry adoption of PHP technology and placed in abeyance
the Agency's intent to change its policy for controlling V.v. while taking steps to
complete an independent study to assess how PHP controls can be implemented. In
the interim, FDA has expressed its intention to continue working cooperatively with
the ISSC to implement alternate controls which would reduce illnesses and meet the
goals adopted by the ISSC in Proposal 00-201. Since adoption of Proposal 00-201
FDA has repeatedly expressed concerns relative to its implementation by the ISSC,
including failure to consider national illness numbers and the lack of success in
achieving the 60% illness rate reduction goal. FDA reiterated its concerns during
ISSC deliberation of Proposal 11-201 at the October 2011 biennial meeting and those
concerns were not adequately addressed by Conference action on Proposal 11-201. It

2015 Proposals for Consideration Task Force I1
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is the position of FDA that Proposall11-201 deviates from current FDA policy in that
it weakens the control measures adopted by the ISSC in Proposal 00-201. Therefore,
FDA cannot concur with Proposall1-201 without further Conference action. FDA
requests that the ISSC address the following issues and concerns.

ISSC adoption of Proposal 00-201 in 2001 established a 60% illness rate reduction
goal. Although FDA no longer considers this the most appropriate goal given the
efficacy of PHP, FDA has continued to recognize and support ISSC efforts to achieve
this level of illness reduction. However, the level of reduction reported by the ISSC
Vibrio Management Committee (VMC) indicates only marginal success in moving
toward that goal.

Proposal 00-201 included specific control measures to be taken by the V.v. Source
States if the 60% goal was not met. Those measures, intended for all oysters harvested
during periods of risk included; closing shellfish growing areas to harvest, labeling
oysters for shucking by a certified dealer, and subjecting oysters to PHP. Although
the 60% illness rate reduction goal has not been achieved, none of these control
measures have been implemented. Disagreement by States and the ISSC to pursue
these more effective control measures has been a significant concern to FDA. That
concern is further exacerbated by the fact that Source States, with ISSC support, have
now adopted a policy that focuses control efforts toward more stringent time to
temperature controls, for which compliance by industry is proving difficult. Section
@.05 E. (1) (b) (iii) ofProposal11-201 establishes risk per serving standards for States
using time/temperature controls and Section @.05 E. (1) (b) (iv) allows for alternative
controls that achieve those same risk per servings standards. The risk per serving
standards in Proposal11-201 are based on controls that were derived from the FDA
developed V.v. calculator. These controls have not yet been demonstrated to achieve a
60% illness rate reduction. The FDA maintains that until these risk per serving
standards are demonstrated to achieve the intended 60% illness rate reduction,
evaluation of their effectiveness is imperative. Guidance needs to be developed for
how to evaluate State programs to determine if risk per serving standards are being
achieved. Section @.05 E. (2) (a) ofProposall11-201 States that the State Authority in
conjunction with FDA will evaluate the implementation and effectiveness of these
controls. As written, FDA would consider a State to be in non-compliance when there
is ineffective implementation due to industry noncompliance or when the controls are
determined ineffective in achieving the risk per serving standards. FDA would expect
a State to discontinue the use of the time/temperature control measures and implement
other control options outlined in @.05 E. (1) (b) should the State evaluation indicate
that the State is not meeting the risk per serving standards.

Proposal 11-201, based on temperature modeling using the V.v. calculator, establishes
risk per serving standards that are intended to achieve a 60% illness rate reduction.
Determining the ability of the ISSC control strategy, based on implementing risk per
serving standards, will focus on the number of nationally reported illnesses associated
with oysters from the Source States. FDA expects that if the risk per serving standards
established in Proposal 11-201 prove to be effective, the number of nationally
reported V.v. illnesses associated with Gulf oysters will be reduced by 60%.

The Source States have generically incorporated as part of their risk reduction
measurement a 10% reduction in harvest attributed to stricter time/ temperature
controls and a 15% reduction attributed to product diversion to PHP. Actual
percentages are certain to vary from State to State and year to year, making it
necessary that each State provide data supporting the use of these assumptions.

2015 Proposals for Consideration Task Force I1
Page 16 of 98




TE SHE
gRSTA Ll gy
> U5

L &
VIATION CONEVRS

Proposal No. 11-201 A

FDA is concerned that efforts to assess the effectiveness of time/temperature controls
in achieving risk per serving standards will be difficult. Given the small number of
illnesses associated with oysters from an individual State, annual fluctuation of those
numbers, and fluctuations in oyster production from year to year, calculating
achievement of risk per serving numbers using national illness data and oyster
production data from each V.v. Source State will be challenging.

Beginning with the April2012 V.v. season, FDA will be evaluating State V.v. Control
Plans, industry compliance, and State enforcement. While FDA is developing
guidance regarding what Shellfish Specialists should consider when conducting V.v.
evaluations, presently neither FDA nor the ISSC has developed specific criteria for
determining compliance with State V.v. plan goals. FDA requests that an ISSC
committee be appointed to work with FDA to develop State evaluation criteria. FDA
requests development of:

Evaluation criteria for determining proper and effective use of the V.v. calculator;

Evaluation criteria for determining State V.v. control plan compliance with NSSP
requirements;

Evaluation criteria for determining the effectiveness of State regulatory efforts to
ensure industry compliance with State V.v. Control Plan requirements;

A formula for calculating State compliance with risk per serving standards; and

Actions and sanctions should a State be found out of compliance. In this regard FDA
envisions that the established ISSC noncompliance process would be followed, which
could result in advising receiving States of issues of noncompliance and
recommending that shipments of oysters intended for raw consumption from non-
compliant States not be accepted.

FDA remains committed to addressing V.v. illnesses associated with consumption of
raw Gulf oysters. As stated, FDA considers these illnesses to be preventable utilizing
PHP technology. FDA will continue to support ISSC efforts to better control the risk
of V.v. until the obstacles associated with full implementation of PHP are addressed.
In the interim, however, FDA cannot support Conference action to change existing
V.v. control requirements in such a way that they are less likely to achieve the existing
60% illness rate reduction goal. As adopted, FDA considers Proposal 11-201 a less
effective approach to preventing V.v. illnesses.

Action by USFDA
October 10, 2012

Food and Drug Administration concurred with adoption of the Conference's Proposal
11-201Part A to initiate a new plan to reduce illnesses and deaths resulting from
Vibrio vulnificus in raw oysters and looks forward to cooperating with ISSC members
to put the plan in effect.

Action by 2013
Vibrio Management
Committee

Recommended adoption of the following Vibrio Management Committee (VMC)

recommendations:

1.  Develop a database to input the V.v. lllness Review Committee information.

2. Develop criteria for verifying reduction in harvest for raw consumption and the
percentage of post-harvest processed product. Executive Office has had very
little success in identifying approaches for obtaining this kind of information
and the VMC had no suggestions on how to achieve this either.

Action by 2013
Task Force Il

Recommended adoption of VMC recommendation No. 1 to develop a database to
input the V.v. lliness Review Committee information.

Recommended no action on recommendation No. 2 to develop criteria for verifying
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reduction in harvest for raw consumption and the percentage and refer to ISSC
Executive Office. Rationale: The Executive Office has had very little success in
identifying approaches for obtaining this kind of information and the VMC had no
suggestions on how to achieve this.

Action by 2013 Adopted recommendation of 2013 Task Force Il on Proposal 11-201 Part A.
General Assembly

Action by USFDA Concurred with Conference action on Proposal 11-201 Part A.

May 5, 2014
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Proposal No. 11-206

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution
L1 Administrative

Submitter

Interstate Shellfish Sanitation Conference (ISSC)

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone 803-788-7559
Fax 803-788-7576
Email issc@issc.org

Proposal Subject

Review of CDC V.p. llIness Information

Specific NSSP
Guide Reference

Section Il. Model Ordinance Chapter Il. Risk Assessment and Risk Management
Section @.07 Vibrio parahaemolyticus Control Plan

Text of Proposal/
Requested Action

N/A

Public Health
Significance

The number of cases of V.p. associated with consumption of shellfish reported to the
CDC by states in 2009 shows a significant increase from previous years. There were
not any large outbreaks that occurred during the year, but the total number of reported
cases was the second highest since 1998, which included cases from outbreaks
associated with product from all three coasts. The large number of 2009 cases, in the
absence of a large outbreak, suggests that the ISSC needs to review current CDC V.p.
illness information and determine the adequacy of current control strategies in the
NSSP.

The VMC and the ISSC Executive Board briefly discussed the 2009 reported illnesses
and agreed that a V.p. subcommittee should discuss the CDC reported information and
make appropriate recommendations for VMC review. The purpose of this proposal is
to notify the interested parties that change to the controls of Chapter Il @.05 may be
discussed at the ISSC 2011 Biennial Meeting.

Cost Information

Action by 2011
Task Force Il

Recommended adoption of Vibrio Management Committee recommendation on
Proposal 11-206 to refer to an appropriate committee as determined by the Conference
Chairman.

Action by 2011
General Assembly

Adopted the recommendation of Task Force Il on Proposal 11-206.

Action by
USFDA 02/26/2012

Concurred with Conference action on Proposal 11-206.

Action by 2013 Vibrio
Management Committee

The Vibrio Management Committee recommended that FDA request CDC to be
present at Task Force Il to answer questions on their data including, (1) does the data
include exposures to other foods especially to crustaceans, (2) does data include actual
cases or under-reporting factors, and (3) explanation of the V.p. death data.

Action by 2013
Task Force Il

Recommended referral of Proposal 11-206 back to committee. Task Force Il further
recommended that CDC be asked to participate as a member of the committee.

Action by 2013
General Assembly

Adopted recommendation of Task Force Il on Proposal 11-206.

Action by FDA
May 5, 2014

Concurred with Conference action on Proposal 11-206.
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Proposal No. 13-200

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution
L1 Administrative

Submitter

Dauphin Island Vibrio Participants

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Reducing the Risk of Vibrio IlInesses

Specific NSSP
Guide Reference

NSSP Guide for the Control of Molluscan Shellfish

Text of Proposal/
Requested Action

A Vibrio workshop was held in Dauphin Island, Alabama in November 2012 to
discuss possible solutions for addressing illness risks. State Shellfish Control
Authority representatives, Vibrio researchers, and the USFDA participated in the two-
day workshop. The participants identified several topics (listed below) that are
related to Vibrio controls. These topics should be addressed by the collective
participants of the ISSC. The purpose of this proposal is to request the ISSC
Executive Board work collaboratively with the USFDA to address the information
gaps that are obstacles to identifying effective control strategies for reducing the risk
of illness associated with Vibrioses.

Requested Action Items:

1. Rewrite Chapter Il. Risk Assessment V.p. (section 05).

2. Incorporate salinity (and other environment factors?) into V.v. and V.p. risk
calculators.

3 Develop protocol for validating the effectiveness of non-labeling PHPs

4. Develop protocol for ensuring that growing/harvest/handling (production)
practices do not increase risk of Vibrio illness.

5. Request FDA to develop sampling protocol for closing versus reopening

growing areas after outbreaks including the development of resources to
sustain the present capabilities

6. Develop new labeling/tagging system for oysters produced under conditions
achieve equivalent levels as validated PHP (for labeling), including validation
protocol

7. ISSC request FDA to reexamine risk assessments and risk calculators (V.p.
and V.v.)

8. ISSC request FDA to reexamine illness and landings data to determine
observed risk per serving

9. Develop the process for using local data to refine calculators to more
accurately reflect risk in the region or state

10. Determine how best to estimate national consumption patterns for molluscan
bivalves

11. Mega study

12. ISSC request FDA technical assistance for enhancing state vibrio programs

(data management, laboratory support, think tank, BMPs, evaluation of
effectiveness of new controls, statistical support)

13. States request FDA assistance with developing approved method(s) to temper
clams
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Proposal No. 13-200

14.

Draft proposal for acceptance of laboratory methods validated by other
accrediting bodies

Public Health
Significance

The ISSC continues to struggle with identifying practical cost effective strategies for
reducing the risk of Vibrio illnesses associated with the consumption of molluscan
shellfish.  This proposal identifies information needs that are obstacles to the
development of control strategies.

Cost Information

Research Needs Information (Optional)

a. Proposed specific
research need/
problem to be
addressed

N~ wWNE

Is total V.v. a valid indicator of risk?

Avre there differential effects of validated PHP on virulent subpopulations?

How do environmental factors affect levels of virulent subpopulations?
Compile collection of V.v. for future virulence research.

Do other species react to controls the same as V.v. and V.p.?

Determine relative virulence of V.p. subpopulations.

What are Vibrio (total and virulent) levels at harvest (in oysters and clams)?
How much Vibrio (total and virulent) growth results from the current
time/temperature controls (in oysters and clams)?

Priorities:

1.
2.

©OoNo O AW

What information is needed to supply more tools to the “toolbox”?

What regional information is needed to refine risk assessments and risk
calculator tools for implementation of effective control plans?

What is the significance of salinity to Vibrio levels in shellfish?

Is there a salinity/temperature matrix that determines Vibrio levels?

What are the key virulence factors (or combination thereof) for V.v. and V.p.?
Need to know dose response of different Vibrio strains and populations

What are the regional differences in pathogenic strains of V.v. and V.p.?

What is the percentage of pathogenic strains of Vibrio in growing waters?
Should the “viable but not culturable” state in pathogenic Vibrios be a
concern?

Action by 2013
Task Force Il

Recommended referral of Proposal 13-200 to an appropriate committee as determined
by the Conference Chairman with instructions to the committee as follows:

1.

5.

Request that FDA reexamine its risk assessments and risk calculators (V.p.)
and (V.v.) and present the results to ISSC, including the factors and
methodology used to calculate risk per serving.

Develop a process for using local data including regional or state illness and
landings information, to more accurately reflect risk in a region or state.
Determine how best to estimate consumption patterns, including collection data
regarding the number of shellfish consumed per serving, through market
research, end-point consumer data, or other information gathering methods.
Evaluate existing NSSP regulations to reduce risk of Vibrio illness caused by
improper handling, storing, or transportation of shellstock and the effectiveness
of existing enforcement mechanisms.

Provide recommendations to ISSC based on the results of the above study and
evaluation.

Action by 2013
General Assembly

Adopted recommendation of 2013 Task Force Il on Proposal 13-200.

Action by FDA
May 5, 2014

FDA concurred with Conference action on Proposal 13-200 with the following
comments and recommendations.

FDA concurs with ISSC referral of Proposal 13-200 to Committee. As appropriate,
FDA will provide support to the Committee via participation of Agency Vibrio
research and risk assessment experts to assist in addressing Committee charges as set
forth in Proposal 13-200. The Agency will look to the Conference to advance
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Proposal No. 13-200

recommendations made by the Committee for purposes of implementing appropriate
controls to reduce the Vibrio risk. Results of ISSC actions in response to Proposal 13-
204 will be integral to answering key questions associated with the Committee's

charges.
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Proposal No. 13-204

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

I Growing Area
Harvesting/Handling/Distribution
L1 Administrative

Submitter

US Food & Drug Administration (FDA)

Affiliation

US Food & Drug Administration (FDA)

Address Line 1

Center for Food Safety & Applied Nutrition (CFSAN)

Address Line 2

5800 Paint Branch Parkway

City, State, Zip

College Park, Maryland 20740

Phone

240-402-1410

Fax

301-436-2601

Email

paul.distefano@fda.hhs.gov

Proposal Subject

Vibrio Control Plans

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter Il. @ .05 Vibrio vulnificus Control Plan
Chapter Il. @ .06 Vibrio parahaemolyticus Control Plan

Text of Proposal/
Requested Action

@.05 Vibrio waiieus-Control Plan {EHectivedandarny-1-2042}

A. Risk Evaluation
Each shellfish producing State that is not currently implementing a Vibrio
wlaifieus—0L v —control plan for purposes of controlling the risk of Vibrio
vulnificus (V.v.) and/or Vibrio parahaemolyticus (V.p.) shall conduct a Vibrio
welaifieus—risk evaluation annually. The evaluation shaHshould consider
factors deemed aDDroprlate by the State Authorltv for effectlvelv assessmq

Qarahaemolﬂlcus mfectlon from the consumption of shellfish harvested from

the State’s growing waters_is reasonably likely.
(1) In conducting the risk evaluation the State Authority may wiH—at—a

sminimum-consider any number of factors, for examplethe-felawing:

(a) The number of Vibrio vulnificus and Vibrio parahaemolyticus
cases etiologically confirmed and epidemiologically linked to the
consumption of commercially harvested shellfish from the State; and
(b) Levels of Vibrio vulnificus and Vibrio parahaemolyticus in the
growing waters and in shellfish, to the extent that such data exists;
and

(c) Levels of tdh+ and trh+ Vibrio parahaemolyticus in the growing
area to the extent that such data exists; and

(d) The water temperatures in the growing area; and

(e) The air temperatures in the growing area; and

(f) Salinity in the growing area; and

(g) Harvesting technigues in the growing area; and

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

B. The State shall develop a Vibrio Contingency Plan should the risk evaluation
indicate:
(1) Any etiologically confirmed shellfish-borne Vibrio vulnificus or Vibrio
parahaemolyticus illness from the growing waters of that State but the
number of cases does not reach the illness threshold established in Chapter I
@.05D or E; and

(2) Information on Levels of Vibrio vulnificus or Vibrio parahaemolyticus, if
available, in the growing waters or in shellfish that is reasonably likely to
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Proposal No. 13-204

cause an illness;

BC. States which have previously met the illness threshold for Vibrio vulnificus
and/or Vibrio parahaemolyticus requiring a Vibrio sHaifieus—Control Plan will
continue to maintain and implement a Vibrio waifieus-Control Plan-

CD. All States not currently implementing a Vibrio swaifieus=Control Plan shall
develop and implement a Vibrio waifieus=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.

E. All states not currently implementing a Vibrio Control Plan shall develop and
implement a Vibrio Control Plan should the risk evaluation indicate that the State has
a shellfish growing area that was the source of oysters or hard clams (Mercenaria
mercenaria) that were epidemiologically linked to an outbreak of Vibrio
parahaemolyticus within the prior five (5) years.

EF. Vibrio Control Plan
(1) The Vibrio %Control Plan shaII include the foIIowmg

(v) Other factors which affect risk which can be used as a basis for
reducing risk.
(ba) Implementation of one or more of the following control
measures to reduce the risk of Vibrio vulnificus_and/or Vibrio
parahaemolyticus illness:
(i) Labeling oysters _and/or hard clams, "For shucklng by a
certified dealer”, when the Ax
WAvater ¥temperature exceeds the _the temperature assouated
with Vibrio illnesses that caused the State to meet the illness
threshold=£8=E.
(ii) Subjecting all oysters and/or hard clams intended for the
raw, half-shell market to Authority approved post-harvest
processing when the Axerage—Menthly—Maxdimum=A\water
Ftemperature exceeds the temperature associated with Vibrio
illnesses that caused the State to meet the illness
threshold#82F.
(ii1) Cooling oysters and/or hard clams to 50°F within one
hour of harvest when the water temperature exceeds the
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temperature associated with Vibrio illnesses that caused the
State to meet the illness threshold.  When deemed

appropriate by the Authority an exception may be permitted
for hard cIams to allow for temDermq

éw%=Proh|b|t|nd the harvest of ovsters and/or hard clams

when water temperature exceeds the temperature associated
with Vibrio |Ilnesses that caused the State to meet the |Ilness

implementat] jon—and—cHeet] preness—ofthe —Contrel—Plar .The State
Authorltv WI|| conduct an evaluatlon of the plan. At a minimum the
Authority will consider:
(i) Changes in the annual number of Vibrio vulnificus and/or
Vibrio parahaemolyticus cases associated with the State’s
growing waters.
(if) Environmental changes which could affect total Vibrio
vulnificus_and/or Vibrio parahaemolyticus in shellfish pre
and post-harvest.
(iii) Industry compliance with existing controls.
(iv) The Authorities enforcement of industries’
|mplementat|0n of the controls

purposes of determmmd Authorltv compllance the FDA will

conduct an annual Vibrio evaluation to determine the following:

(i) Authority compliance with the Vibrio Risk Evaluation as
required in Chapter Il @ .05 A.
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Proposal No. 13-204

(ii) For States required to develop and implement a Vibrio
Control Plan, compliance with Control Plan requirements
of Chapter Il @ .05 F. (1). The evaluation shall
determine:

a.  Did the Authority implement one or more of the
control measures required in Chapter Il @ .05 F. (1)?
(ii1) For Authorities required to develop Vibrio Contingency
Plans the evaluation shall determine:
a. Did the risk evaluation indicate the need for a
Contingency Plan?
b. Does the plan include the regulatory steps to be
implemented should the number of illnesses reach
the illness threshold requiring implementation of a
Vibrio Control Plan?

(c) The results of the State and USFDA evaluations will be shared
with the ISSC Vibrio Management Committee for use in
conducting trend evaluations as stated in the ISSC Constitution,
Bylaws, and Procedures.

FG. 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
Vibrio=¢. Control Plan.
(2) Contingency Plan Evaluation
In consultation with FDA the Authority will evaluate the adequacy of their
Contingency Plan.
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Public Health
Significance

While Vibrio parahaemolyticus and Vibrio vulnificus Control plans (VPCP and
VVCP) rely primarily on time and temperature controls to reduce post-harvest vibrio
growth, the controls implemented vary widely from state to state. States requiring
V.v. controls generally must implement more restrictive harvest controls than states
which only require V.p. control plans. Additionally, risk per serving standards
associated with VVCP require corrective actions that are absent in VPCP. This
disparity creates an economic advantage for industry in states with less stringent
requirements and favors higher production of more risky product. This may partially
explain the increases in reported V.v. illnesses in recent years while V.v. cases have
remained relatively static over this same period. Post-harvest growth increases the
risk of V.p., V.v. and likely other Vibrio spp. and shall be prevented by any reasonable
means. Enforcement of current time and temperature controls is problematic as it is
difficult to determine when the product was harvested. Immediate cooling would
prevent any vibrio growth and maintain the vibrio levels at harvest providing
enhanced public health protection relative to the current control plans. Immediate
cooling would also facilitate enforcement and improve compliance. This approach is
consistent with Codex Guidance for bivalve mollusks and industry cooling practices
with other seafood products that are inherently less risky. Environmental monitoring
with the current capabilities and capacity is not an effective means for mitigating
vibrio risk. While immediate cooling is not as effective as Post-Harvest Processing
(PHP) or closures, it is far less disruptive to industry than these approaches.
Acceptance of this proposal would unify and simplify the control approach used for
V.p. and V.v. and provide a level playing field for industry.
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FDA intends to provide additional information in support of this Proposal in advance
of the ISSC 2013 Biennial Meeting.

Cost Information

Action by 2013
Task Force 1l

Recommended adoption of Proposal 13-204 as substituted.

The ISSC Executive Board is tasked to work with states to seek and obtain funding for
the purpose of assessing the efficacy of time and temperature controls on post-harvest
Vibrio growth. Efforts shall be directed at developing robust science to define the
combination(s) of prevention and post-harvest time and temperature controls that,
when fully implemented, will minimize post-harvest Vibrio growth. The ISSC
Executive Director, ISSC Chair, in consultation with an appropriate work group
including some members of the Vibrio Management Committee shall provide
guidance and administrative oversight to promote a coordinated effort among states,
industry and the FDA to:

1. Assess regional and environmental differences that may better define the
combination(s) of post-harvest time and temperature controls that will be most
effective for a given region or state and;

2. Ensure that the results of research efforts will be fully considered by the
membership of the ISSC.

In addition to new research activities directed at scientifically defining effective time
and temperature controls, the Executive Office shall request that states and industry
submit to the VMC data and information relative to efforts in their respective state
associated with time and temperature assessment and control activities. This work
shall be conducted over the next one to two years and the science that is generated and
compiled shall be used to compose an ISSC Proposal for consideration at the 2015
biennial meeting of the ISSC for controlling the post-harvest growth of Vibrios. The
Executive Board shall be briefed at each of its semiannual meetings regarding all
ongoing work associated with this effort.

Additionally FDA requested that the remaining Vibrio Proposals be debated as
submitted.

Action by 2013
General Assembly

Adopted recommendation of 2013 Task Force Il on Proposal 13-204.

Action by FDA
May 5, 2014

Concurred with Conference action on Proposal 13-204.
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Proposal No. 13-209

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

I Growing Area
Harvesting/Handling/Distribution
L1 Administrative

Submitter

US Food & Drug Administration (FDA)

Affiliation

US Food & Drug Administration (FDA)

Address Line 1

Center for Food Safety & Applied Nutrition (CFSAN)

Address Line 2

5800 Paint Branch Parkway

City, State, Zip

College Park, Maryland 20740

Phone

240-402-1410

Fax

301-436-2601

Email

paul.distefano@fda.hhs.gov

Proposal Subject

Re-submerging of Shellstock

Specific NSSP
Guide Reference

Section I. Purpose and Definitions
Section Il. Model Ordinance Chapter V. Shellstock Relaying

Text of Proposal/
Requested Action

Chapter I. Purpose and Definitions
Add new definition

(92) Re-submerging means the process of short term submersion of shellstock in
an approved growing area following initial harvest for purposes of reducing

naturally occurring bacterial pathogens to background levels.

Renumber existing definitions 92 through 121.
Chapter V. Shellstock Relaying and Re-submerging

@.01 General
The Authority shall assure that:

A. The shellstock:

(1)  Ussed in relaying activities is harvested from growing areas
classified as conditionally approved, restricted, or conditionally
restricted;

(2) Used in re-submerging activities is harvested from growing areas
classified as approved or conditionally approved;

B. The level of contamination in the shellstock can be reduced to levels
safe for human consumption;

C. The contaminated shellstock are held in growing areas classified as
approved or conditionally approved for a sufficient time under adequate
environmental conditions so as to allow reduction of pathogens as
measured by the coliform group of indicator organisms #=the=water, or
naturally occurring pathogens such as Vibrio spp., or poisonous or
deleterious substances that may be present in shellstock to occur; and

D. If shellstock are relayed in containers:

(1) The containers are:

(@) Designed and constructed so that they allow free flow of water to
the shellstock; and
(b) Located so as to assure the contaminant reduction required in
Section C.; and
(2) The shellstock are washed and culled prior to placement in the
containers.
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Proposal No. 13-209

@.02 Contaminant Reduction.

A. The Authority shall establish species-specific critical values for water
temperature, salinity, and other environmental factors which may affect the
natural treatment process in the growing area to  which shellstock will be
relayed. The growing area to be used for the treatment process shall be
monitored with sufficient frequency to identify when limiting critical values
may be approached.

B. The effectiveness of species-specific contaminant reduction shall be
determined based on a study.

The study report shall demonstrate

that, after the completion of the relay activity:

(1) The bacteriological quality of each shellfish species is the same
bacteriological quality as that of the same species already present in the
approved or conditionally approved area; or
(2) Contaminant levels of poisonous or deleterious substances in
shellstock do not exceed
FDA tolerance levels.

Public Health

Significance

Cost Information

Action by 2013 Recommended referral of Proposal 13-209 to an appropriate committee as determined
Task Force Il by the Conference Chair.

Action by 2013
General Assembly

Adopted recommendation of 2013 Task Force Il on Proposal 13-2009.

Action by FDA
May 5, 2014

Concurred with Conference action on Proposal 13-2009.

2015 Proposals for Consideration Task Force I1
Page 31 of 98




TE SHE
gRSTA Ll gy
> U5

L &
VIATION CONEVRS

Proposal No. 13-210

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

O Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter

Robert Rheault

Affiliation

East Coast Shellfish Growers Association

Address Line 1

1623 Whitesville Road

Address Line 2

City, State, Zip

Toms River, NJ 08755

Phone

401-783-3360

Fax

Email

bob@ecsga.org

Proposal Subject

Aquaculture Facilities Inspections

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter V1. Shellfish Aquaculture Requirements for the Authority

Text of Proposal/
Requested Action

@.01 General

C. The Authority shall inspect commercial land-based aquaculture systems

facilities at least every six months, and open-water grow-out operations, floating

aquaculture operations, remote setting operations and nursery systems at least
annually. The Authority shall at a minimum

1 Inspect operator records to verify that appropriate permits are up to date
and operational plans are being adhered to, and

(2) _ Determine if seed from restricted or prohibited waters are being cultured
and if appropriate safeguards are in place to ensure such seed are purged
for an appropriate period of time before harvest.

Public Health
Significance

The term “aquaculture systems” is undefined. The Model Ordinance only requires the
inspection of “floating aquaculture and land-based aquaculture facilities.” Bottom
culture agquaculture operations do not appear to require inspections at all. The Model
Ordinance does not describe what an inspector should examine when inspecting
aquaculture systems.

For open water and floating aquaculture grow-out operations in open and conditionally
approved waters, an annual inspection should be adequate to ensure that appropriate
permits are in place and operational plans are being adhered to. Additional inspections
do not ensure a higher level of public health protection.

Land-based molluscan aquaculture includes hatcheries (exempt), larval-setting
operations (that should also be exempt), and nursery systems for very small seed.
Grow-out systems do not currently exist because pumping costs are prohibitive,
however should economics change to make such systems affordable, these systems
will be functionally similar to wet storage systems and will justify more extensive
(twice annual) monitoring

Cost Information

Since the current Model Ordinance does not describe what an inspection of an
aquaculture system entails, it is difficult to determine the cost impact of this change.

Action by 2013
Task Force Il

Recommended referral of Proposal 13-210 to an appropriate Committee as
determined by the Conference Chairman with instructions that the Committee address
the definition of aquaculture, the frequency of inspection, the items that should be
inspected, and the nature of an operational plan.

Action by 2013
General Assembly

Adopted recommendation of 2013 Task Force Il on Proposal 13-210.
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Action by FDA
May 5, 2014

Concurred with Conference action on Proposal 13-210.
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Proposal No. 13-212

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution
1 Administrative

Submitter

Robert Rheault

Affiliation

East Coast Shellfish Growers’ Association

Address Line 1

1623 Whitesville Road

Address Line 2

City, State, Zip

Toms River, NJ 08755

Phone

401-783-3360

Fax

Not Listed

Email

bob@ecsga.org

Proposal Subject

Tagging Requirements for Wet Stored Shellstock

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter X. General Requirements for Dealers

Text of Proposal/
Requested Action

Section Il. Model Ordinance Chapter X. General Requirements
B. Tags.

(2) The dealer's tag shall contain the following indelible, legible information in

the order specified below:

(a) The dealer's name and address.

(b) The dealer's certification number as assigned by the Authority.

(c) The original shellstock shipper's certification number. If depurated the
original shellstock shipper's certification number is not required.

(d) The harvest date; or if depurated, the date of depuration processing, or if
wet stored, the original harvest date, the dealers lot designation, the letter
“W” and the final harvest date which is the date removed from wet
storage.

Section V. Guidance Documents Chapter Ill. Harvesting, Handling, Processing, and
Distribution

.04 Shellstock Tagging.

Except for shellstock that originated from a depuration-processor, shellstock
transported across State lines and placed in wet storage must include the following
information on its shipping tag after removal from wet storage:

+ All information required on a dealer’s tag as specified above; and

* The statement that “THIS PRODUCT IS A PRODUCT OF (NAME OF STATE)
AND WAS WET STORED AT (FACILITY CERTIFICATION NUMBER)
FROM (DATE) TO AND WAS REMOVED FROM WET STORAGE ON
(DATE)”

Public Health
Significance

Having multiple dates on the dealer’s tag has proven to be confusing to the customers.
The CFIA has chosen to avoid this confusion by listing date of removal from wet
storage and listing that as the harvest date. This is the most efficacious method of
clarifying the issue of when the shellfish comes out of the water which determines the
shelf life of the product.

Trace back is still dependent upon the Dealer’s inventory control and the ability of the
wet storage operator to distinguish which lots of shellfish came from which harvest
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area on certain dates and which lots went to which customers on which ship dates.
This information trail is still vital to the trace back and will still be required.

This will make Canadian CFIA wet storage tagging requirements consistent with those
of the ISSC and maintain true equivalence between the two programs. This is
important since products from both countries compete directly in the marketplace.

Cost Information

Trace back will still be dependent on the wet storage operator’s ability to maintain
accurate inventory records demarcating which lots from which harvest areas and dates
were shipped to which customers on which dates. Requiring this information on the
tags as well only adds a layer of complexity and confuses the customers.

Action by 2013 Recommended referral of Proposal 13-212 to an appropriate Committee as determined

Task Force Il by the Conference Chairman with instructions to the Committee to try and find ways
to increase foreign compliance on this issue.

Action by 2013 Adopted recommendation of Task Force Il on Proposal 13-212.

General Assembly

Action by FDA
May 5, 2014

Concurred with Conference action on Proposal 13-212.
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Proposal No. 13-220

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

O Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter

Executive Board

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

PHP Validation and Verification Costs

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter XVI. Post-Harvest Processing

Text of Proposal/
Requested Action

In 2003 the Interstate Shellfish Sanitation Conference (ISSC) acknowledged the public
health benefits of Post-Harvest Processing (PHP) to reduce Vibrio vulnificus (V.v.)
levels in shellfish. The Conference has continued to support the voluntary adoption of
PHP by the shellfish industry. In subsequent years the Conference adopted validation
and verification procedures for dealers utilizing PHP. The cost of validation and
verification continues to be an obstacle for many smaller dealers. The procedure
should be reviewed to identify ways to reduce costs while continuing to provide a
reasonable level of public health protection.

Public Health
Significance

Cost Information

Action by 2013
Task Force Il

Recommended referral of Proposal 13-220 to an appropriate committee as determined
by the Conference Chairman.

Action by 2013
General Assembly

Adopted recommendation of 2013 Task Force Il on Proposal 13-220.

Action by FDA
May 5, 2014

Concurred with Conference action on Proposal 13-220.
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Proposal No. 13-223

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution
L1 Administrative

Submitter

US Food & Drug Administration (FDA)

Affiliation

US Food & Drug Administration (FDA)

Address Line 1

Center for Food Safety & Applied Nutrition (CFSAN)

Address Line 2

5800 Paint Branch Parkway

City, State, Zip

College Park, Maryland 20740

Phone

240-402-1410

Fax

301-436-2601

Email

paul.distefano@fda.hhs.gov

Proposal Subject

Vibrio parahaemolyticus(V.p.) Control Plan Risk Per Serving

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter Il. Risk Assessment and Risk Management

Text of Proposal/
Requested Action

@.06 Vibrio parahaemolyticus Control Plan

A. Risk Evaluation.

Every State from which oysters are harvested shall conduct 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 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, half-shell,
PHP.

B. Control Plan

(1) If a State’s 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) If 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:

(@) Waters bordering the Pacific Ocean: 60°F.

(b) Waters bordering the Gulf of Mexico and Atlantic Ocean (NJ and
south): 81°F.

(c) However, development of a Plan is not necessary if the State
conducts a risk evaluation, as described in Section A. that
determines that it is not reasonably likely that Vibrio
parahaemolyticus illness will occur from the consumption of oysters
harvested from those areas.
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3)

(4)

Q) In conducting the evaluation, the State shall evaluate the
factors listed in Section A. for the area during periods when
the temperatures exceed those listed in this section;

(i) In concluding that the risk is not reasonably likely to occur,
the State shall consider how the factors listed in Section A.
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

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.

For States required to implement Vibrio parahaemolyticus Control Plans,

the Plan shall include the administrative procedures and resources

necessary to accomplish the following:

(@) Establish one or more triggers for when control measures are
needed. These triggers shall be the temperatures in Section B. (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 may include: (i) Post-harvest
processing using a process that has been validated to achieve a two
(2) log reduction in the levels of total Vibrio parahaemolyticus for
Gulf and Atlantic Coast oysters and a three (3) log reduction for the
Pacific Coast oysters;

Q) Closing the area to oyster harvest;

(i)  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;

(iii)  Limiting time from harvest to refrigeration to no more than
five (5) hours, or other times based on modeling or sampling,
as determined by the Authority in consultation with FDA;

(iv)  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;

(v)  Other control measures that based on appropriate scientific
studies are designed to ensure that the risk of V.p. 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 ten (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 ten
(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
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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. The Time When Harvest Begins For the purpose of time to temperature control,
time begins once the first shellstock harvested is no longer submerged.

States implementing a Vibrio parahaemolyticus Control Plan shall determine the level
of protection afforded by calculating the observed risk per serving based on the
number of annual illnesses attributed to shellfish harvested from the state and the
state’s annual oyster and/or hard clam production. Modify the Control Plan when the

observed risk per serving is greater than 1 illness per 100,000 servings.

Public Health
Significance

In the absence of a requirement for states to determine the observed risk per serving,
it is not possible to verify that the level of protection offered by state Control Plans is
consistent with the level of protection (<1 illness per 100,000 servings) intended by
time and temperature controls as defined by the Vibrio parahaemolyticus risk
calculator. Requiring states to determine the observed risk per serving using annual
illness data and annual production data will allow the ISSC to gauge the success of
state control plans and engage states in developing additional controls where
necessary. During periods of unacceptable risk, further restrictions on time and
temperature controls, or other equivalent measures, should be considered to reduce
risk to an acceptable level.

Cost Information

Action by 2013
Task Force 1l

Recommended referral of Proposal 13-223 to an appropriate committee as determined
by the Conference Chairman.

Action by 2013
General Assembly

Adopted recommendation of 2013 Task Force Il on Proposal 13-223.

Action by FDA
May 5, 2014

Concurred with Conference action on Proposal 13-223.
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Proposal No. 15-201

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution
L1 Administrative

Submitter

Executive Office

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Shellfish Related IlInesses Associated with V.p.

Specific NSSP
Guide Reference

Section Il. Model Ordinance Chapter Il. Risk Assessment & Risk Management
@.02 Shellfish Related IlInesses Associated with Vibrio parahaemolyticus (V.p.)

Text of Proposal/
Requested Action

Amend Model Ordinance Chapter Il. Risk Assessment & Risk Management @.02 A.
(4) (a) to provide clarification regarding closures associated with sporadic cases that
do not exceed a risk of one (1) illness per 100,000 servings or involves at least two (2)
but not more than four (4) cases occurring within a thirty (30) day period from an
implicated area in which no two (2) cases occurred from a single harvest day. Two
(2) options are offered below that could provide needed clarification.

Option 1:
@.02 Shellfish Related Ilinesses Associated with Vibrio parahaemolyticus (V.p.)

A. When the investigation outlined in Section @.01 A. indicates the illness(es)
are associated with the naturally occurring pathogen Vibrio parahaemolyticus
(V.p.), the Authority shall determine the number of laboratory confirmed
cases epidemiologically associated with the implicated area and actions taken
by the Authority will be based on the number of cases and the span of time as
follows.

(1) When sporadic cases do not exceed a risk of one (1) illness per

100,000 servings or involves at least two (2) but not more than four

(4) cases occurring within a thirty (30) day period from an implicated

area in which no two (2) cases occurred from a single harvest day, the

Authority shall:

(@) dDetermine the extent of the implicated area; and

(b) Immediately place the implicated portion(s) of the harvest
area(s) in the closed status; and

(c) Fhe—AuthoriwadllmMake reasonable attempts to ensure
compliance with the existing Vibrio Management Plan.

2 When the risk exceeds one (1) illness per 100,000 servings within a
thirty (30) day period or when cases exceed four (4) but not more
than ten (10) over a thirty (30) day period from the implicated area or
two (2) or more cases but less than four (4) cases occur from a single
harvest day from the implicated area, the Authority shall:

@) Determine the extent of the implicated area; and
(b) Immediately place the implicated portion(s) of the harvest
area(s) in the closed status; and
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3)

(4)

()

(6)

(©) As soon as determined by the Authority, transmit to the FDA
and receiving States information identifying the dealers
shipping the implicated shellfish.

When the number of cases exceeds ten (10) illnesses within a thirty

(30) day period from the implicated area or four (4) or more cases

occurred from a single harvest date from the implicated area, The

Authority shall:

@) Determine the extent of the implicated area; and

(b) Immediately place the implicated portion(s) of the harvest
area(s) in the closed status; and

(©) Promptly initiate a voluntary industry recall consistent with

the Recall Enforcement Policy, Title 21 CFR Part 7 unless
the Authority determines that a recall is not required where
the implicated product is no longer available on the market or
when the Authority determines that a recall would not be
effective in preventing additional illnesses. The recall shall
include all implicated products.

(d) Issue a consumer advisory for all shellfish (or species
implicated in the illness).

When a growing area has been closed as a result of V.p. cases, the

Authority shall keep the area closed for the following periods of time

to determine if additional illnesses have occurred:

@ The area will remain closed for a minimum of seven (7) days
when sporadic cases do not exceed a risk of one (1) illness
per 100,000 servings or involves four (4) or less cases
occurring within a thirty (30) day period from the implicated
area in which no two (2) cases occurred from a single harvest
date from the implicated area.

(b) The area will remain closed for a minimum of fourteen (14)
days when the risk exceeds one (1) illness per 100,000
servings within a thirty (30) day period or cases exceed four
(4) but not more than ten (10) cases over a thirty (30) day
period from the implicated area or two (2) or more cases but
less than four (4) cases occur from a single harvest date from
the implicated area.

(©) The area will remain closed for a minimum of twenty-one
(21) days when the number of cases exceeds ten (10)
illnesses within thirty (30) days or four (4) cases occur from a
single harvest date from the implicated area

Prior to reopening an area closed as a result of the number of cases
exceeding ten (10) illnesses within thirty (30) days or four (4) cases
from a single harvest date from the implicated area, the Authority
shall:

@ Collect and analyze samples to ensure that tdh does not
exceed 10/g and trh does not exceed 10/g; or other such
values as determined appropriate by the Authority based on
studies.

(b) Ensure that environmental conditions have returned to levels
not associated with V.p. cases.

Shellfish harvesting may occur in an area closed as a result of V.p.

illnesses when the Authority implements one or more of the
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Option 2:

following controls:

(a)

(b)

(©)

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

Restricting oyster and/or hard clam 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;

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

@.02 Shellfish Related Ilinesses Associated with Vibrio parahaemolyticus (V.p.)

A. When the investigation outlined in Section @.01 A. indicates the illness(es)
are associated with the naturally occurring pathogen Vibrio parahaemolyticus
(V.p.), the Authority shall determine the number of laboratory confirmed
cases epidemiologically associated with the implicated area and actions taken
by the Authority will be based on the number of cases and the span of time as
follows.
(1) When sporadic cases do not exceed a risk of one (1) illness per 100,000

servings or involves at least two (2) but not more than four (4) cases

occurring within a thirty (30) day period from an implicated area in which
no two (2) cases occurred from a single harvest day, the Authority shall
determine the extent of the implicated area. The Authority will make
reasonable attempts to ensure compliance with the existing Vibrio
Management Plan.

When the risk exceeds one (1) illness per 100,000 servings within a
thirty (30) day period or when cases exceed four (4) but not more
than ten (10) over a thirty (30) day period from the implicated area or
two (2) or more cases but less than four (4) cases occur from a single
harvest day from the implicated area, the Authority shall:

2)

)

(a)
(b)

(©)

Determine the extent of the implicated area; and

Immediately place the implicated portion(s) of the harvest
area(s) in the closed status; and

As soon as determined by the Authority, transmit to the FDA
and receiving States information identifying the dealers
shipping the implicated shellfish.

When the number of cases exceeds ten (10) illnesses within a thirty
(30) day period from the implicated area or four (4) or more cases
occurred from a single harvest date from the implicated area, The

Authority shall:

@) Determine the extent of the implicated area; and

(b) Immediately place the implicated portion(s) of the harvest
area(s) in the closed status; and

(©) Promptly initiate a voluntary industry recall consistent with

the Recall Enforcement Policy, Title 21 CFR Part 7 unless
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(4)

(5)

(6)

the Authority determines that a recall is not required where
the implicated product is no longer available on the market or
when the Authority determines that a recall would not be
effective in preventing additional illnesses. The recall shall
include all implicated products.

(d) Issue a consumer advisory for all shellfish (or species
implicated in the illness).

When a growing area has been closed as a result of V.p. cases, the

Authority shall keep the area closed for the following periods of time

to determine if additional illnesses have occurred:

£3(a) The area will remain closed for a minimum of fourteen (14)
days when the risk exceeds one (1) illness per 100,000
servings within a thirty (30) day period or cases exceed four
(4) but not more than ten (10) cases over a thirty (30) day
period from the implicated area or two (2) or more cases but
less than four (4) cases occur from a single harvest date from
the implicated area.

£)(b) The area will remain closed for a minimum of twenty-one
(21) days when the number of cases exceeds ten (10)
illnesses within thirty (30) days or four (4) cases occur from a
single harvest date from the implicated area

Prior to reopening an area closed as a result of the number of cases

exceeding ten (10) illnesses within thirty (30) days or four (4) cases

from a single harvest date from the implicated area, the Authority
shall:

@ Collect and analyze samples to ensure that tdh does not
exceed 10/g and trh does not exceed 10/g; or other such
values as determined appropriate by the Authority based on
studies.

(b) Ensure that environmental conditions have returned to levels
not associated with V.p. cases.

Shellfish harvesting may occur in an area closed as a result of V.p.

illnesses when the Authority implements one or more of the

following controls:

@ Post-harvest processing using a process that has been
validated to achieve a two (2) log reduction in the levels of
total Vibrio parahaemolyticus for Gulf and Atlantic Coast
oysters and/or hard clams and a three (3) log reduction for
Pacific Coast oysters and/or hard clams;

(b) Restricting oyster and/or hard clam 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;

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

Public Health
Significance

Following the adoption of Proposal 13-202 at the 2013 Biennial Meeting, the
Executive Board was asked to clarify the language of the proposal associated with
sporadic cases that do not exceed a risk of one (1) illness per 100,000 servings or
involves at least two (2) but not more than four (4) cases occurring within a thirty (30)
day period from an implicated area in which no two (2) cases occurred from a single
harvest day.

To address this concern, the Executive Board, with FDA concurrence, took interim
action to delay the implementation of the closure requirement associated with @.02 A.
(4) (8). The intent of this Board action was to allow the ISSC to discuss the intent of
@.02 A. (4) (a).

Cost Information
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Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution
1 Administrative

Submitter Bruce Friedman Keith Skiles
Kathy Brohawn Patti Fowler
Debbie Rouse Jerrod Davis
Affiliation NJ Dept. of Environmental Protection

MD Dept. of the Environment

DE Dept. of Natural Resources and Environmental Control
VA Dept. of Health

NC Department of Environment and Natural Resources
WA Dept. of Health

Address Line 1 Multiple
Address Line 2 Multiple
City, State, Zip Multiple
Phone Multiple
Fax Multiple
Email Bruce.Friedman@dep.nj.gov keith.skiles@vdh.virginia.gov

kbrohawn@mde.state.md.us patti.fowler@ncdenr.gov
Debbie.Rouse@state.de.us jerrod.davis@doh.wa.gov

Proposal Subject

Shellfish Related IlIness Associated with Vibrio parahaemolyticus(V.p.)

Specific NSSP
Guide Reference

Section Il Model Ordinance
Chapter I1. Section @.02. A. (4)

Text of Proposal/
Requested Action

@.02 Shellfish Related Ilinesses Associated with Vibrio parahaemolyticus (V.p.)

A. When the investigation outlined in Section @.01 A. indicates the illness(es)
are associated with the naturally occurring pathogen Vibrio
parahaemolyticus (V.p.), the Authority shall determine the number of
laboratory confirmed cases epidemiologically associated with the implicated
area and actions taken by the Authority will be based on the number of cases
and the span of time as follows.

@ When sporadic cases do not exceed a risk of one (1) illness per
100,000 servings or involves at least two (2) but not more than four
(4) cases occurring within a thirty (30) day period from an
implicated area in which no two (2) cases occurred from a single
harvest day, the Authority shall determine the extent of the
implicated area. The Authority will make reasonable attempts to
ensure compliance with the existing Vibrio Management Plan.

2 When the risk exceeds one (1) illness per 100,000 servings within a
thirty (30) day period or when cases exceed four (4) but not more
than ten (10) over a thirty (30) day period from the implicated area
or two (2) or more cases but less than four (4) cases occur from a
single harvest day from the implicated area, the Authority shall:

(@  Determine the extent of the implicated area; and

(b)  Immediately place the implicated portion(s) of the harvest
area(s) in the closed status; and

(c)  Assoon as determined by the Authority, transmit to the FDA
and receiving States information identifying the dealers
shipping the implicated shellfish.

3 When the number of cases exceeds ten (10) illnesses within a thirty
(30) day period from the implicated area or four (4) or more cases
occurred from a single harvest date from the implicated area, The
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(4)

®)

(6)

Authority shall:

(@) Determine the extent of the implicated area; and

(b) Immediately place the implicated portion(s) of the harvest
area(s) in the closed status; and

(c) Promptly initiate a voluntary industry recall consistent with
the Recall Enforcement Policy, Title 21 CFR Part 7 unless
the Authority determines that a recall is not required where
the implicated product is no longer available on the market or
when the Authority determines that a recall would not be
effective in preventing additional illnesses. The recall shall
include all implicated products.

(d) Issue a consumer advisory for all shellfish (or species
implicated in the illness).

When a growing area has been closed as a result of V.p. cases, the

Authority shall keep the area closed for the following periods of

time to determine if additional illnesses have occurred:

fo——Fhooreowellromn pe esod oo manen e soven-Co-dos
Whe sp,elaelle cases de ne_t exceed-a-tisk-of-one-(1)-Hiness
pel 19.9 ggg_ SERARGS O tvolves I.GH' (4o _Iess CASES
oecurting "."'E et "t? (30)-cay-pe |e|e|£I|e| t € II pheated

{b}(@@) The area will remain closed for a minimum of fourteen (14)
days when the risk exceeds one (1) illness per 100,000
servings within a thirty (30) day period or cases exceed four
(4) but not more than ten (10) cases over a thirty (30) day
period from the implicated area or two (2) or more cases but
less than four (4) cases occur from a single harvest date from
the implicated area.

{e}(b) The area will remain closed for a minimum of twenty-one
(21) days when the number of cases exceeds ten (10) illnesses
within thirty (30) days or four (4) cases occur from a single
harvest date from the implicated area

Prior to reopening an area closed as a result of the number of cases

exceeding ten (10) illnesses within thirty (30) days or four (4) cases

from a single harvest date from the implicated area, the Authority
shall:

(@) Collect and analyze samples to ensure that tdh does not
exceed 10/g and trh does not exceed 10/g; or other such
values as determined appropriate by the Authority based on
studies.

(b) Ensure that environmental conditions have returned to levels
not associated with V.p. cases.

Shellfish harvesting may occur in an area closed as a result of V.p.

illnesses when the Authority implements one or more of the

following controls:

(@) Post-harvest processing using a process that has been
validated to achieve a two (2) log reduction in the levels of
total Vibrio parahaemolyticus for Gulf and Atlantic Coast
oysters and/or hard clams and a three (3) log reduction for
Pacific Coast oysters and/or hard clams;

(b) Restricting oyster and/or hard clam 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;
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(c) Other control measures that based on appropriate scientific
studies are designed to ensure that the risk of V.p. illness is
no longer reasonably likely to occur, as approved by the
Authority.

Public Health
Significance

Chapter 1, Section @.02 was adopted by the ISSC Voting Delegates at the 2013
meeting. Subsequent discussion revealed an inconsistency in that reopening criteria
were adopted for a tier that does not specify a required closure. This amendment is
intended to eliminate this point of confusion.

Cost Information

None.
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Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter

Executive Office

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Annual Assessment of Shellfish Production and Utilization

Specific NSSP
Guide Reference

Section Il Model Ordinance Chapter I1. Risk Assessment and Risk Management
@. 03 Annual Assessment of Vibrio vulnificus and Vibrio parahaemolyticus Ilinesses
and Shellfish Production.

Text of Proposal/
Requested Action

A.  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.

B. The Authority shall determine—annd ane=report_ monthly to the ISSC, the
volume of shellfish harvested in the State The report shaII mclude the volume
of shellfish harvested for each species. s
including—favatlable~ The production data WI|| mclude a volume breakdown
by utilization type (raw, shucked, PHP, etc.).

Public Health
Significance

Cost Information
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Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

O Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter

ISSC Model Ordinance Effectiveness Review Committee

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Ineffective Model Ordinance Requirement

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter VI1I. Wet Storage in Approved and Conditionally Approved Growing Areas

Text of Proposal/
Requested Action

.04 Wet Storage in Atrtificial Bodies of Water (Land-Based)

A. General
(1) If the dealer chooses to practice wet storage in artificial bodies of
water, the dealer shall meet the requirements of Chapter VII. .01 and .02.

(2)  For the purpose of permitting, each wet storage site or activity shall

be evaluated in accordance with @.01. B. The evaluation shall include a

review of the plan and operating procedures for conducting land-based

wet storage activity as submitted by the dealer.

(43) The wet storage facility evaluation shall include a review of:

(@  The purpose of the wet storage activity, such as holding,
conditioning or increasing the salt content of shellstock;

(b)  Any species specific physiological factors that may affect design
criteria; and

()  The plan giving the design of the land-based wet storage facility,
source and quantity of process water to be used for wet storage,
and details of any process water treatment (disinfection) system.

B. Operation Specifications.
(1)  General. Each land-based wet storage activity shall meet the following
design, construction, and operating requirements.

@) Effective barriers shall be provided to prevent entry of birds,
animals, and vermin into the area.

(b) Storage tanks and related plumbing shall be fabricated of safe
material and shall be easily cleanable. This requirement shall
include:

(1) Tanks constructed so as to be easily accessible for
cleaning and inspection, self-draining and fabricated
from nontoxic, corrosion resistant materials; and

(i) Plumbing designed and installed so that it can be cleaned
and sanitized on a regular schedule, as specified in the
operating procedures.

(© Storage tank design, dimensions, and construction are such
that adequate clearance between shellstock and the tank bottom
shall be maintained.
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(d) Shellstock containers, if used, shall be designed and constructed
so that the containers allow the free flow of water to all shellstock
within a container.

(82) Outdoor Tank Operation. When the wet storage activity is outdoors or
in a structure other than a building, tank covers shall be used. Tank
covers shall:

@) Prevent entry of birds, animals or vermin; and
(b) Remain closed while the system is in operation except for
periods of tank loading and unloading, or cleaning.

Public Health
Significance

Cost Information
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Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

O Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter

ISSC Model Ordinance Effectiveness Review Committee

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Ineffective Model Ordinance Requirement

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter VIII. Control of Shellfish Harvesting

Text of Proposal/
Requested Action

@.01 Control of Shellstock Growing Areas

B. Patrol of Growing Areas.
(3) Exceptions.
@) Patrol is not required under the following conditions:

(i There is no shellfish productivity, as demonstrated by one
of the following methods:
a. pH, salinity, temperature, or turbidity are
not favorable to the growth of shellfish; or
b. The water bottom does not support shellfish
growth; or
C. The area has been depleted of shellfish by

dredging, disease, or other means;

the-preduct:
(Hi)  The area meets all of the following conditions:
a. The area is unclassified,;
b. Historically there has not been interest in
commercial harvesting; and

dc. The Authority has current evidence that
commercial harvesting does not occur. This can
be accomplished by information gathered from
periodic patrols or reliable non-patrol sources.
(b) Where natural sets resulting in commercially harvestable
quantities of shellfish do not exist and advanced aquaculture
methods (e.g., racks, bags, lantern nets, long lines and/or floats)
are used in the area: The area shall be patrolled at the
frequencies specified in Section B. (2) unless the authority
develops and implements a Risk Management Plan for the area
for the prevention of illegal harvesting of shellfish. The Risk
Management Plan shall include monitoring and control of
surveillance activities that supplement the minimum required
patrol frequency of one (1) time per thirty (30) harvestable days.
The Risk Management Plan at least should include the following:
(1) Description of the area;
(i) Classification of the area;
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(©)

(d)

(i)
(iv)

(v)

Description of adjacent growing areas;

Procedure used to prevent shellfish from prohibited
or closed waters to be commingled with shellfish from
an aquaculture area; and

If, the patrol agency receives assistance from other state,
federal, or tribal agencies, a memorandum of agreement
(MOA) must be developed describing responsibilities of
each agency. A copy of such MOA must be kept in a
central file.

If the area is geographically remote, sparsely populated and has
limited access (e.g., no or very poor roads) such that the potential
for marketing the shellfish is severely restricted:

(i)

(i)

The area shall be patrolled at the frequencies specified
in Section B. (2) unless the Authority develops and
implements a Risk Management Plan for the area for the
prevention of illegal harvesting of shellfish. The Risk
Management Plan shall include monitoring and control
of surveillance activities (e.g., airport, dock, border, or
truck surveillance) that will be used in lieu of traditional
patrol activities, and the area should be patrolled at
least one (1) time per thirty (30) harvestable days.
The Risk Management Plan shall describe the
administrative procedures and resources necessary to
prevent illegal harvesting and/ or the illegal commingling
of the product and include at least the following:

a. Description of the area;

b. Classification of the area;

c. Description of adjacent growing areas; and

d. If the patrol agency receives assistance from

other state, federal, or tribal agencies, a
memorandum of agreement must be developed
describing responsibilities of each agency. A
copy of such MOA must be kept in a central
file.
If the Authority has current evidence that
commercial illegal harvesting is occurring, the
Management Risk Plan should be reevaluated.

Where the entire state is closed to harvesting during traditional
non-harvesting seasons:

(i)

The area shall be patrolled at the frequencies specified
in Section B. (2) unless the Authority develops and
implements a Risk Management Plan for the area for
the prevention of illegal harvesting of shellfish. The
Risk Management Plan shall include monitoring and
control of surveillance activities (e.g., airport, dock,
border, or truck surveillance) that will be used in
lieu of traditional patrol activities. The Risk
Management Plan shall describe the administrative
procedures and resources necessary to prevent illegal
harvesting and/ or the illegal commingling of the product
and include at least the following:

a. Description of the area;
b. Classification of the area;
C. Description of adjacent growing areas; and
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d. If the patrol agency receives assistance from
other state, federal, or tribal agencies, a
memorandum  of  agreement  must  be
developed describing responsibilities from each
agency. A copy of such MOA must be kept in a
central file.

(i) The area shall be patrolled in low risk areas at least
once (1) per thirty (30) harvestable days, for medium
risk areas at least twice (2) per thirty (30) harvestable
days, and for high-risk areas at least four (4) times per
thirty (30) harvestable days.

(iii) If the Authority has current evidence that
commercial illegal harvesting is occurring, the state
agency shall resume patrol at the frequency specified in
B. (2).

.02 Shellstock Harvesting and Handling.

D. Disposal of Human Sewage from Vessels.

(1) Human sewage shall not be discharged overboard from a vessel used in
the harvesting of shellstock, or from vessels which buy shellstock while
the vessels are in growing areas.

A a¥a' N

(82) As required by the Authority, in consultation with FDA, an approved
marine sanitation device (MSD), portable toilet or other sewage
disposal receptacle shall be provided on the vessel to contain human
sewage.

(43) Portable toilets shall:

@) Be used only for the purpose intended;

(b) Be secured while on board and located to prevent
contamination of shellstock by spillage or leakage;

©) Be emptied only into a sewage disposal system; (d) Be cleaned
before being returned to the boat; and

(e) Not be cleaned in equipment used for washing or processing food.

(54) Use of other receptacles for sewage disposal may be approved by
the Authority if the receptacles are:

@) Constructed of impervious, cleanable materials and have tight
fitting lids; and
(b) Meet the requirements in Section D. (3).

Public Health
Significance

Chapter VIII. @.01 B. (3) (ii):
More appropriate for industry to determine whether something is "economically
feasible” or not.

Chapter VIII. @.01 B. (3) (iii) (c):
To maintain the pollution source requirement means that areas that are
completely void of shellfish would still have to be patrolled if a pollution source
exists.

Chapter VIII. .02 D. (2):
This is a Requirement for the Authority and should not appear in a section
containing Requirements for Harvesters

Cost Information
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Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

O Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter Patti Fowler
Affiliation North Carolina Division of Marine Fisheries
Address Line 1 PO Box 769

Address Line 2

City, State, Zip

Morehead, NC 28557

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Harvester Training Requirements

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter VIII. Control of Shellfish Harvesting and
Chapter X. General Requirements for Dealers

Text of Proposal/
Requested Action

Chapter VIII.
Requirements for Harvesters.
.01 General.

A. Each harvester shall have a valid license, and a special license if necessary, in
his possession while engaged in shellstock harvesting activities.

B. Prior to licensing each harvester shall obtain Authority approved training evesy
baye—{-voars at an interval to be determined by the Authority. The training
shall include required harvest, handling, and transportation practices as
determined by the Authority. A harvester shall be allowed ninety (90) days
following initial licensing to obtain the required education.

(1) A harvester shall obtain proof of completlon of the requwed tramlng
Proof of training obtained by the harvester w
shall be presented to the Authority prior to certlflcatlon recertlflcatlon
or licensing.

(2) At a minimum, one (1) individual involved in the shellfish operations
shall obtain the required training.

(3)  The harvester shall maintain record of the completed training.

C. Persons who are working in a boat crew under the supervision of a licensed
harvester need not have a valid harvester's license.
D. In the case of riparian or leased land, unless the riparian owner or lessee

employs a licensed harvester, the riparian owner or lessee shall be licensed as a
harvester prior to harvesting his shellstock. A licensed riparian owner or lessee
may employ unlicensed harvesters to work his property or lease.

Chapter X. General Requirements for Dealers
.04 Certification Requirements.

A General.
(1) No person shall act as a dealer prior to obtaining certification.
2 Any person who wants to be a dealer shall:
@) Make application to the Authority for certification;
(b) Have and implement a HACCP Plan, and have a program
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@)

of sanitation monitoring and record keeping in compliance
with 21 CFR 123 as it appears in the Federal Register of
December 18, 1995, except for the requirement for harvester
|dent|f|cat|on ona dealers tag

(©) Obtaln Authorlty approved tralning at an interval to be

determined by the Authority.—evesy—bwo—{A-—vears—The

training shall include required processing, handling, and
transportation practices as determined by the Authority. A
dealer shall be allowed ninety (90) days following initial
licensing to obtain the required education.

(M)

(i)

(iii)

A dealer shall receive proof of completion of the
required tralnlng Proof of training obtained by the
dealer ¥ ars-shall be
presented to the Authorlty prior to certification,
recertification, or licensing.

At a minimum, one (1) individual involved in the
shellfish operations shall obtain the required
training.

The dealer shall maintain the record of the completed
training.

Each dealer shall have a business address at which inspections of
facilities, activities, or equipment can be conducted.

Public Health
Significance

Cost Information
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Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution
L1 Administrative

Submitter

Kathryn Busch and Erin Butler

Affiliation

Maryland Departments of Natural Resources and Health and Mental Hygiene

Address Line 1

580 Taylor Avenue, C-2, Annapolis, Maryland 21401 (K. Busch)

Address Line 2

6 Saint Paul Street, Ste. 1301, Baltimore, MD 21202 (E. Butler)

City, State, Zip

See above.

Phone

410-260-8342, 443-690-3079 (K. Busch)

Fax

410-260-8279, 410-333-8931 (E. Butler)

Email

kathrynebusch@maryland.gov; erin.butler@maryland.gov

Proposal Subject

Onboard Waste Receptacles

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter VIII. Control of Shellfish Harvesting
Section .02 Shellstock Harvesting and Handling D. (5) (a) and (b)

Text of Proposal/
Requested Action

D. Disposal of Human Sewage from Vessels.

(1) Human sewage shall not be discharged overboard from a vessel used in the
harvesting of shellstock, or from vessels which buy shellstock while the
vessels are in growing areas.

(2) The Authority shall educate all licensed harvesters and shellstock dealers
concerning the public health significance of discharging human sewage
overboard.

(3) Asrequired by the Authority, in consultation with FDA, an approved marine
sanitation device (MSD), portable toilet or other sewage disposal receptacle
shall be provided on the vessel to contain human sewage.

(4) Portable toilets shall:

(@) Be used only for the purpose intended;

(b) Be secured while on board and located to prevent contamination of
shellstock by spillage or leakage;

(c) Beemptied only into a sewage disposal system;

(d) Be cleaned before being returned to the boat; and

(e) Not be cleaned in equipment used for washing or processing food.

(5) Use of other receptacles for sewage disposal may be approved by the
Authority if the receptacles are:

(@) Constructed of impervious, cleanable materials and have tight fitting
lids; ard

(b) Indelibly labeled “Human Waste” in contrasting letters at least three
(3) inches in height; and

(c) €6} Meet the requirements in Section D. (4). £

Public Health
Significance

Labeling a bucket intended for human waste indicates that the bucket is dedicated to
that sole use and assures that a generic unlabeled bucket will not be used for another
purpose. It also makes the boat inspection clear in that the Officer inspecting the boat
that will know that the bucket is truly a waste bucket and that it is appropriately
secured to prevent spillage. The change in (5) (c) is an editorial clean up since there
are no requirements to meet in D. (3)

Cost Information

The cost is negligible
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Proposal No. 15-208

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

1 Growing Area
Harvesting/Handling/Distribution
L1 Administrative

Submitter

Floyd Raymond Burditt and Mary Losikoff

Affiliation

US Food & Drug Administration (FDA)

Address Line 1

Center for Food Safety & Applied Nutrition (CFSAN)

Address Line 2

5800 Paint Branch Parkway

City, State, Zip

College Park, Maryland 20740

Phone

240-402-1562

Fax

301-436-2601

Email

floyd.burditt@fda.hhs.gov

Proposal Subject

Reduced Oxygen Packaging (ROP) of Shucked Shellfish Meats

Specific NSSP
Guide Reference

Section I. Purposes and Definitions

Section Il. Model Ordinance Chapter IX. Transportation
Section .04 Shipping Temperatures;

Section II. Model Ordinance Chapter X. General Requirements for Dealers
Section .04 Certification Requirements;

Section II. Model Ordinance Chapter X. General Requirements for Dealers Section
.06 Shellfish Labeling;

Section II. Model Ordinance Chapter XI. Shucking and Packing
Section .01 Critical Control Points

D. Processing Critical Control Point — Critical Limits and

E. Shucked Meat Storage Critical Control Point — Critical Limit;

Section Il. Model Ordinance Chapter XIV. Reshipping Section
.01 Critical Control Points

A. Receiving Critical Control Point - Critical Limits and

D. Shucked Meat Storage Critical Control Point — Critical Limit

Text of Proposal/
Requested Action

Definitions
Add a new definition for Reduced Oxygen Packaging and number appropriately:

Reduced Oxygen Packaging means the reduction of the amount of oxygen in a

package by removing oxygen; displacing oxygen and replacing it with another gas
or _combination of gases; or otherwise controlling the oxyagen content to a level

below that normally found in the atmosphere (approximately 21% at sea level) and
involves a food for which the hazard of Clostridium botulinum requires control in

the final packaged form.

Chapter IX.

.04 Shipping Temperatures.

A Shellfish dealers shall ship shellstock adequately iced; or in a conveyance
pre-chilled at or below 45°F (7.2°C) ambient air temperature.

o

Shellfish dealers shall ship shucked meats that are packed in Reduced
Oxygen Packaging (ROP) containers adequately iced; or in a conveyance

pre-chilled below 38°F (3.3°C) ambient air temperature.

2015 Proposals for Consideration Task Force I1
Page 57 of 98


mailto:floyd.burditt@fda.hhs.gov

TE SHE
gRSTA Ll gy
> U5

L &
VIATION CONEVRS

Proposal No. 15-208

Chapter X.

.04 Certification Requirements

B. Types of Certification.

)
)

©)

(4)

Shucker-packer. Any person who shucks shellfish shall be certified

as a shucker-packer.

Repacker.

@) Any person who repacks shucked shellfish shall be certified
as a shucker-packer or repacker;

(b) Any person who repacks shellstock shall be certified as a
shellstock shipper, shucker- packer, or repacker;

(© A repacker shall not shuck shellfish.

(d) A repacker shall not repack shucked shellfish received in
ROP containers.

Shellstock Shipper. Any person who ships and receives shellstock in

interstate  commerce shall be certified as a shellstock shipper,

repacker, or shucker-packer.

Reshipper. Any person who purchases shellstock or shucked

shellfish from dealers and sells the product without repacking or

relabeling to other dealers, wholesalers or retailers shall be certified

as a reshipper.

.06 Shucked Shellfish Labeling

A Shellfish Labeling

@)
)

©)

(4)

®)

(6)

The dealer shall maintain lot integrity when shucked shellfish

are stored using in- plant reusable containers.

If the shucker-packer uses returnable containers to transport

shucked shellfish between dealers for the purpose of further

processing or packing, the returnable containers are exempt

from the labeling requirements in this section of the regulation.

When returnable containers are used, the shipment shall be

accompanied by a transaction record containing:

(@ The original shucker-packer's name and certification number;

(b)  The shucking date; and

(c) The quantity of shellfish per container and the total number of
containers.

If the dealer uses master shipping cartons, the master cartons are

exempt from these labeling requirements when the individual

containers within the carton are properly labeled.

At a minimum the dealer shall label each individual package

containing fresh or frozen shucked shellfish meat in a legible

and indelible form in accordance with CFR 21, Part 101; Part

161, Subpart B (161.30, and 161.136) and the Federal Fair

Packaging and Labeling Act.

The dealer shall assure that the shucker-packer's or repacker's

certification number is on the label of each package of fresh or

frozen shellfish.

The dealer shall label each individual package containing less

than 64 fluid ounces of fresh or fresh frozen shellfish with the

following:

@ The words "SELL BY" or "BEST IF USED BY"
followed by a reasonable date when the product
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would be expected to reach the end of its shelf life;

(b)  The date shall consist of the abbreviation for the month
and number of the day of the month; and

(© For fresh frozen shellfish, the year shall be added to the date.

@) The dealer shall label each individual package containing 64
fluid ounces or more of fresh or fresh frozen shellfish with the
following:

(@  The words "DATE SHUCKED" followed by the date
shucked located on both the lid and sidewall or bottom
of the container;

(b)  The date shall consist of either the abbreviation for the
month and number of the day of the month or in Julian
format (YDDD), the last digit of the four digit year and
the three digit number corresponding the day of the year;
and

©) For fresh frozen shellfish, the year shall be added to the
date (for non-Julian format).

(8) If the dealer thaws and repacks frozen shellfish, the dealer shall
label the shellfish container as previously frozen.
9 If the dealer freezes fresh shucked shellfish, the dealer shall

label all frozen shellfish as frozen in type of equal prominence
immediately adjacent to the type of the shellfish and the year
shall be added to the date (for non-Julian format).

(10)  If the dealer uses lot codes to track shellfish containers, the lot
codes shall be distinct and set apart from any date listed on the
container.

(11)  The dealer shall assure that each package of fresh or frozen
shucked shellfish shall include a consumer advisory. The
following statement, from Section 3-603.11 of the Current Food
Code, or an equivalent statement, shall be included on all
packages: “Consuming raw or undercooked meats, poultry,
seafood, shellfish, or eggs may increase your risk of foodborne
illness, especially if you have certain medical conditions.”

(12)  The dealer shall assure that each package of fresh shucked
shellfish packed in ROP_containers is labeled “Keep below
38°F (3.3°C) ambient air temperature.”

(13) The dealer shall assure that each package of frozen shucked
shellfish packed in ROP containers is labeled “Important, Keep
frozen. Thaw under refrigeration below 38°F (3.3°C)

immediately before use.”

Chapter XI. Shucking and Packing
.01 Critical Control Points

A Receiving Critical Control Point for Shellfish - Critical Limits.

B. Receiving Critical Control Point for Time Temperature Indicator

Devices (TTI) — Critical Limits. The dealer shall use only TTIs that:

1) Are suitable for use; [C]

(2) Have an alert indicator at a combination of time and
temperature exposures that will prevent the formation of non-
proteolytic C. botulinum toxin formation; and

3) Are functional. [C]
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BC.  Shellstock Storage Critical Control Point - Critical Limits. The dealer
shall ensure that:
€D. In-shell Product Storage Critical Control Point - Critical Limits. The
dealer shall ensure that in- shell product shall be:
BE.  Processing Critical Control Point - Critical Limits. The dealer shall
ensure that:

Q For shellstock which has not been refrigerated prior to
shuckings:

(a)  sShucked meats are chilled to an internal temperature of
45°F (7.2°C) or less within three (3) hours of shucking.
[C]

(b)  Shucked meats packed into ROP containers are chilled
to_an internal temperature below 38°F (3.3°C) within
three (3) hours of shucking. [C]

2 For shellstock refrigerated prior to shuckings:

(@) sShucked meats are chilled to an internal temperature of
45°F (7.2°C) or less within four (4) hours of removal
from refrigeration. [C]

(b)  Shucked meats packed into ROP containers are chilled
to an internal temperature below 38°F (3.3°C) within
four (4) hours of shucking. [C]

3 If heat shock is used, once heat shocked shellstock is shuckeds:

(@) £The shucked shellfish meats shall be cooled to 45°F
(7.2°C) or less within two (2) hours after the heat shock
process. [C]

(b)  Shucked meats packed into ROP containers are chilled
to an internal temperature below 38°F (3.3°C) within two
(2) hours of shucking. [C]

4) When heat shocked shellstock are cooled and held under
refrigeration for later shucking, the heat shocked shellstock
shall be cooled to an internal temperature of 45°F (7.2°C)
within two (2) hours from time of heat shock. [C]

(5) For in-shell product the internal temperature of meats does not
exceed 45°F (7.2°C) for more than two (2) hours during
processing. [C]

(6) For shucked shellfish that are ROP packaged, each individual
container must have a TTI properly attached and activated per
manufacturer specifications. [C]

EF.  Shucked Meat Storage Critical Control Point - Critical Limit. The dealer
shall:

(1 sStore shucked and packed shellfish in covered containers at an
ambient temperature of 45°F (7.2°C) or less or covered with
ice. [C]

(2) Store shucked meats packed into ROP containers at an ambient
air temperature below 38°F (3.3°C) or covered in ice. [C]

EG.  Shellstock Shipping Critical Control Point — Critical Limits.
H. TTI Storage Critical Control Point — Critical Limits.
The dealer shall store TTIs under conditions that prevents loss of
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functionality.
Chapter XIV. Reshipping
.01 Critical Control Points.

A Receiving Critical Control Point - Critical Limits.
(1) The dealer shall reship only shellfish obtained and transported
from a dealer who has:

@) Identified the shellstock with a tag as outlined in
Chapter X. .05, identified the in- shell product with a tag
as outlined in Chapter X. .07, and/or identified the
shucked shellfish with a label as outlined in Chapter X.
.06; and [C]

(b)  Provided documentation as required in Chapter IX. .04
and .05; and [C]

(c)  Adequately iced the shellstock; or [C]

(d)  Shipped the shellstock in a conveyance maintained at or
below 45°F (7.2°C) ambient air temperature; or [C]

()  Cooled the shellstock to an internal temperature of 50°F
(10°C) or less. [C]

() Shipped shucked meats packed in ROP containers below
an ambient air temperature of 38°F (3.3°C) or covered in
ice. [C]

(9)  Shipped shucked meats packed in ROP containers with
an_appropriately attached and activated TTI that
indicates the temperature was maintained below 38°F
(3.3°C) throughout transit. [C]

D. Shucked Meat Storage Critical Control Point - Critical Limit. The dealer

shall:

(1) sStore shucked shellfish at an ambient temperature of 45°F
(7.2°C) or less. [C]

(2) Store shucked shellfish packed into ROP containers below an
ambient air temperature of 38°F (3.3°C) or covered in ice. [C]

Public Health
Significance

In a 1981, as a result of research published on the risks of vacuum (VAC) and
modified atmosphere packaging (MAP) of raw fish products, NMFS issued a
moratorium on the use of VAC / MAP for refrigerated fresh fish. In 1985, the
National Research Council of the National Academy of Sciences recommended that
studies were needed on the potential hazard of non-proteolytic C. botulinum toxin
production in vacuum and modified atmosphere fresh fish. They were concerned
that the non- proteolytic strains of C. botulinum commonly associated with seafood
products could grow and produce toxin at refrigeration temperatures with no visible
signs of growth to alert the consumer. They stated that “This practice is not
recommended until safety is validated”

The National Advisory Committee for Microbiological Criteria for Foods
(NACMCEF) reviewed the topic in 1991 and determined that refrigeration below
3.3C (38F) was the only control for the growth of non-proteolytic C. botulinum in
raw fish that is vacuum or modified atmosphere packaged. The NACMCF
recommended that the unrestricted use of VAC / MAP should not be permitted.
They stated that VAC / MAP would be permitted for raw fishery products when:
Products were packaged under an established HACCP plan. Detectable spoilage and
rejection by the consumer precedes the possibility of toxin production. High quality
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raw fish is used. Packaged product is stored below 38°F (3.3°C). Product is
adequately labeled for storage temperature, shelf life, and cooking requirements.

To address the need to demonstrate that detectable spoilage and rejection by the
consumer precedes the possibility of toxin production, several studies were initiated
by FDA. In salmon packaged under modified atmosphere, toxin production
coincided with spoilage under moderate temperature abuse at 8C (46.5F).
Temperatures below 4C (39.2F) were needed to prevent toxin formation. Similar
studies were done in cod, tilapia, and catfish.

A number of conditions can result in the creation of a reduced oxygen environment.
Packaging in hermetically sealed containers (e.g., double-seamed cans, glass jars
with sealed lids, and heat-sealed plastic containers), or packing in deep containers
from which the air is expressed, or packing in oil. These and similar processing and
packaging techniques prevent the entry of oxygen into the container. Any oxygen
present at the time of packaging (including oxygen that may be added during
modified atmosphere packaging) may be rapidly depleted by the activity of spoilage
bacteria, resulting in the formation of a reduced oxygen environment.

For processed products, a number of controls exist that inhibit or prevent C.
botulinum toxin formation such as, water activity, salt, heat, etc. For raw products,
the options are fewer and include refrigeration below 38F, freezing, or the use of
oxygen permeable packaging. If a processor selects refrigeration as the control, then
the temperature is the critical control point with a critical limit of below 38°F
(3.3°C). Time Temperature Indicators are used to monitor the temperature. Skinner,
G and J Larkin described a safe time and temperature exposure curve (“Skinner-
Larkin curve”) that may be useful in evaluating the suitability of a TTI for control
of C. botulinum toxin formation in reduced oxygen packaged fish and fishery
products. TTIs are to be attached to each individual consumer package, and not just
the master carton. TTIs should be designed to monitor the time and temperature
exposures of the packages and create a visible and permanent change to indicate
when an unsafe time and temperature exposure has occurred that may result in C.
botulinum toxin formation. Products affected include: refrigerated, reduced oxygen
packaged raw, unpreserved fish (e.g., refrigerated, vacuum-packaged fish fillets)
and refrigerated, reduced oxygen packaged, unpasteurized, cooked fishery products
(e.g., refrigerated, vacuum-packaged, unpasteurized crabmeat, lobster meat, or
crayfish meat.

If freezing is the control, then the processor needs to ensure that products are
immediately frozen after processing, maintained frozen throughout storage in the
facility, and labeled to be held frozen and to be thawed under refrigeration
immediately before use (e.g., “Important, keep frozen until used, thaw under
refrigeration immediately before use”). Labeling would be the critical control point.

FDA considers packaging material with an oxygen transmission rate (OTR) greater
than 10,000 cc/m2/24h at 24°C to be oxygen permeable packaging for seafood. The
OTR s listed in the packaging specifications from the packaging manufacturer.
This OTR should provide sufficient oxygen exchange to allow aerobic spoilage
organisms to grow and spoil the product prior to toxin formation. Industry has the
option of providing data to establish a different OTR.

Use of an oxygen permeable package may not always be appropriate. For example,
when the spoilage organisms are eliminated or significantly reduced as in high
pressure processing or product heated in the package. Anaerobic conditions can
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occur in products packed in oil, deep containers from which the air is expressed,
products with oxygen scavengers in the packaging, products with high respiration
rate like vegetables, raw products where respiration can use up oxygen, and cooked
products where the heat drives off oxygen.

Processors also have the option of performing a study that shows detectable
spoilage and rejection by the consumer precedes the possibility of toxin production
under moderate abuse conditions.

In 1997, the Seafood HACCP Regulation was issued and provided a preventive
rather than reactive approach to food safety for seafood. There are seven principles
of HACCP. First, the processor must conduct a Hazard Analysis. A hazard is
defined as “A Biological, Chemical, or Physical Agent That is Reasonably Likely to
Cause IlIness or Injury in the Absence of its Control.” Once a hazard is identified,
the processor needs to identify the preventative measures that will control the
hazard, identify Critical Control Points (CCP), establish Critical Limits, monitoring
procedures, Corrective Actions to be taken when a Critical Limit deviation occurs,
keep records and verify that the HACCP plan is working.

Oyster processors are subject to the Seafood HACCP regulation because oysters are
mollusks and included in the definition of fish 21 CFR 123.3 (d). The Model
Ordinance includes the need to comply with 21 CFR 123 in Chapter X. General
Requirements for Dealers lists “.01 General HACCP Requirements B. HACCP
Plan. Every dealer shall have and implement a written HACCP plan. A HACCP
plan shall be specific to:

(1) Each location where shellfish products are processed by that dealer; and

(2) Each kind of shellfish product processed by the dealer. The plan may group
kinds of shellfish products together, or group kinds of production methods
together, if the food safety hazard, critical control points, critical limits, and
procedures required to be identified and performed in Section .01 C. are
identical for all shellfish products so grouped or for all production methods
so grouped.”

The Fish and Fishery Products Hazards and Controls Guidance was issued by FDA
to assist processors in identifying hazards associated with their products. This
document addresses both species-specific hazards and process-related hazard.
Under process- related hazards, page 73 indicates that raw oysters, clams and
mussels have a C. botulinum hazard when packed in reduced oxygen packages (e.g.
mechanical vacuum, steam flush, hot-fill, modified atmosphere packaging, CAP,
hermetically sealed or packed in oil. Examples of hermetically sealed containers
include double seam cans and glass jar with lid.

A number of factors affect oxygen availability in foods. The packaging itself, for
example high barrier materials like foil, metal, glass and some polymers prevent or
slow the diffusion of oxygen into the food. In addition, bacterial growth can modify
the atmosphere within the package; aerobic bacteria can grow on a food and
consume the available oxygen. Also when a food is heated, the heat drives air (and
thus oxygen) out of the foods.

FSMA also addresses the need to prevent hazards:

FSMA Preventive controls: risk-based, reasonably appropriate procedures,
practices, and processes that a person knowledgeable about the safe manufacturing,
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processing, packing, or holding of food would employ to significantly minimize or
prevent the hazards identified in the hazard analysis...and that are consistent with
the current scientific understanding of safe food manufacturing, processing,
packing, or holding at the time of the analysis.

The HAZARD

Clostridium botulinum produces the most potent neurotoxin known, particularly
when taken orally (7 — 70 pg for a typical person). The toxin produces the disease
Botulism. Onset of symptoms generally occurs within 12 to 36 hours with a range
of 2 hrs — 14 days. At first, a person may experience early weakness and vertigo but
that progresses to bilateral, descending weakening and paralysis of the skeletal
muscles. Classic symptoms are double vision, difficulty in speaking, swallowing,
and breathing.

Ultimately respiration is inhibited and the person suffocates to death. There is a low
incidence of disease but a high mortality if a person is not treated quickly with
botulinal antitoxin and mechanical ventilation.

The organism C. botulinum is classified by toxin type: A, B, C, D, E, F, G. Types C
and D do not affect man. Most human illness is caused by types A, B and E and
occasionally F. It is a spore-forming bacteria that is anaerobic which means it grows
well in the absence of oxygen. The vegetative cells are susceptible to heat. The
spores are heat resistant and can survive adverse conditions like drying. The toxin is
not resistant to heat and can be eliminated by boiling but is resistant to acid and
freezing The organism is widely distributed in nature and found throughout the
world in soil, marine and freshwater environments. It is detected in sediments of
streams, lakes, and coastal waters. Spores are common in root vegetables, many
spices, the intestinal tracts of fish and mammals, and the gills and viscera of crabs
and other shellfish.

The scientific literature indicate that C. botulinum has been isolated from oysters; 5
of 16 Pacific oysters tested were positive for type E and two of 74 oysters harvested
from Mobile Bay were also positive for C. botulinum type E. C. botulinum types B
and E were detected in 12.3% of the total sediment samples examined from the
Upper Chesapeake Bay.

There are two types of Clostridium botulinum. One type is proteolytic (strains A, B,
F) which means that it breaks down protein, providing visual signs of growth and
offensive odors. The lower limit for growth is 10C (50F).

The other type is non-proteolytic (strains B, E, F) which does not degrade protein so
a product may be toxic without signs of growth. The lower limit for growth is 3.3C
(38F). Type E is primarily associated with seafood products. It can grow at
refrigeration temperatures. It is non-proteolytic so there is no visual sign that a
product may be toxic.

As the shelf life of refrigerated foods is increased in ROP, more time is available for
C. botulinum growth and toxin formation. As storage temperatures increase, the
time required for toxin formation is significantly shortened. A food processor
should expect that at some point during storage, distribution, display, or consumer
handling of refrigerated foods, safe refrigeration temperatures will not be
maintained (especially for the non-proteolytic group). Surveys of retail display
cases indicate that temperatures of 45 to 50°F (7 to 10°C) are not uncommon.
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Surveys of home refrigerators indicate that temperatures can exceed 50°F (10°C).

Most cases of botulism are due to home-prepared foods. Outbreaks due to
commercially processed low acid canned foods are rare. Recent botulism outbreaks
due to commercial foods are the result of extreme temperature abuse that occurred
in refrigerated foods stored at room temperature. It occurs primarily in products that
appear shelf stable. From 1990 to 2000 in the United States, there were 160
foodborne botulism events with 263 people affected which is an annual incidence of
0.1 per million. The highest incidence was in Alaska, Idaho, and Washington with
131 cases (50%) type A, 27 (10%) type B and 97 (37%) type E. During this time
botulism due to commercially packed products resulted from the consumption of
salted, eviscerated fish (mohola), grilled raw Palani (surgeon fish), Burrito, Clam
chowder, and Bean dip.

Botulism from restaurant made products included Cheese sauce and a potato dip.
More Recently, Botulism outbreaks as a result of proteolytic strains included
refrigerated pasta sauce in a plastic pouch in a cardboard carton, refrigerated garlic
in oil, refrigerated carrot juice in a plastic bottle, sautéed onions left in a warm
skillet overnight, baked potato wrapped in foil. Botulism outbreaks due to
nonproteolytic strains of C. botulinum occurred in Kapchunka — uneviscerated fish,
beached whale meat, fermented salmon roe, frozen vacuum packed scallops, and
frozen vacuum packed prawns.

Few clinicians have ever seen a case of botulism. In an outbreak involving cheese
sauce, of 8 patients — 5 were hospitalized and one died. Initial diagnoses were inner
ear infection, stroke, allergic reaction to a tranquillizer, and astigmatism. Three
people did not seek medical care. Botulism can also be confused with Guillain-
Barre syndrome or myasthenia gravis.

Summary

A Botulinum is identified as a hazard in ROP oysters in the Fish and Fishery
Products Hazards and Controls Guide. Oyster processors are subject to the
Seafood HACCP regulation because oysters are mollusks and included in the
definition of fish 21 CFR 123.3 (d). The Model Ordinance includes the need
to comply with 21 CFR 123 in Chapter X. General Requirements for Dealers
lists .01 General HACCP Requirements

B. HACCP Plan. Every dealer shall have and implement a written HACCP plan.

C. Botulinum type E is primarily associated with seafood products and has been
isolated from oysters. It can grow at refrigeration temperatures as low as 38F.
It is non- proteolytic so there may be no visual sign that a product may be
toxic. The temperature listed in the Model Ordinance for storage of oyster is
45F. The shelf life of refrigerated foods is increased in ROP, which allows
more time for C. botulinum growth and toxin formation. As storage
temperatures increase, the time required for toxin formation is significantly
shortened. A food processor should expect that at some point during storage,
distribution, display, or consumer handling of refrigerated foods, safe
refrigeration temperatures will not be maintained (especially for the non-
proteolytic group).  Surveys of retail display cases indicate that
temperatures of 45 to 50°F (7 to 10°C) are not uncommon. Surveys of home
refrigerators indicate that temperatures can exceed 50°F (10°C). Botulism is
a difficult disease to diagnose. Few clinicians have ever seen a case of
botulism. Botulism can also be confused with Guillain-Barre syndrome or
myasthenia gravis.
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The options for control of raw ROP seafood products are:

Reduce the temperature of storage listed in the Model Ordinance to below 38F for
oysters packed in ROP and use TTIs to monitor the temperature of the oysters, or
Freeze the ROP product with labeling as a CCP. Suggested statement: “Important,
Keep frozen, thaw under refrigeration immediately before use, or Use oxygen
permeable packaging so that the packaging is not considered ROP, or Conduct a
study that detectable spoilage and rejection by the consumer precedes the possibility
of toxin production at moderate abuse temperatures.
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O Growing Area
Harvesting/Handling/Distribution

O Administrative
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ISSC Model Ordinance Effectiveness Review Committee

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Model Ordinance Ineffective Requirement

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter X. General Requirements for Dealers

Text of Proposal/
Requested Action

.01 General HACCP Requirements

F. Corrective Actions.

) Whenever a deviation from a critical limit occurs, a dealer shall take
corrective action either by:

(@)  Following a corrective action plan that is appropriate for the
particular deviation, or
(b)  Following the procedures in Section .01 F. (3).

2 Dealers may develop written corrective action plans, which
become part of their HACCP plans in accordance with Section .01
C. (5), by which they predetermine the corrective actions that they
will take whenever there is a deviation from a critical limit. A
corrective action plan that is appropriate for a particular deviation
is one that describes the steps to be taken and assigns
responsibility for taking those steps, to ensure that:

(@  No product enters commerce that is either injurious to health
or is otherwise adulterated as a result of the deviation; and
(b)  The cause of the deviation is corrected.

3 When a deviation from a critical limit occurs and the dealer does
not have a corrective action plan that is appropriate for that
deviation, the dealer shall:

@) Segregate and hoId the affected product=aHeaet unt|I the

(i) There is a review to determine the acceptability of the
affected product for distribution. The review shall be
performed by an individual or individuals who have
adequate training or experience to perform such a
review. Adequate training may or may not include
training in accordance with Section .01 I.; and

(i) Correctlve action |s taken when necessary—=waith—respest
st to ensure that no product enters

commerce that is either injurious to health or is
otherW|se adulterated as a result of the deV|at|on :
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(4)

()

Perform or obtain timely reassessment by an individual or
individuals who have been trained in accordance with
Section .01 1., to determine whether the HACCP plan needs
to be modified to reduce the risk of recurrence of the
deviation, and modify the HACCP plan as necessary.

All corrective actions taken in accordance with this section shall
be fully documented in records that are subject to verification in
accordance with Section .01 G. and the record keeping requirements
of Section .01 H.

.04 Certification Requirements

A General.

(1)
(2)

No person shall act as a dealer prior to obtaining certification.
Any person who wants to be a dealer

shall:

(a)
(b)

Make application to the Authority for certification;

Have and implement a HACCP Plan, and have a program of
sanitation monitoring and record keeping in compliance with
21 CFR 123 as it appears in the Federal Register of
December 18, 1995, except for the requirement for harvester
|dent|f|cat|on ona dealers tag.

Obtam Authorlty approved tralnlng every two (2) years.

The training shall include required processing, handling, and
transportation practices as determined by the Authority. A
dealer shall be allowed ninety (90) days following initial
licensing to obtain the required education.

Public Health
Significance

Chapter X. .01 F. (3) (d):
Remove with rewording to eliminate repetitiveness.

Chapter X. .04 A. (2) (b):
The stated effective date has passed and the note no longer serves any
purpose.

Cost Information
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Proposal No. 15-210

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution
L1 Administrative

Submitter

Amy M. Fitzpatrick

Affiliation

U.S. Food & Drug Administration

Address Line 1

One Montvale Ave, 4" Floor

Address Line 2

N/A

City, State, Zip

Stoneham, MA 02180

Phone

781-587-7445

Fax

781-587-7558

Email

amy.fitzpatrick@fda.hhs.gov

Proposal Subject

Dealer Tagging

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter X. General Requirements for Dealers

Text of Proposal/

05. Shellstock Identification

Requested Action
A. General

(1) The dealer shall keep the harvester’s tag affixed to each container of
shellstock until the container is:

@) Shipped with his/her dealer tag affixed to each container of
shellstock; or
(b) Emptied to wash, grade, or pack the shellstock.

(2) When the dealer is also the harvester and he elects not use a harvester tag,
the dealer shall affix his dealer tag to each container of shellstock prior to
shipment.

Public Health As written, there is no requirement for a dealer to affix his/her dealer tag to each
Significance container of shellstock prior to shipment. The language for affixing tags to each

container is currently for harvesters who are also dealers.

The NSSP requires that the product be identified with certain information showing
that the shellfish were harvested by licensed diggers and shipped and processed by
certified dealers. This information assists in tracing the product back through the
distribution system to the growing area in the event the shellfish are associated with a
disease outbreak. Additionally, the Federal Food, Drug and Cosmetic Act requires
that food labels provide an accurate statement which includes the name and address of
either the manufacturer, packer, or distributor; the net amount of food in the package;
the common or usual name of the food; and the ingredients, unless the product
conforms to standard of identity requirements. Foods shipped in interstate commerce
having labels that do not meet these requirements are deemed misbranded and in
violation of Section 405 of the Food, Drug and Cosmetic Act.

Cost Information

Dealers are already adding tags; no additional cost.
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Proposal No. 15-211

Proposal for Task Force Consideration at the

ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution
1 Administrative

Submitter

Gulf Oyster Industry Council (GOIC)

Affiliation

Gulf Qyster Industry Council (GOIC)

Address Line 1

643 Magazine Street

Address Line 2

Suite 405

City, State, Zip

New Orleans, LA

Phone

504-523-2651

Fax

Not Listed

Email

cnelson@bonseqourfisheries.com

Proposal Subject

Shucked Shellfish Labeling

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter X. General Requirements for Dealers

Text of Proposal/

.06 Shucked Shellfish Labeling.

Requested Action
A Shellfish Labeling.
@ The dealer shall maintain...
@) The dealer shall label each individual package containing 64 fluid
ounces or more of fresh or fresh frozen shellfish with the following:
@) The words "DATE SHUCKED" or “USE BY” or “SELL
BY” followed by the same information located date-shucked
tesated-on both the lid and sidewall or bottom of the
container;
(b) The date shall consist of either the abbreviation for the month
and number of the day of the month or in Julian format
(YDDD), the last digit of the four digit year and the three
digit number corresponding the day of the year; and
(c) For fresh frozen shellfish, the year shall be added to the date
(for non-Julian format)
Public Health Control of naturally occurring Vibrios
Significance

Cost Information
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Proposal No. 15-212

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

O Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter

ISSC Model Ordinance Effectiveness Review Committee

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Ineffective Model Ordinance Requirement

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter XI. Shucking and Packing

Text of Proposal/
Requested Action

.02 Sanitation
B. Condition and Cleanliness of Food Contact Surfaces

(2)  Cleaning and sanitizing of food contact surfaces.

@) Food contact surfaces of equipment, utensils and containers
shall be cleaned and sanitized to prevent contamination of
shellfish and other food contact surfaces. The dealer shall:
(i Provide adequate cleaning supplies and equipment,

including three compartment sinks, brushes, detergents,
and sanitizers, hot water and pressure hoses shall be
available within the plant; [K]

(i) Sanitize equipment and utensils prior to the start-up of
each day's activities and following any interruption
during which food contact surfaces may have been
contaminated; [K]

(i)  Wash and rinse equipment and utensils at
the end of each day. [K]

(b) Shellfish shall be protected from contamination by washing
and rinsing shucking containers and sanitizing before each
filling. [K]

(©) Containers which may have become contaminated during

storage shall be washed, rinsed, and sanitized prior to use or
shall be discarded. [K]

(d) Shucked shellfish shall be packed in clean covered containers
and stored in a manner which assures their protection from
contamination:

Q) Fabricated from food grade materials; and [K]
(i) Stored in a manner which assures their protection
from contamination. [K]
(e If used, the finger cots or gloves shall be:
(i) Made of impermeable materials except where the
use of such material is inappropriate or incompatible
with the work being done; [O]
(i) Sanitized at least twice daily; [K]

(ili¥)  Properly stored until used; and [K]
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R omﬂ‘"cb
(iv) Maintained in a clean, intact, and sanitary condition. [K]
Public Health This is addressed in Chapter XI. .02 B. (2) (e) (V).
Significance
Cost Information

2015 Proposals for Consideration Task Force I1
Page 73 of 98




TE SHE
gRSTA Ll gy
> U5

L &
VIATION CONEVRS

Proposal No. 15-213

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution
L1 Administrative

Submitter John Veazey

Affiliation US Food and Drug Administration Southeast Regional Office
Address Line 1 2600 Citiplace Court

Address Line 2 Suite 410

City, State, Zip

Baton Rouge, LA 70808

Phone

225-925-5459 Extension 104

Fax

225-925-5794

Email

john.veazey@fda.hhs.gov

Proposal Subject

Temperature Control Following Receipt from Harvesters

Specific NSSP
Guide Reference

Section Il. Model Ordinance

Chapter XI. Shucking and Packing .03 Other Model Ordinance Requirements
F. Shellfish Storage and Handling (11) and

Chapter XII1. Shellstock Shipping .03 Other Model Ordinance Requirements
F. Shellfish Storage and Handling (6)

Text of Proposal/
Requested Action

Chapter XI. Shucking and Packing .03 Other Model Ordinance Requirements

F.  Shellfish Storage and Handling
(11)  All shellstock obtained from a licensed harvester shall be
(@  Adequately iced within two (2) hours of receipt;
(b)  Placed in a storage area maintained at 45°F (7.2°C) within two
(2) hours of receipt; or
(¢)  Shucked within two (2) hours of receipt. [SC/K]

Chapter XII1. Shellstock Shipping .03 Other Model Ordinance Requirements

F.  Shellfish Storage and Handling
(6) All shellstock obtained from a licensed harvester shall be
(@  Adequately iced within two (2) hours of receipt;
(b)  Placed in a storage area maintained at 45° F (7.2° C) within two
(2) hours of receipt; e+

Public Health
Significance

2009 Model Ordinance Chapter IX. .02 C. (2) required that the dealer "Place
shellstock under temperature control within two (2) hours after receipt from the
harvester, or when the dealer is also the harvester, when shellstock reaches the
dealer's facility; "The ISSC removed that requirement in 2011 and there was no
requirement pertaining to how long a dealer had to place shellstock under
refrigeration after receipt from harvesters in the 2011 Model Ordinance.

In 2013 the ISSC added Chapter XI. .03 F. (11) and Chapter XIII. .03 F. (6) to the
Model Ordinance. However, if taken literally, the language of those two sections
does not require that shellstock be placed under temperature control within two (2)
hours of receipt from harvesters. There are, literally, two (2) hour time limits
involving shucking in Chapter XI. .03 F. (11) and involving being "processed" in
Chapter XI. 03 F. (6) but no time limits for icing and refrigeration.

Additionally, Chapter XIII. .03 F. (6) (c) is literally an exclusion to temperature
control requirements. For example: Because of the use of "or" Chapter XIII. .03 F.
(6) literally means that if a dealer repacks shellstock into boxes that dealer does not
have to place the shellstock under temperature control. The dealer will have
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Proposal No. 15-213

processed the oysters within two (2) hours and thereby satisfied the requirements.

Clear and unambiguous Model Ordinance requirements for placing shellstock under
temperature control with two (2) hours of harvest are particularly important because
there is no unambiguous Model Ordinance requirement that "All other shellstock..."
referenced in Chapter VIII. @.02 A. (3) be placed under temperature control within
any particular period after harvest. Chapter VIII. @.02 A. (3) references a matrix and
the matrix specifies "Maximum Hours from Exposure to Receipt at a Dealer's
Facility."

NSSP Guide for the Control of Molluscan Shellfish Section 1V, Chapter 11, Guidance
Documents .07 indicates, "All shellstock obtained from a licensed harvester shall be
placed in a storage area maintained at 45°F (7.2°C) or less within two (2) hours of
receipt.”

However, language in a Section IV. Guidance Documents is not satisfactory
compliance language unless it is referenced as such in Model Ordinance language and
the subject language is not so referenced. Also, the purpose of the Model Ordinance
format is to provide language a State or other jurisdiction can adopt in order to
provide a legal basis for controlling molluscan shellfish. If a State adopts the
language of the 2013 Model Ordinance without adding a clear requirement pertaining
to how long a dealer has to place shellstock under temperature control after receiving
from harvesters the State may not have the legal authority to require any particular
time to temperature control. In fact, if the 2013 Model Ordinance language is taken
literally it certainly will not.

Cost Information

Cost will be the same as it was before the referenced 2009 Model Ordinance
requirement was removed.
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Proposal No. 15-214

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

O Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter

ISSC HACCP Review Committee

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Program Element Evaluation Criteria

Specific NSSP
Guide Reference

Section Il. Model Ordinance

Chapter XI. Shucking and Packing,

Chapter XII. Repacking of Shucked Shellfish,
Chapter XII1. Shellstock Shipping, and
Chapter XIV. Reshipping

Text of Proposal/
Requested Action

.03 Other Model Ordinance Requirements.

A Plants and Grounds.

(2l)  Flooding.
@) Facilities in which shellfish are stored, shucked, packed,
repacked or reshipped shall be located so that these facilities

are not subject to flooding during ordinary high tides. [C]

(b) If facilities are flooded:

0] Shellfish  processing, shucking or repacking
activities shall be discontinued until the flood
waters have receded from the building; and the
building is cleaned and sanitized. [C]

(i) Any shellfish coming in contact with the flood
waters while in storage shall be destroyed; or

discarded in non-food use. [C]

(52) Plant Interior.

(ba)  All dry area floors shall be hard, smooth, easily cleanable; and

[O]

(eb)  All wet area floors used in areas to store shellfish, process
food, and clean equipment and utensils shall be constructed of
easily cleanable, impervious, and corrosion resistant materials
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which:

(i) Avre graded to provide adequate drainage; [O]

(i) Have even surfaces, and are free from cracks that
create sanitary problems and interfere with drainage;
[O]

(i)  Have sealed junctions between floors and walls to
render them impervious to water.=and [O]

(¢c) Walls and Ceilings. Interior surfaces of rooms where
shellfish are stored, handled, processed, or packaged shall
be constructed of easily cleanable, corrosion resistant,

impervious materials [O].

Public Health
Significance product or already addressed by one or more of the eight sub-sections at .02 Sanitation

Cost Information
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Proposal No. 15-215

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

O Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter

ISSC HACCP Review Committee

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Program Element Evaluation Criteria

Specific NSSP
Guide Reference

Section Il. Model Ordinance

Chapter XI. Shucking and Packing,

Chapter XII. Repacking of Shucked Shellfish,
Chapter XII1. Shellstock Shipping, and
Chapter XIV. Reshipping

Text of Proposal/
Requested Action

.03 Other Model Ordinance Requirements.

C. Utilities.

2 The dealer shall provide lighting throughout the facility that is
sufficient to promote good manufacturing practices. [SC/ K]

Public Health
Significance

Requirements recommended for deletion are either not critical to the safety of shellfish
product or already addressed by one or more of the eight sub-sections in @.02
Sanitation

Cost Information
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Proposal No. 15-216

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

O Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter

ISSC HACCP Review Committee

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Program Element Evaluation Criteria

Specific NSSP
Guide Reference

Section Il. Model Ordinance

Chapter XI. Shucking and Packing,

Chapter XII. Repacking of Shucked Shellfish
Chapter XII1. Shellstock Shipping, and
Chapter XIV. Reshipping

Text of Proposal/
Requested Action

.03 Other Model Ordinance Requirements

Chapter XI. delete:

Public Health
Significance

Requirements recommended for deletion are
product or already addressed by one or more

either not critical to the safety of shellfish
of the eight sub-sections at .02 Sanitation

Cost Information
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Proposal No. 15-217

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution
L1 Administrative

Submitter

Amy M. Fitzpatrick

Affiliation

U.S. Food & Drug Administration

Address Line 1

One Montvale Ave, 4" Floor

Address Line 2

N/A

City, State, Zip

Stoneham, MA 02180

Phone

781-587-7445

Fax

781-587-7558

Email

Amy.fitzpatrick@fda.hhs.gov

Proposal Subject

Shucked Meat Storage Critical Control Point — Critical Limit

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter XII. Repacking of Shucked Shellfish
Chapter XIV. Reshipping

Text of Proposal/

Chapter XII. Repacking of Shucked Shellfish

Requested Action
.01  Critical Control Points
C.  Shucked Meat Storage Critical Control Point — Critical Limit.

(1)  The dealer shall store shucked and packed shellfish in covered
containers at an ambient temperature of 45°F (7.2°C) or less or
covered with ice; [C] and

(2)  The dealer shall store repacked shellfish in covered containers at
an ambient temperature of 45°F (7.2°C) or less or covered in ice.
[C]

Chapter XI1V. Reshipping
01.  Critical Control Points
D. Shucked Meat Storage Critical Control Point — Critical Limit.

The dealer shall store shucked shellfish at an ambient temperature of

45°F (7.2°C) or less or covered inice. [C]

Public Health The critical limits for the storage of shucked meats are inconsistent throughout the
Significance Model Ordinance chapters and should be consistent. Additionally, repackers have

requirements for storing repacked shucked shellfish, but no critical limit requirement
for storing shucked meats that they purchase before repacking.

Shucked shellfish are an excellent medium for the growth of bacteria. Therefore, it is
very important that the packaged shellfish meats be cooled and refrigerated promptly
so that bacteria growth is minimized. Studies have shown that bacterial growth is
significantly reduced at storage temperatures of less than 7.2°C (45°F) and that
storage in wet ice is the most effective method for refrigeration of shucked meats.

Cost Information

Dealers are already holding shucked meats at 45°F or below, or in ice.
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Proposal No. 15-218

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

O Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter

ISSC HACCP Review Committee

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Program Element Evaluation Criteria

Specific NSSP
Guide Reference

Section Il. Model Ordinance

Chapter XI. Shucking and Packing,

Chapter XII. Repacking of Shucked Shellfish,
Chapter XII1. Shellstock Shipping, and
Chapter XIV. Reshipping

Text of Proposal/
Requested Action

.03 Other Model Ordinance Requirements.

H. Supervision.

(1) A reliable, competent individual shall be designated to
supervise general plant management and activities; [K]

2 Cleaning procedures shall be developed and supervised to assure
cleaning activities do not result in contamination of shellfish or food
contact surfaces. [K]

3) All supervisors shall be:

@) Trained in proper food handling techniques and food
protection principles; and [K]

(b) Knowledgeable of personal hygiene and sanitary practices [K]

4) The dealer shall require:

@) Supervisors to monitor employee hygiene practices,
including handwashing, eating, and smoking at work stations,
and storing personal items or clothing. [K]

(b) Supervisors to assure that proper sanitary practices are
implemented, including:

0] Plant and equipment clean-up; [K]
(i) Rapid product handling; and [K]
(iii) Shellfish protection from contamination. [K]

(© Supervisors shall not allow unauthorized persons in those
portions of the facilities where shellfish are stored, handled,
processed, or packaged or food handling equipment, utensils,
and packaging materials are cleaned or stored. [K]

(d) Employees shall#3——Bbe trained in proper food handling

Public Health
Significance

Requirements recommended for deletion are either not critical to the safety of shellfish
product or already addressed by one or more of the eight sub-sections at .02 Sanitation

Cost Information
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Proposal No. 15-219

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

O Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter

ISSC Model Ordinance Effectiveness Review Committee

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Ineffective Model Ordinance Requirement

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter XII1. Shucking and Packing

Text of Proposal/
Requested Action

.02 Sanitation

B. Condition and Cleanliness of Food Contact Surfaces

Cuides-[i<]

(ba)  The dealer shall use only equipment and utensils, including approved
plastic ware and finished product containers which are:

(i Constructed in a manner and with materials that can be
cleaned, and sanitized, maintained or replaced in a manner
to prevent contamination of shellfish products; [K]

(i) Free from any exposed screws, bolts, or rivet heads on food
contact surfaces; and [K]

(iii) Fabricated from food grade materials. [K]

(eb)  The dealer shall assure that all joints on food contact surfaces
(M Have smooth easily cleanable surfaces and [K]

(i) Are welded [K]

(dc)  All equipment used to handle ice shall be kept clean and stored in a
sanitary manner, and shall meet the construction requirements in
Chapter XI. .02 B. (1) (a), (b), and (c). [K]

(ed)  Shellstock washing storage tanks and related plumbing shall be
fabricated from safe materials and tank construction shall be such
that it:

(M Is easily accessible for cleaning and inspection; [K]
(i) Is self-draining; and [K]
(iii) Meets the requirements for food contact surfaces [K]

C. Prevention of Cross Contamination

(1) Protection of shellfish.
@) Shellstock shall be stored in a manner to protect shellstock from

contamination in dry storage and at points of transfer. [SC/ K]

(be) rs wi

Shellstock shall not be placed in containers with standing water
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for the purposes of washing shellstock or loosening sediment. [K]
(cd)  Equipment and utensils shall be stored in a manner to prevent

splash, dust, and contamination. [SK/ O]

Public Health
Significance

Chapter XII1. .02 B. (1) (a):
Equipment should become current with updated laws.

Chapter XII1. .02 C. (1) (b):
Duplicate requirements listed.

Cost Information
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Proposal No. 15-220

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution
1 Administrative

Submitter

Gulf Oyster Industry Council (GOIC)

Affiliation

Gulf Qyster Industry Council (GOIC)

Address Line 1

643 Magazine Street

Address Line 2

Suite 405

City, State, Zip

New Orleans, LA

Phone

504-523-2651

Fax

Not Listed

Email

cnelson@bonseqourfisheries.com

Proposal Subject

Shellfish Storage and Handling

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter XII1. Shellstock Shipping

Text of Proposal/
Requested Action

.03 Other Model Ordinance Requirements
F. Shellfish Storage and Handling.

(D) The dealer shall:
(@) Assure that shellstock is:
0] Alive; [K]
(i) Reasonably free of sediment [O]; and
(iii)  Culled; [K]
(2) The dealer shall inspect incoming shipments and shall reject
dead or inadequately protected shellstock; [K]

(3) A dealer T:“"'="_='-_ """""" O ototo o1t oot ‘_='_='='-_“"'=_'='-_"" """"""
shall:
(@) Have a permanent business address at which records are

maintained and inspections can be performed in a timely
fashion; and [K]
(b) Not repack shellstock or be the original shipper of shellstock

received from a harvester if their facility consists of trucks or
docking facilities only. [K]

Public Health
Significance

Control of naturally occurring Vibrios

Cost Information
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Proposal No. 15-221

Proposal for Task Force Consideration at the
ISSC 2015 Biennial Meeting

] Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter John Veazey

Affiliation US Food and Drug Administration Southeast Regional Office
Address Line 1 2600 Citiplace Court

Address Line 2 Suite 410

City, State, Zip

Baton Rouge, LA 70808

Phone 225-925-5459 Extension 104
Fax 225-925-5794
Email john.veazey@fda.hhs.gov

Proposal Subject

Reshipping Shucked and In-shell Product Receiving Critical Limit

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter X1V. Reshipping
.01 Critical Control Points

Text of Proposal/
Requested Action

A Receiving Critical Control Point - Critical Limits.

(1)  The dealer shall reship only shellfish obtained and transported from a

dealer who has:

(@) Identified the shellstock with a tag as outlined in Chapter X. .05,
identified the in-shell product with a tag as outlined in Chapter X.
.07, and/or identified the shucked shellfish with a label as
outlined in Chapter X. .06; and [C]

(b) Provided documentation as required in Chapter 1X. .04 and .05;
and [C]

(c) Adequately iced the shellstock; or [C]

(d) Shipped the shellstock in a conveyance maintained at or below
45°F (7.2°C) ambient air temperature; or [C]

(e) Cooled the shellstock to an internal temperature of 50°F (10°C)
or less;= [C] or

(f) _ Shipped the shucked shellfish and/or in-shell product iced or in a
conveyance at or below 45°F (7.2°C) ambient air temperature;

[C]

13. Public Health
Significance

The subject requirement appeared in the 2009 Model Ordinance but was inadvertently
removed when the ISSC Executive Board adopted new time to temperature controls
on an interim basis prior to the 2011 conference.

14. Cost Information

Cost will be the same as it was before the requirement was removed.
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O Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter

ISSC Model Ordinance Effectiveness Review Committee

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road
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Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Ineffective Model Ordinance Requirement

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter XV. Depuration

Text of Proposal/
Requested Action

.01 Critical Control Points

A Recelvmg Crltlcal Control Pomt Critical Limits.

{=4=)=The dealer shaII receive and depurate onIy shellstock obtalned
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from a special licensed harvester who has:

(1a)  Harvested or supervised the harvest of shellstock from a
Restricted or Conditionally Restricted area in the open
status; [C] and

(2b)  Identified the shellstock by transaction records which
include the harvest area, the special-licensed harvester's
name, harvester license number(s), the harvest date, and
the amount of shellstock shipped in each lot. [C]

Public Health
Significance

This practice should not be permitted under the NSSP since product from approved or
conditionally approved waters (in the open status) can be harvested and sold without

depuration. Permitting this practice suggests that the growing area classification
section of the NSSP is not adequate.

Cost Information
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] Growing Area
Harvesting/Handling/Distribution

O Administrative

Submitter

ISSC Post-Harvest Processing Review Committee

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2

Suite 1

City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Post-Harvest Processing

Specific NSSP
Guide Reference

Section Il Model Ordinance
Chapter XVI. Post-Harvest Processing

Text of Proposal/
Requested Action

.01 Processes and Procedures Involving Labeling Claims.

A. If adealer elects to use a process to reduce the level(s) of one target pathogen or
some target pathogens, or all pathogens of public health concern in shellfish, and
wishes to make labeling claims regarding the reduction of pathogens, the dealer
shall:

(1) Have a HACCP plan approved by the Authority for the process that
ensures that the target pathogen(s) are at safe levels for the at risk
population in product that has been subjected to the process. The HACCP
Plan shall include:

(@) Process controls to ensure that the end point criteria are met for every
lot; and

(b) A sampling program to periodically verify that the end point criteria
are met.

(c) Analytical results used for validation and verification of a PHP shall
come from an analytical laboratory that is evaluated by the State
and/or FDA and found to be in compliance with applicable NSSP
laboratory requirements.

(2) \Validate the process by demonstrating that the process will reliably
achieve the appropriate reduction in the target pathogen(s). The process
shall be validated by a study as outlined in Guidance Documents Chapter
IV., Naturally Occurring Pathogens, Section .02 and be approved by the
Authority, with concurrence of FDA.

(@ The dealer must demonstrate that the process reduces the level of
Vibrio vulnificus and/or Vibrio parahaemolyticus in the process to
non-detectable (<30MPN/gram) and the process achieves a minimum
3.52 log reduction. Determination of V. wulnificus and/or V.
parahaemolyticus levels must be done using the MPN protocols
described in Guidance Documents, Chapter V., Naturally Occurring
Pathogens, Section .02 followed by confirmation using methods
approved for use in the NSSP.

(b) For processes that target other pathogens the dealer must demonstrate
that the level of those pathogens in processed product has been
reduced to levels below the appropriate FDA action level, or, in the
absence of such a level, below the appropriate level as determined by
the ISSC.

(3) Conduct verification sampling to verify that the validated process is
working properly. Verification sampling shall be at least equivalent to
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the verification protocol found in Guidance Documents, Chapter IV.,

Naturally Occurring Pathogens, Section .02 as determined by the Authority

and shall be reviewed annually by the Authority.

(4) Package and label all shellfish in accordance with all requirements of this
Ordinance. This includes labeling all shellfish which have been subject to
the process but which are not frozen in accordance with applicable shellfish
tagging and labeling requirements in Chapter X. .05 and X. .06.

(5) Keep records in accordance with Chapter X. .07.

B. A dealer who meets the requirements of this section may label product that has
been subjected to the reduction process as:

(1) "Processed for added safety”, if the process reduces the levels of all
pathogens of public health concern to safe levels for the at risk population;

(2) "Processed to reduce [name of target pathogen(s)] to non-detectable levels,"
if the process reduces one or more, but not all, pathogens of public health
concern to safe levels for the at risk population, and if that level is non-
detectable; or

(3) "Processed to reduce [name of target pathogen(s)] to non-detectable levels
for added safety," if the process reduces one or more, but not all, pathogens
of public health concern to safe levels for the at risk population, and if that
level is non-detectable; or

(4) A term that describes the type of process applied (e.g., "pasteurized,”
"individually quick frozen," "pressure treated") may be substituted for the
word "processed" in the options contained in B. (1) - (3).

C. For the purpose of product temperature the receiving and storage critical control
points of Chapter Xl., shall apply to shellstock prior to PHP processing.
Following PHP processing, if the product is dead, the product shall be treated as
in-shell or shucked product. If the product is live, the product shall be treated as
shellstock.

.02 Processes and Procedures Not Involving Labeling Claims.

A. If a dealer elects to use a post-harvest process(es) to reduce the levels of a
naturally occurring pathogen(s) of public health concern in shellfish, the dealer
shall:

(1) Have a HACCP plan (approved by the Authority) for the control(s) that
reduces the target pathogen(s).

(@) The dealer must validate that the post-harvest process(es) reduces
naturally occurring pathogen(s). The validation study must be
approved by the State Shellfish Control Authority with FDA
concurrence.

(b) The ability of the post-harvest process(es) to reliably achieve the
appropriate reduction in the target pathogen(s) shall be verified at a
frequency determined by the State Shellfish Control Authority.

(2) Package and label all shellfish in accordance with the requirements of this
Ordinance.

(3) Keep records in accordance with Chapter X. 07.

Public Health
Significance

Cost Information
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Affiliation

Interstate Shellfish Sanitation Conference (ISSC)
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Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Ineffective Model Ordinance Requirement

Specific NSSP
Guide Reference

Section Il. Model Ordinance
Chapter XVI. Post-Harvest Processing

Text of Proposal/ B. A dealer who meets the requirements of this section may label product that
Requested Action has been subjected to the reduction process as:

@ "Processed for added safety", if the process reduces the levels of all
pathogens of public health concern to safe levels for the at risk
population;

2 "Processed to reduce [name of target pathogen(s)] to non-detectable

levels," if the process reduces one or more, but not all, pathogens of
public health concern to safe levels for the at risk population, and if
that level is non-detectable; or

(43) A term that describes the type of process applied (e.g.,
"pasteurized,” "individually quick frozen," "pressure treated") may
be substituted for the word "processed” in the options contained in
B. (1) - 32).

Public Health
Significance

Chapter XVI. B. (2) and Chapter XVI. B. (3) are duplicate requirements and one
should be removed.

Cost Information
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Proposal for Task Force Consideration at the
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Harvesting/Handling/Distribution
L1 Administrative

Submitter

Executive Office

Affiliation

Interstate Shellfish Sanitation Conference (ISSC)

Address Line 1

209 Dawson Road

Address Line 2
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City, State, Zip

Columbia, SC 29223-1740

Phone

803-788-7559

Fax

803-788-7576

Email

issc@issc.org

Proposal Subject

Conveyances Used to Transport Shellstock Directly to Retail

Specific NSSP
Guide Reference

Section IV. Guidance Documents Chapter I11. Harvesting, Handling, Processing, and
Distribution .07 Time and Temperature Controls

Text of Proposal/
Requested Action

Chapter IX.
Conveyances Used to Transport Shellstock to the Original Dealer.

Conveyances used to transport shellstock from the harvest area to the original dealer
shall be constructed to prevent contamination, deterioration, or decomposition of the
shellstock during transport.

For shellstock being delivered within the time to temperature controls of Chapter VIII.
@.02 A. (1) (2) and (3), refrigeration of the conveyance is not required. However,
shellstock transport must comply with Chapter IX. .01 C. and may not be shipped in a
manner which would cause the temperature of the shellstock to increase. Persons
responsible for transporting shellstock must take reasonable steps to assure that the
shellstock temperature is not increased unnecessarily as a result of the method of
transport. An example would be a closed-in truck with a high internal temperature
caused by very warm ambient temperature or exposed to direct sunlight for a long
period of time while closed. The Authority shall monitor this activity to assure
compliance. When temperature control is necessary during transport to the original
dealer to comply with the Authority established time to temperature controls, the
shellstock must be cooled with ice or mechanical refrigeration. This cooling must be
capable of achieving the required internal temperature of 55°F (12.7°C) for shellstock
harvested under State V.v. Plans or 50°F (10°C) for all other shellstock.

Should compliance with internal temperatures involve refrigeration on board the
vehicle or in the transportation conveyance prior to reaching the original dealer,
shellstock must be cooled as necessary to comply with the internal temperature of
55°F (12.7°C) for shellstock harvested under State V.v. Plans or 50°F (10°C) for all
other shellstock. Refrigeration units must be pre-chilled to 45°F (7.2°C) and the
refrigeration unit must be maintained at a temperature to ensure that the shellstock
temperature is not allowed to increase. Ice can also be used to cool shellstock. Any ice
on-site at a certified dealer shall be from potable water in a commercial ice machine or
come from a source certified by the Authority or the appropriate regulatory Authority.
Once cooling of the shellstock begins, that cooling must be continued using an
acceptable cooling method.

Conveyances Used to Transport Shellstock from Dealer to Dealer.

Shellstock being transported from dealer to dealer must be shipped in containers which
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can be easily cleaned and maintained to prevent contamination. Shellstock must be
shipped on pallets when shipped in bulk. Pallets are not necessary if the conveyance
has channeled flooring.

If shellstock is shipped with other cargo, the shellstock must be protected from
contamination by the other cargo. Shellstock must be refrigerated or cooled at all times
when shipping from dealer to dealer. Conveyances must be pre-chilled to 45°F (7.2°C)
or below prior to loading. It is acceptable to use ice as a means of cooling. The dealer
shall keep a record of compliance with the pre-chilling requirement; this record is not
intended to be a HACCP record for the shipping dealer.

All shipments of shellstock shall be accompanied with a documentation record
indicating the time of shipment and that all shipping containers were pre-chilled. The
documentation required in Chapter IX. .05 must include the time of shipment, the
means of cooling, and indicate the temperature to which the conveyance was pre-
chilled if mechanical refrigeration was the means of cooling (This documentation is
not intended to be a HACCP record for the shipping dealer). In situations when the
dealer chooses to ship product not harvested under a State Vibrio Plan that has

not achieved the internal temperature of 50°F (10°C), the shipping documentation
must provide notice to the receiving dealer that the product was shipped prior to
achieving an internal temperature of 50°F (10°C). Additionally, the shipment shall be
accompanied with a time/temperature recording device indicating continuing cooling.
Shipments of four (4) hours or less will not be required to have a time/temperature
recording device. The documentation stating the time of shipment will accompany the
bill of lading and will be used by the receiving dealer to determine the length of
shipment.

This control will allow product to be shipped while cooling is occurring. Should the
receiving dealer choose not to further ship the shellstock with a time/temperature
recording device, the dealer must cool and document that the product has reached an
internal temperature of 50°F (10°C) prior to reshipping.

Conveyances Used to Transport Shellstock Directly to Retail

Dealers shipping shellstock directly to retail should comply with state laws governing
retail foods. In many cases these laws require the shellstock to be at an internal

temperature of 45°F (7.2°C) or less at receipt. A dealer could be in compliance with
the shipping and documentation requirements of Chapter IX. .04 and .05 and the

shellstock fail to meet retail food requirements.

The documentation requirements of Chapter IX. .05 are to provide receiving dealers
with information necessary to meet the receiving critical limit requirements included
in Chapters XI., XII., XIII., XIV., and XV. Receiving requirements for retailer and
food service operators are outlined in the USFDA Food Code and State Retail Food
regulations and the information included in the documentation required in Chapter IX.
.05 is not necessary for retailers and food services operators to comply with the
receiving requirements for retail food. Therefore, the documentation requirement in
Chapter 1X. .05 does not apply for shipments to retailers and food service operators.

Public Health
Significance

The additional action is needed for clarification.

Cost Information
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Fax
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Proposal Subject

V.p. lliness Response Guidance Document

Specific NSSP
Guide Reference

Section IV. Guidance Documents
Chapter V. llIness Outbreaks and Recall Guidance

Text of Proposal/
Requested Action

Add new section:

.03 V.p. llIness Response Guidance Document

l. Introduction

hagter II @.02 Shellfish Related IIInesses Assomated Wlth V|br|o Qarahaemolgglcu

A. Traditional sporadic cases from a State in which single cases occur that most

often do not involve a single growing area and occur weeks or months apart.

The occurrences of these types of illnesses have historically been considered
as an acceptable risk in the National Shellfish Sanitation Program (NSSP) and

have not involved closures or recalls.

B. Frequent sporadic cases which often begin when water temperatures reach a
level which supports reproduction of V.p. to levels which can cause illness.

The illness risk usually persists until the environmental conditions no longer
support V.p. levels of illness causing potential. This illness situation involves

clusters of sporadic cases in multiple individual growing areas or may be
limited to a single growing area when the environmental conditions are
favorable for the persistence of illness causing levels of V.p.

C. A true outbreak with multiple cases with multiple harvest areas and varying
routes of transportation indicates a more widespread contamination of a

growing area. The outbreak may be characterized by a high attack rate. In

this situation, a single growing area is usually involved with multiple cases of
illness occurring from a single harvest day or from a relatively short harvest

time frame.

The strains of V.p. associated with these different illness situations are not the same.

The attack rates are very different and the reported illnesses reflect the differences in

attack rates. Although strain identification is time consuming, knowing the strain aids
the Shellfish Control Authority in addressing the problem.
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I1. lliness Investigation

When the investigation outlined in Section @.01 A. indicates the illness(es) are
associated with the naturally occurring pathogen Vibrio parahaemolyticus (V.p.), the
Authority shall determine the number of laboratory confirmed cases
epidemiologically associated with the implicated area and actions taken by the

Authority will be based on the number of cases and the span of time.

The Shellfish Control Authority is encouraged to coordinate the investigation and
response with other appropriate State entities and the US Food and Drug

Administration (FDA) to facilitate and streamline the reporting process to promote
prompt and appropriate regulatory responses to illness.

I11. Risk per Serving Determinations

In_determining a risk per serving, the Shellfish Control Authority should use a

recognized serving size and credible landing data. The period of time for evaluating
the risk per serving should be consistent with the time of harvest of the shellfish that
was associated with the illness (es) and should not exceed thirty (30) days

IV. Regulatory Response

When a case(s) is reported, the State Shellfish Control Authority will determine the

number of cases and the time period between the harvest dates of reported cases and
the extent of the implicated area.

When determining the number of illnesses in the thirty (30) day period, the harvest
date will be used. When an illness occurs, the Shellfish Control Authority will
determine the number of cases that have occurred during the previous thirty (30) days.

Every subsequent harvest associated with a new reported case will require a review of
the previous thirty (30) days.

A. Should the number of cases and the period of time result in a risk that is less
than one (1) per 100,000 servings or involves at least two (2) but not more
than four (4) cases in which no two of these were from a single harvest day
from an implicated area, the State Shellfish Control Authority will evaluate

and attempt to ensure compliance, where appropriate, with the existing Vibrio
Management Plan. Regulatory response to multiple illnesses occurring from

a single harvest day from an implicated area are addressed in IV. B and I1V. C.

B. Should the number of cases and the period of time result in a risk that exceeds
one (1) illness per 100,000 servings or if the number of cases within a thirty

(30) day period from the implicated area is more than four (4) but less than

ten (10) or if two (2) or more but less than four (4) cases occur from a single
harvest day from the implicated area, the Shellfish Control Authority is

required to:
(1) Determine the extent of the implicated area; and

(2) Immediately place the implicated portion(s) of the harvest area(s) in the
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closed status; and

(3) As soon as determined by the Authority, transmit to the FDA and
receiving States information identifying the dealers shipping the
implicated shellfish

The notification is intended to facilitate the reporting of other illnesses that
may have occurred associated with the implicated harvest area. Although the

State is not required to report this information to the Interstate Shellfish
Sanitation Conference (ISSC), if requested, the ISSC will assist the States
with notification.

C. Should the number of cases exceed ten (10) within a thirty (30) day period or
four (4) or more cases occurred from a single harvest day from the implicated

area, the Shellfish Control Authority is required to:

(1) Determine the extent of the implicated area; and

2) Immediately place the implicated portion(s) of the harvest area(s) in the
closed status; and

(3)_Promptly initiate a voluntary industry recall consistent with the Recall

Enforcement Policy, Title 21 CFR Part 7 unless the Authority determines
that a recall is not required where the implicated product is no longer

available on the market or when the Authority determines that a recall
would not be effective in preventing additional illnesses. The recall shall
include all implicated products; and

(4) Issue a consumer advisory for all shellfish (or species implicated in the

illness). The consumer advisory shall be in the form of a news release
and will be shared with the State Shellfish Control Authorities in all states

receiving the implicated shellfish.

V. Closure Periods

A. When the risk exceeds one (1) illness per 100,000 servings within a thirty
(30) day period or cases exceed four (4) but not more than ten (10) cases over
a thirty (30) day period from the implicated area or two (2) or more cases but
less than four (4) cases occur from a single harvest date from the implicated
area the Shellfish Control Authority will close the implicated growing area.

The area will remain closed for a minimum of fourteen (14) days.

B. When the number of cases exceeds ten (10) illnesses within thirty (30) days
or four (4) cases occur from a single harvest date from the implicated area the

Shellfish Control Authority will close the implicated growing area. The area
will remain closed for a minimum of twenty-one (21) days.

V1. Reopening of Closed Areas

Prior to reopening an area closed as a result of the number of cases exceeding ten (10)

illnesses within thirty (30) days or four (4) cases from a single harvest date from the
implicated area, the Authority shall:

A. Collect and analyze samples to ensure that tdh does not exceed 10/g and trh
does not exceed 10/g or other such values as determined appropriate by the
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Authority based on studies.

B. Ensure that environmental conditions have returned to levels not associated
with V.p. cases.

C. Implicated areas that have been closed when the risk exceeds one (1) illness
per 100,000 servings within a thirty (30) day period or cases exceed four (4)
but not more than ten (10) cases over a thirty (30) day period from the
implicated area or two (2) or more cases but less than four (4) cases occur
from a single harvest date from the implicated area do not require sampling or
review of environmental conditions prior to reopening.

VII. Harvesting From Closed Areas

Shellfish harvesting may occur in an area closed as a result of V.p. illnesses when the

Authority implements one or more of the following controls:

A. Post-harvest processing using a process that has been validated to achieve a
two (2) log reduction in the levels of total Vibrio parahaemolyticus for Gulf
and Atlantic Coast oysters and/or hard clams and a three (3) log reduction for
Pacific Coast oysters and/or hard clams;

B. Restricting oyster and/or hard clam 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;

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

VIII. Laboratory

All laboratory analyses shall be performed by a laboratory found to conform or

provisionally conform by the FDA Shellfish Laboratory Evaluation Office or FDA

certified State Shellfish | aboratory Evaluation Officer in accordance with the
requirements established under the NSSP.

IX. Approved Laboratory Methods

Methods for the analyses of shellfish and shellfish growing or harvest waters shall

be:

The Approved NSSP Methods validated for use in the National Shellfish

Sanitation Program under Procedure XVI. of the Constitution, Bylaws and

Procedures of the ISSC and/or cited in the NSSP Guide for the Control of

Molluscan Shellfish Section IV _Guidance Documents Chapter Il. Growing Areas

.11 Approved National Shellfish Sanitation Program Laboratory Tests.

Public Health
Significance

Cost Information
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Proposal Subject

Determining the Size of Closed Area as a Result of 1lInesses

Specific NSSP
Guide Reference

Section IV. Guidance Documents
Chapter Il. Risk Assessment and Risk Management

Text of Proposal/
Requested Action

.03. Determining the Size of Closed Area as a Result of IlInesses

A. Barriers that would inhibit pathogen and toxin distribution within the
growing area (based on documented data/information in the sanitary survey
considering the following, as applicable:

(1)  Salinity

(2) Temperature

(3) _ Stratification

(4) _ Circulation

(5) _ Hydrographic patterns and bathymetry

B. Water movement (based on documented information in sanitary survey)
considering the following, as applicable:

(1) Tidal influence and range

(2) Flows
(3)  Precipitation
4) Wind

C. Laboratory results and/or field measurements and/or other relevant
information or data.

D. Closure boundaries
(1) Must be enforceable.

(2) May be part of one area, a whole area, or all or parts of multiple areas
depending on size of areas and pattern of harvest-related illnesses.

(3) __ Configuration of area may change over time as more information is
available, or water quality/tissue samples show no exceedance.

(4) __In the absence of information to the contrary, the entire harvest area
should be closed.

E. If sufficient data listed in .03 (A. - D.) is not available then the entire
rowing area(s) should immediately be closed. If data is obtained at a later
date that can further define the spatial extent of source of the implicated

shellfish a more defined closure area within the shellfish growing area(s)

may be designated by the authority with subseguent changes to associated
embargoes or recalls.

F. Species subject to closure.
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Closure may be limited to where specific species are harvested in an area or
limited to certain species (NSSP Chapter |1 @.01.G (4)).

.04. Determining the Harvesting Periods Associated with Implicated Product for

Identifying Shellfish to be Included in the Recall

A. ldentify the harvest date of all reported illness(es).

B. Determining the likelihood of product remaining in the marketplace with
consideration of shellstock vs. in-shell vs. fresh shucked vs. frozen shucked.

C. ldentify the date of [last] most recently reported illness(es) and the date of

growing area closure

.05 Determining the Scope of Implicated Product for Conducting a Recall

A. Are illnesses related to:

(1) _ single harvester
(2) _ single dealer or

(3)__single route of transportation

(4) __single retailer

5) single consumption event (e.qg. part
6) single product type or species
(7)___single growing area or harvest area

B. Have any post-harvest handling issues been identified that may have
contributed to the occurrence of illness(es) including but not limited to
harvesters, dealers, restaurants, retail, common carriers, or consumers.

C. Production Consideration

(1) Harvest event(s) and amount of production from growing area or
areas (if commingling has occurred).

(2) _ Number of harvesters associated with implicated shellfish

(3) _ Number of dealers associated with implicated shellfish

(4) Determine likelihood of product remaining in the marketplace
(shellstock vs. in-shell vs. fresh shucked vs. frozen shucked).

(5) Harvest or culture practices including wet storage, relay,

resubmergence, transplant, etc.

D. Strength of evidence, i.e. the evaluation should consider strength of evidence
collected in relation to items .05 A., B., and C. above.

Public Health
Significance

Cost Information
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