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Requested Action

Plans.

Reqgardless of whether a growing area has a history of toxin-producing phytoplankto
being able to detect occurrences and take appropriate action to prevent contaminated
product from entering commerce is an important part of marine biotoxin control.

There are two types of plans defined in the NSSP MO for the control of marine
biotoxins: a contingency plan and a management plan.

The contingency plan is primarily for reactive management to an illness outbreak or
emergence of a toxin-producing phytoplankton in a growing area that has not
historically occurred before. The contingency plan is only appropriate for a shellfish
Authority that has no history or reason to expect toxin-producing phytoplankton in tk
growing areas. The primary goal of the contingency plan is to detect emerging toxins
and to outline response activities necessary to prevent additional illnesses (if illness
already occurred) and protect the public’s health.

The management plan is primarily for proactive management of marine biotoxins in
growing areas with a history of toxin-producing phytoplankton and toxicity in shellf
and/or a previous illness event or outbreak. A management plan is required for a
shellfish authority that has a history of toxin-producing phytoplankton, toxicity in
shellfish and/or an illness event or outbreak attributed to their growing areas.

A shellfish authority might have a management plan for certain marine biotoxins, lik]
PSP toxins, but a contingency plan for toxins like AZP toxins.

General Plan Elements

Whether the authority is developing a plan to manage biotoxins, or a contingency plg
for the unexpected, the plan should address the following elements:

e Statutory and/or Requlatory Authorities
e Resource/Growing Areas and Species
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Communication

Control & Response

Growing Area Reopening Criteria
Recordkeeping

Post Event Actions

Plan Testing, Post Event Activities

Recommended General Plan Guidelines

*Statutory and/or Requlatory Authorities

The authority should prepare a summary of the laws and requlations in the state (or
MOU country) that allow the authority to promptly and effectively take actions to
prevent or remove potentially toxic shellfish from commerce in the event of a maring
biotoxin event, including:

1. close a growing area to harvest;

2. embargo shellfish that has not entered commerce;

3. prevent harvesting of contaminated species;

4. provide for embargo and/or recall of any potentially toxic shellfish already o

the market; and
5. withdraw interstate shipping permits.

*Resource/Growing Areas and Species

As is the case in several aspects of the NSSP MO, the plan should include a list or
reference to a list of locations of classified shellfish growing areas and the species
present in the area. This is especially important if the authority intends to implement
species-specific biotoxin closures as part of the plan.

*Communication

Information-sharing among government and non-government agencies is critical as [
of an effective biotoxin plan, whether contingency or management. As such, the
authority should establish and formalize channels of communication with appropriat
partner agencies (e.g., wildlife, epidemiology, local health, public safety, public heal
and environmental), research or academic organizations (e.g., marine biologists),
adjacent shellfish control authorities, industry, and other similar partners in advance
any serious biotoxin event.

Information to be communicated includes that which is relevant to early warning as
as control and response, including:

1. abnormal environmental phenomenon that may be associated with a
shellfish growing area (e.g., bird, fish, or marine mammal die-offs or
abnormal behavior, or water discoloration);
occurrences of toxic phytoplankton blooms;
toxin-like illness reports in humans;

4. growing area closures (specifically, disseminating information on
occurrences and/or toxicity in shellfish meats to adjacent states, industry
and local health agencies);
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5. coordination of control activities taken by state and federal agencies or
departments and district, regional, or local health authorities (e.qg., patrol
legal actions); and

6. consumer educational outreach during growing area closure periods.

This aspect of the plan may include references to Memoranda of Understanding and
tables that outline each partner’s roles and responsibilities, and procedures that defin
how agencies will maintain contact lists. Model press releases, email notifications, a
similar templates may also be useful.

*Control and Response Activities

An authority’s plan should include the following elements to address control and
response activities:
1. Growing Area Closure Criteria
An authority’s plan (either contingency or management) should define the
circumstances under which the authority will place a growing area in the clo
status due to marine biotoxin contamination. The criteria should integrate pul
health and economic considerations. Principle considerations include
* _The rapidity with which toxin levels can increase to excessive levelg
* Inherent delays in sample collection and results;
* The number of samples required to initiate action;
* The size of the area to be closed, including a safety zone (it may be
appropriate to close harvesting areas adjacent to known toxic areas U
increased sampling can establish which areas are toxin free and that
toxin levels have stabilized); and
* _The type of harvesting restrictions to be invoked (all species or spec

species).

The biotoxin level governing the need to place the growing area in the close
status may vary depending on the species of phytoplankton and the species g
bivalve shellfish. Since the ability to concentrate biotoxins varies among
species, it is possible for one species in a growing area to have safe levels of
biotoxin while another species in the same growing area will have dangerous
biotoxin concentrations. In this situation, the authority may allow the harves
of one species with no adverse public health consequences while prohibiting
harvest of another species. In these situations, the authority must closely
monitor the growing area and develop a sufficient database for use in makin
this determination.

2. Administrative Actions
The authority should specify the administrative procedures, including
timeframes, necessary to place growing areas in the closed status, identify
potentially contaminated shellfish products, determine the distribution of the
products, and initiate embargo and/or recall activities.

3. Other Control Activities.
If the authority’s statutes or requlation do not allow for a certain administrat
action and/or the authority must seek a court order or other legal action, the
authority should define the procedures and timeframes, where applicable.
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The authority should also refer to, or describe patrol activities relative to
growing area closures due to marine toxins.

*Growing Area Reopening Criteria

The authority’s plan should describe how the authority determines that shellfish for
commercial harvest in a growing area are safe for harvest and distribution into

commerce for human consumption following an event. The protocol should reflect th
authority’s consideration of the public’s health, and economic consequences.

A system of representative samples and other environmental indices are typically use
to establish detoxification curves indicating that the level of toxin or cell counts have
decreased to acceptable levels. Several authorities require that three (3) samples
collected over a period of fourteen (14) days show results below the quarantine limit
before reopening the affected area.

*Routine Monitoring Program

A routine surveillance monitoring program (also referred to as an early warning
phytoplankton and/or shellfish-monitoring program) is recommended as part of a
marine biotoxin control plan to detect the presence of a “bloom.” In describing this
program, the authority should include:

1. Geographic Distribution of Primary Sampling Stations
For both phytoplankton and shellfish monitoring plans, primary sampling
stations (also referred to as indicator or sentinel stations) should be located 4
sites where toxin is most likely to first appear, based either on past experiend
or knowledge of site conditions. The geographic distribution for collection o
samples should take into consideration the randomness of toxic algal bloomg
For these reasons, several years of baseline data are often necessary in order
establish stations. To facilitate knowledge transfer, it is advisable that the
authority describe its rationale in selecting sampling sites.
2. Determination of Species to be Sampled
For a monitoring plan, sampling design should always take into account wha
commercially-harvested species are present in the growing area and samples
should be collected of species which are most likely to reveal the early preseg
of toxin and are most likely to show the highest toxin levels. For example,
mussels have been found to be useful for early detection of an event.
3. Frequency and Timing of Sample Collection
4. Just as location of sampling sites should be carefully considered, the authorit
should establish the frequency and period for collection of samples in order {
identify an event as early as possible. Historical occurrences and fluctuation
coastal phytoplankton populations due to the influence of meteorological an
hydrographic events are important considerations. For example, a large rain
storm may cause nutrient loading in coastal waters and trigger a toxic
phytoplankton bloom or a hurricane may drive offshore phytoplankton bloor
onshore. As well, uptake rates for various species of shellfish being tested is
critical in terms of timing.
Sample Collection Procedures
6. Sample collection, sample transportation, and sample analysis
procedures should be developed and predictable timeframes
established between collection and results. The Authority should

en
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ensure that in an emergency, such as a suspected biotoxin illness, the
normal timeframe can be compressed and sample results known as
quickly as possible. It is important to consider emergency coverage
schedules for staff and lab availability outside of normal office hours
during harmful algal bloom events.

Identification of Laboratories/Analysts;

Biotoxin sample results must be provided by an NSSP conforming lab that is
utilizing an approved or limited use method. For checklist requirements and
additional guidance regarding laboratory evaluation for conformance, see
Chapter Il Growing Areas. For NSSP requirements, see Section Il MO, Chaj
| Shellfish Sanitation Program, @.03(B).

The Authority should consider where they can access sample processing for
biotoxins that occur or may occur within their jurisdiction, and identify
alternative laboratory support, should that support become necessary.

Description of Testing Methods, Which May Include Approved Limited

Use and Approved Methods

To control marine biotoxins, the authority must evaluate the concentration o
toxin present in the shellfish. In the case of NSP, phytoplankton must be
monitored as well as shellfish. Approved and limited use methods are listed
the NSSP Guidance Documents.

Establishment of Appropriate Screening Levels

10.

Though the NSSP establishes the toxin levels in shellfish at which a growing
area must be closed, many programs implementing early warning systems
include phytoplankton cell counts. Additionally, shellfish toxin levels that a
below the regulatory levels may trigger emergency or expanded testing, or
precautionary closures. Growing areas should be closed at a level that provig
an adequate margin of safety, since in many instances, toxicity levels will
change rapidly and the time between sampling and results should be conside
Precautionary closures can be made in order to prevent the harvest of
potentially toxic shellfish while sample results are being collected and

processed.

Procedures to Expand Sampling if Toxin Levels or Cell Counts Indicate a

Harmful Algal Bloom.

When an early warning system detects increased toxicity/cell counts or othel
information suggests that toxin levels are increasing, it is important that the
authority have procedures to promptly expand sampling to additional station
and/or increase the frequency of sampling for marine biotoxins. The procedy
should include plans for obtaining the additional resources necessary to
implement the expanded sampling and laboratory analysis program.

If a plan consists of water sampling for phytoplankton cell counts as
surveillance, the authority should identify its plan to be able to initiate an
emergency shellfish sampling program

*Recordkeeping

Records generated as part of a marine biotoxin program may be important in definin

the severity of an event, as well as for retrospectively evaluating the adequacy of the
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entire control program.

The NSSP requires certain biotoxin-related records be maintained. As such, authority
plan should define records to be generated, reviewed, and maintained. Required reco|
include:

* Monitoring data, including shellfish and phytoplankton and water

sample analyses results, relating to levels of marine biotoxins in each
growing area;

* Closure and reopening notices;

* Investigation-related documents, including sample results;

* Recall-related records, including public warnings, notification to other
states involved in the recall, FDA, and ISSC, recall status reports in
accordance with Section Il, Chapter 1l Risk Assessment and Risk
Management, @.01(1); and

* Evaluation reports, which may include analyses of trends and
detoxification curves.

An authority may also consider maintaining
e Records of reported illnesses that include data on the incidence of
illness and appropriate case history data; and
e Pertinent environmental observations.

Whenever possible, the authority’s servicing laboratory should archive shellfish
homogenates for additional analysis.

*Plan Testing, Post Event Activities

The authority should test the plan periodically to ensure prompt implementation in tf
event it is needed. As well, the authority should routinely review data post-event to
improve aspects of the authority’s plan. Because historical information plays such a
critical role in the authority’s plan, authorities are highly encouraged to document
rationale for significant changes.

Heat Processing.

In shellfish growing areas where low levels of PSP routinely occur, harvesting for
thermal processing purposes may be an alternative to consider. Thermal
processing, as defined by applicable FDA regulations (21 CFR 113), will reduce
the toxin concentration of certain toxins in the shellfish via dilution, not
destruction.

If thermal processing is practiced, the authority must develop and implement
procedures to control the harvesting and transportation of the affected shellfish to
the processing plant; and must require that the processor provide adequate
demonstration of the destruction of the biotoxin and adequate controls to assure
that the end product is safe for human consumption.
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13. Public Health Marine biotoxins can cause injury, illness, or death. More clearly presented
Significance guidance will assist control authorities in developing marine biotoxin contingency
and management plans.
14. Cost Information None
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