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This document is intended to provide guidance and shall supersede the 2845-2017 NSSP Model Ordinance.
It represents the Agency's current thinking on the safe and sanitary control of the growing, processing, and
shipping of molluscan shellfish for human consumption. It does not create any rights for or on any persons
and does not operate to bind FDA or the public under Federal law. However, through their participation in
the National Shellfish Sanitation Program and membership in the Interstate Shellfish Sanitation Conference,
States have agreed to enforce the Model Ordinance as the requirements which are minimally necessary for

the sanitary control of molluscan shellfish.
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Purpose

The National Shellfish Sanitation Program (NSSP) is the Federal/State cooperative program recognized by the
U. S. Food and Drug Administration (FDA) and the Interstate Shellfish Sanitation Conference (ISSC) for the
sanitary control of bivalve molluscan shellfish_(hereinafter referred to as shellfish) produced and sold for
human consumption. The purpose of the NSSP is to promote and improve the sanitation of shellfish (oysters,
clams, mussels and whole or roe-on scallops) moving in interstate commerce through Federal/State
cooperation and uniformity of State shellfish programs.

Participants in the NSSP include agencies from shellfish producing and non-producing States, FDA, EPA,
NOAA, and the shellfish industry. Under international agreements with FDA, foreign governments also
participate in the NSSP. Other components of the NSSP include program guidelines, State growing area
classification and dealer certification programs, and FDA evaluation of State program elements.

In 1984, the FDA entered into a Memorandum of Understanding (MOU) with the Interstate Shellfish
Sanitation Conference recognizing the ISSC as the primary voluntary national organization of State shellfish
regulatory officials that provide guidance and counsel on matters for the sanitary control of shellfish. The
purpose of the ISSC is to provide a formal structure for State regulatory authorities to participate in
establishing updated regulatory guidelines and procedures for uniform State application of the Program. The
ISSC has adopted formal procedures for State representatives to review shellfish sanitation issues and develop
regulatory guidelines. Following FDA concurrence, these guidelines are published in revisions of the NSSP
Model Ordinance.

The NSSP Guide for the Control of Molluscan Shellfish consists of a Model Ordinance, supporting guidance
documents, recommended forms, and other related materials associated with the Program. The Model
Ordinance includes guidelines to ensure that the shellfish produced in States in compliance with the
guidelines are safe and sanitary. The Model Ordinance provides readily adoptable standards and
administrative practices necessary for the sanitary control of molluscan shellfish. The Model Ordinance is
intended to cover molluscan shellfish that are raw (live, fresh or fresh frozen) and molluscan shellfish
subjected to post-harvest processing (PHP) as defined in this Guide. Cooked shellfish, shellfish subject to 21
CER part 113 or 114, or raw shellfish packaged with the explicit intent that they will be cooked by the end
consumer (such as breaded or marinated) are generally recognized as products that are beyond the scope of
the NSSP and are subject to the Seafood HACCP regulations (21 CFR 123). However, such shellfish products
intended for interstate commerce are still subject to the appropriate harvest and/or approved source controls

outlined in this Guide when they are necessary to control a food safety hazard.

Section I Purposes & Definitions
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Definitions

Purpose

This Ordinance establishes the minimum requirements necessary to regulate the interstate commerce of
molluscan shellfish and to establish a program to protect the public health of consumers by assuring the sale
or distribution of shellfish from safe sources and assuring shellfish have not been adulterated during
cultivating, harvesting, processing, shipping, or handling.

Definitions
A. General. The definitions provided below are consistent in intent with the NSSP.

B. Definition of Terms.

(1) Adequately Iced means that the amount and application of the ice is sufficient to ensure
that immediate cooling begins and continues for all shellfish. If ice slurry is used and the
shellfish are submerged the presence of ice in the slurry indicates adequate icing.

(2) Adverse Pollution Condition means a state or situation caused by meteorological,
hydrological or seasonal events or point source discharges that has historically resulted in
elevated fecal coliform levels in a particular growing area. [In States using total coliform
standard, insert "total coliform” for "fecal coliform".]

(3)  Air Gap means the unobstructed vertical distance through the free atmosphere between the
lowest opening from any pipe or faucet supplying water to a tank, plumbing fixture or other
device and the flood level rim of that receptacle.

(4) AOAC means the Association of Official Analytical Chemists.

(5) APHA means the American Public Health Association.

(6) Approved means a classification used to identify a growing area where harvest for direct
marketing is allowed.

(7)  Approved Limited Use Methods are permanent methods accepted for use in the NSSP and
listed in the NSSP Guide for the Control of Molluscan Shellfish, Guidance Documents
Chapter II. Growing Areas .14 Approved NSSP Laboratory Tests. These methods include
new methods, alternative methods or screening methods within the NSSP that meet an
immediate need of the NSSP, improve turnaround time, cost effectiveness, and/or increase
analytical capacity. These methods have been evaluated and the performance characteristics
for specific applications in the NSSP have been determined through the Single Laboratory
Validation Method Protocol (SLV) to be fit for purpose within the NSSP. These methods are
referred to as being of limited use within the NSSP either because of their status as newly
adopted methods with little corroborating data beyond the SLV or because the application for
which the method can be or is used within the NSSP is limited in scope with little laboratory
participation within the NSSP and little to no subsequent corroborating data or because of the
nature of the test method itself and/or restrictions that have been placed on its use that limit
its usefulness within the NSSP.

(8) Approved NSSP Methods are the primary/core methods used in the NSSP and cited in the
NSSP Guide for the Control of Molluscan Shellfish, Guidance Documents Chapter II.
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Growing Areas .14 Approved NSSP Laboratory Tests. These methods have been described
in scientific or other peer-reviewed professional publications; have been used historically or
are used throughout the NSSP and elsewhere to effectively detect or quantify and have been
extensively evaluated and the performance characteristics for specific applications in the
NSSP determined as fit for purpose through long use in the NSSP and/or Single Laboratory
Validation (SLV) testing and/or collaborative study.

(9)  Aquaculture means cultivating shellfish in controlled conditions for human consumption.
Cultivation includes propagation and growing of shellfish. These activities may occur in
natural or man-made water bodies. These activities include seed collection, production, and
cultivation in natural water bodies when shellfish are held off the bottom such as the use of
racks, bags, or cages, and when shellfish are held in man-made water bodies such as the use
of tanks, ponds, or raceways. These activities do not include depuration or wet storage.

(10) Authority means the State or local shellfish control authority or authorities or its designated
agents, which are responsible for the enforcement of this Code.

(11) Assure means to make best efforts within the reasonable limits of manpower and resources
to fulfill the objectives of this Ordinance.

(12) Backflow means the flow of water or other liquids, mixtures or substances into the
distribution pipes of a potable water supply from any source or sources other than the
intended source.

(13) Back Siphonage means the flowing back of used, contaminated or polluted water from a
plumbing fixture, vessel or other source into potable water supply pipes because of negative
pressure in the water supply pipes.

(14) Blower means a receptacle for washing shucked shellfish which uses forced air as a means
of agitation.

(15) Broker means any person who is not a dealer but who arranges the packaging, shipping,
sale, or distribution of molluscan shellfish without taking ownership or physical custody of
the shellfish.

(16) Certification or Certify means the issuance of a numbered certificate to a person for a
particular activity or group of activities that indicates:

(a) Permission from the Authority to conduct the activity; and
(b)Compliance with the requirements of this Code.

(17) Certification Number means the unique identification number issued by the Authority to
each dealer for each location. Each certification number shall consist of a one (1) to five (5)
digit Arabic number preceded by the two letter State abbreviation and followed by a two (2)
letter abbreviation for the type of activity or activities the dealer is qualified to perform in
accordance with Chapter X. .04 B. The certification type will be followed bv am)hcable
permit designation as indicated in Chapter 1. @.02 E.1.¢his

(18) Collform Group means all of the aerobic and facultative anaerobic, gram negative, non-
spore forming, rod shaped bacilli which ferment lactose broth with gas formation within 48
hours at 95 °Fahrenheit (35 + 0.5 °Centigrade).

(19) Commingle or Commingling means the act of combining different lots of shellfish.

(20) Compliance Schedule means a written schedule that provides a correction time period to
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(e

(22)

23

249

25

(26)

o))

28

(29)

(30)

31
(32)

(33)
(34

35

(36)

37

eliminate Key and Other deficiencies.

Conditionally Approved means a classification used to identify a growing area which
meets the criteria for the approved classification except under certain conditions described
in a management plan.

Conditionally Restricted means a classification used to identify a growing area that meets
the criteria for the restricted classification except under certain conditions described in a
management plan.

Container means any bag, sack, tote, conveyance or other receptacle used for containing
shellfish for holding or transporting.

Corrosion Resistant Materials means materials that maintain their original surface
characteristics under normal exposure to the foods being contacted, normal use of cleaning
compounds and bactericidal solutions, and other conditions of use.

Conveyance means any type of container used to transport shellfish. The controls of the
NSSP are intended to address the container in which the shellfish are being held during
transport from landing to final consumer. For the purposes of meeting the NSSP time
temperature requirements for conveyances, the containers in which the shellfish are being
held must meet the required temperatures. Should shellfish be shipped in a small container
within a cargo space, the temperature requirement would apply only to the temperature
within the container.

Critical Control Point (CCP) means a point, step or procedure in a food process at which
control can be applied, and a food safety hazard can as a result be prevented, eliminated or
reduced to acceptable levels.

Critical Deficiency means a condition or practice which:

(a) Results in the production of a product that is unwholesome; or

(b)Presents a threat to the health or safety of the consumer.

Critical Limit means the maximum or minimum value to which a physical, biological, or
chemical parameter must be controlled at a critical control point to prevent, eliminate or
reduce to an acceptable level the occurrence of the identified food safety hazard.

Critical Nonconformity means a deviation of a laboratory requirement which has the
highest likelihood of adversely affecting the quality of the analytical results if out of
conformance.

Cross Connection means an unprotected actual or potential connection between a potable
water system and any source or system containing unapproved water or a substance that is
not or cannot be approved as safe and potable. Examples are bypass arrangements, jumper
connection, removable sections, swivel or change over devices, or other devices through
which backflow could occur.

Cull means to remove dead or unsafe shellstock from a lot of shellstock.

Dealer means a person to whom certification is issued for the activities of shellstock

shipper, shucker-packer, repacker, reshipper, or depuration processor.

Depletion means the removal, under the direct control of the Authority, of shellstock from a
growing area classified as prohibited.

Depuration or Depurate means the process of reducing the pathogenic organisms that may
be present in shellstock by using a controlled aquatic environment as the treatment process.
Depuration Processor (DP) means a person who harvests or receives shellstock from
growing areas in the approved or conditionally approved, restricted, or conditionally
restricted classification and submits such shellstock to an approved depuration process.
Direct Marketing means the sale for human consumption of shellfish which:

(a) Does not require depuration or relaying prior to sale; or

(b)Has been subjected to depuration or relaying activities.

Dry Storage means the storage of shellstock out of water.

Section I Purposes & Definitions
Page |5



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish: 20472019 Revision

(3%

39

(40)
41)
42)

43
(44
CS))
(46)
C)
48)
49)

(50)

(1)

(32)
(33

(54
(35

(56)

(57

(38)
(39

Easily Cleanable means a surface which is:

(a) Readily accessible; and

(b) Is made of such materials, has a finish, and is so fabricated that residues may be
effectively removed by normal cleaning methods.

Emergency Use Methods are methods used to meet an immediate or ongoing critical need

for a method of analysis and no NSSP approved method exists. Emergency Use Methods may

be given interim approval by the ISSC Executive Board provided the criteria in Procedure

XV. of the ISSC Constitution, Bylaws, and Procedures are provided.

EPA means the United States Environmental Protection Agency.

Facility means a structure. For other connotations, use person or activity.

Fecal Coliform means that portion of the coliform group which will produce gas from

lactose in an EC or A-1 multiple tube procedure liquid medium within 24 (£ 2) hours in a

water bath maintained at 112 °Fahrenheit (44.5 + 0.2 °Centigrade).

Federal Waters means the waters that fall outside of State and local jurisdiction but within

U.S. sovereignty (typically 3-200 nautical miles offshore). Federal waters include the

territorial sea and exclusive economic zone.

FDA means the United States Food and Drug Administration.

Float Aquaculture means open water aquaculture where the shellfish product is suspended

at the water surface using floats.

Food Contact Surface means an equipment surface or utensil which normally comes into

direct or indirect contact with shucked shellfish.

Food Safety Hazard means any biological, chemical or physical property that may cause a

food to be unsafe for human consumption.

Geometric Mean means the antilog (base 10) of the arithmetic mean of the sample result

logarithm (base 10).

Growing Area means any site which supports or could support the propagation of

shellstock by natural or artificial means.

HACCEP is an acronym that stands for Hazard Analysis Critical Control Point, a systematic,

science-based approach used in food production as a means to assure food safety. The

concept is built upon the seven principles identified by the National Advisory Committee on

Microbiological Criteria for Foods (1992).

HACCP Plan means a written document that delineates the formal procedures that a dealer

follows to implement the HACCP requirements set forth in 21 Code of Federal Regulations

(CFR) 123.6 as adopted by the Interstate Shellfish Sanitation Conference.

Harvest means the act of removing shellstock from growing areas and its placement on or in

a manmade conveyance or other means of transport.

Harvest Area means an area that contains commercial quantities of shellstock and may

include aquaculture sites and facilities.

Harvester means a person who takes shellstock by any means from a growing area.

Heat Shock means the process of subjecting shellstock to any form of heat treatment prior

to shucking, including steam, hot water or dry heat, to facilitate removal of the meat from

the shell without substantially altering the physical or organoleptic characteristics of the

shellfish.

Importer means any dealer who introduces molluscan shellfish into domestic commerce.

An importer has ownership of the shellfish, but need not take physical custody of the

shellfish.

Includes or Including means includes or including by way of illustration and not by way of

limitation.

In-Shell Product means non-living, processed shellfish with one or both shells present.

In-Shell Product Packing means the process of placing in-shell product into containers for
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introduction into commerce.

(60) Inspection Item means one of the standard criteria listed in the NSSP Plant Inspection
Form under which single or multiple observations of specific critical, key or other
deficiencies can be debited. [Note: term "item" appears several places in the Ordinance with
a larger connotation than this definition. In the section addressing the use of the inspection
form, however, the Ordinance uses the term "inspection item" hence that is provided here as
the defined term.]

(61) Interstate Certified Shellfish Shippers List (ICSSL) means an FDA publication of
shellfish dealers, domestic and foreign, who have been certified by a State or foreign
Authority as meeting the public health control measures specified in this Ordinance.

(62) Interstate Shellfish Sanitation Conference (ISSC) means the organization which consists
of agencies from shellfish producing and receiving States, FDA, the shellfish industry,
NOAA, and the EPA. The ISSC provides the formal structure wherein State regulatory
authorities, with FDA concurrence, can establish updated guidelines and procedures for
sanitary control of the shellfish industry.

(63) Key Deficiency means a condition or practice which may result in adulterated, decomposed,
misbranded or unwholesome product.

(64) Key Nonconformity means a deviation of a laboratory requirement that has a significant
potential to adversely affect the quality of the analytical results if out of conformance.

(65) Label means any written, printed or graphic matter affixed to or appearing upon any package
containing shellfish.

€65)(66) Laboratory Evaluation Officer means a person from either a state, federal or foreign

authority who has met the requirements established in Chapter [ @.01 H.

€66)(67) Landing means the point at which shellstock is put on land or a dock.

6D(68) License means the document issued by the Authority to a person to harvest or
transport shellstock for commercial sale. [In those States issuing permits as opposed to
licenses, the term license would be replaced with the term "permit" which would be defined
the same as "license".]

€68)(69) Lot of In-Shell Product means a single type of container of in-shell product of no
more than one day's harvest from a single defined growing area.

€£69(70) Lot of Shellstock means a single type of bulk shellstock or containers of shellstock
of no more than one day's harvest from a single defined growing area gathered by one (1) or
more harvesters. A lot may also be used to segregate the harvest times and intended uses of
shellstock for the purposes of complying with time to temperature requirements.

971 Lot of Shellstock for Depuration means shellstock harvested from a particular area
during a single day's harvest and delivered to one depuration plant.

&H(72) Lot of Shucked Shellfish means a collection of containers of no more than one day's
shucked shellfish product produced under conditions as nearly uniform as possible and
designated by a common container code or marking.

E2(73) Male-specific Coliphage (MSC) are a group of bacterial viruses that infect and lyse
E. coli Famp and produce plaques within 18 + 2 hours at 35-37 = 0.5 °Centigrade.

&3(14) Marina means any water area with a structure (docks, basin, floating docks, etc.)
which is used for docking and constructed to provide temporary or permanent docking space

for more than ten (10) boats.:

beats-

EH(5) Marine Biotoxin means any poisonous compound produced by marine
microorganisms and accumulated by shellstock. Examples include toxins produced by
Alexandrium spp. [Protogonyaulax species] and Karenia brevis.

Section I Purposes & Definitions
Page | 7



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish: 20472019 Revision

E5(76) May means discretionary and is not mandatory or required.

G617 Milliliter (ml) means a unit of measurement equal to the 0.001 portion of a liter.

(78) Monoculture means the culture of a single bivalve species.

&B(19) Mooring Area means any water area that is used to provide temporary or permanent
anchorage for more than twenty (20) boats. Mooring areas do not include any structures for
docking boats.

E8(80) Most Probable Number (MPN) mecans a statistical estimate of the number of
bacteria per unit volume and is determined from the number of positive results in a series of
fermentation tubes.

981 National Shellfish Sanitation Program (NSSP) means the cooperative State-FDA-
Industry program for the sanitary control of shellfish that is adequate to ensure that the
shellfish produced in accordance with these guidelines will be safe and sanitary.

80)(82) Open Water Aquaculture means the cultivation of bivalve shellfish in natural
shellfish growing areas.

8H(83) Other Deficiency means a condition or practice that is not defined as critical or key
and is not in accordance with the requirements of this Model Ordinance.

82(84) Other Nonconformity means a deviation of a laboratory requirement which does not
normally compromise the quality of the analytical results, but generally serves to enhance the
overall operation of the laboratory.

83)(85) Person means any individual, receiver, trustee, guardian, personal representative,
fiduciary, or representative of any kind, and any partnership, association, corporation or other
entity. Person includes the Federal government, the State, and any other public or private
entity.

84(86) Point Source means any discernible, confined and discrete conveyance including
any pipe, ditch, channel, tunnel or conduit that carries pollution.

8587 Poisonous or Deleterious Substance means a toxic substance occurring naturally or
added to the environment for which a regulatory tolerance limit or action level has been
established in shellfish to protect public health.

86)(88) Polyculture means the cultivation of:

(a) Two (2) or more species of shellfish; or
(b)Shellfish with other species in a common environment.

85(89) Post-Harvest Processing means any process which has been validated using NSSP
validation procedures which reduces the levels of pathogenic hazards to below the
appropriate FDA action level or in the absence of such a level, below the appropriate level as
determined by the ISSC.

88(90) Post-Harvest Processor means a designation given to a shellfish dealer that has
incorporated a post-harvest process.

8991) Potable Water means a water supply, which meets the requirements of the Safe
Drinking Water Act, as, administered by the EPA, and any applicable state or local
requirements.

©092) Principal Display Panel means that part of a label that is most likely to be
displayed, presented, shown or examined under customary conditions of retail sale.

“OH93) Processing means any activity associated with the handling, shucking, freezing,
packing, labeling or storing of shellfish in preparation for distribution. This would include the
activities of a shellstock shipper, shucker packer, repacker, reshipper, or depuration
processor.

9294 Process Batch means a quantity of shellstock used to fill each separate tank or a
series of tanks supplied by a single process water system for a specified depuration cycle in a
depuration activity.

©933(95) Process Water means the water used in the scheduled depuration process.
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“4H96) Prohibited means a classification used to identify a growing area where the harvest
of shellstock for any purpose, except depletion, gathering of seed or nursery culture for
aquaculture, is not permitted.

95097 Raw means shellfish that have not been_heated =
temDerature of 145 °Fahrenheit or greater for 15 seconds (or equivalent).

©6)(98) Recelpt of Shellﬁsh means the Cr1t10a1 Control Point where a shellfish dealer takes
possession of shellfish at a location where it will be processed and/or will be shipped to
another dealer or retail establishment. At this (location) point the dealer will monitor at
receiving Critical Control Points to ensure compliance with Critical Limits. This is also the
(location) point at which the dealer will monitor storage and shipping Critical Control Points.

935H99) Relay means to transfer shellstock from a growing area classified as restricted or
conditionally restricted to a growing area classified as approved or conditionally approved for
the purpose of reducing pathogens as measured by the coliform indicator group or poisonous
or deleterious substances that may be present in the shellstock by using the ambient
environment as the treatment process.

©98(100) Remote status means a designation applied to a shellfish growing area that has no
human habitation and is not impacted by any actual or potential pollution sources.

O9101) Repacker (RP) means any person, other than the original certified shucker-packer,
who repackages shucked shellfish into other containers.

400(102) Repacking In-Shell Product means the practice of removing in-shell product from
containers and placing it into other containers.

a6b103) Repacking Shellstock means the practice of removing shellstock from containers
and placing it into other containers.

ao02(104) Replicate is defined as two (2), or more, laboratory analyses conducted from the
same sample at the same dilution using the same method.

a033(105) Reshipper (RS) means a person who purchases shellfish from dealers and sells the
product without repacking or relabeling to other dealers, wholesalers, or retailers.

d04H(106) Restricted means a classification used to identify a growing area where harvesting
shall be by special license and the shellstock, following harvest, is subjected to a suitable and
effective treatment process through relaying or depuration.

a405(107) Restricted Ese=Shellstock means shellstock that is harvested from growing areas
classified as approved or conditionally approved in the open status and under conditions that
do not allow the sale of the shellstock for direct marketing for raw consumption. Restricted
ase-shellstock is identified with a tag indicating that the shellstock has restrlctlons requiringis
intended-for further processing or testing prior to distribution :

€06)(108) Safe Materials means articles manufactured from or composed of materials that
may not reasonably be expected to, directly or indirectly, become a component of or
otherwise adversely affect the characteristics of any food.

a05(109) Sanitation Control Record means records that document the monitoring of
sanitation practices and conditions during processing.

(110) Sanitary Survey means the written evaluation report of all environmental factors, including
actual and potential pollution sources, which have a bearing on the water quality in a shellfish
growing area.

a0811) Sanitary Survey Officer means a person from either a state, federal or foreign
authority who has met the requirements established in Chapter I @.01 H.

a09112) Sanitize means to adequately treat food contact surfaces by a process that is effective
in:

(a) Destroying vegetative cells of microorganisms of public health significance;

Section I Purposes & Definitions
Page |9



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish: 20472019 Revision

(b) Substantially reducing the numbers of other undesirable microorganisms; and
(c) Not adversely affecting the product or its safety for the consumer.

19(113) Seed means shellstock which is less than market size.

Hd14) Shall means mandatory and required.

a1115) Shellfish means all species of:
(a)Oysters, clams or mussels, whether:

(1) Shucked or in the shell;
(i) Raw, including post-harvest processed;
(iii) Frozen or unfrozen;
(iv) Whole or in part; and
(b)Scallops in any form, except when the final product form is the adductor muscle only.
(116) Shellfish Gardening is non-commercial shellfish culture for the purposes of enhancing water
quality, or enhancing natural stocks and not for sale for consumption.

(117) Shellfish Standardization Inspector means a person from either a state, federal or foreign

authority who has met the requirements established in Chapter | @.01 H.

133(118) Shellfish Standardization Officer means a person from either a state, federal or
foreign authority who has met the requirements established in Chapter I @.01 H.

44H(119) Shellstock means live molluscan shellfish in the shell.

15(120) Shellstock Packing means the process of placing shellstock into containers for
introduction into commerce.

6(121) Shellstock Shipper (SS) means a dealer who grows, harvests, buys, or repacks and
sells shellstock. They are not authorized to shuck shellfish nor to repack shucked shellfish. A
shellstock shipper may also buy, repack, and sell in-shell product as well as ship shucked
shellfish.

a1h3122) Should means recommended but is not required.

18(123) Shucker-Packer (SP) means a person who shucks and packs shellfish. A shucker-
packer may act as a shellstock shipper or reshipper or may repack shellfish originating from
other certified dealers.

19(124) Standardization means a process in which applicable staffs from the FDA and the
Authority conduct evaluations using standard criteria in a uniform manner.

DA d dizatin o o

Deficiency means a deficiency noted on the NSSP Standardized Shellfish
Processing Plant Inspection Form which, depending upon the severity and circumstances, can
be either a "Critical" or a "Key" deficiency.

a233(126) Transaction Record means the form or forms used to document each purchase or
sale of shellfish at the wholesale level and includes shellfish harvest and sales records,
ledgers, purchase records, invoices and bills of lading.

a24(127) Trip Records means a form of written documentation that includes the date and time
of each lot of shellfish harvested.

425(128) Wastewater Collection System means a collection system which may comprise of
sanitary sewer pipes, or a combination of sanitary sewer pipes and storm water pipes, and
pump stations to ensure that disposed wastewater is delivered to the wastewater treatment
plant to be treated.

426)(129) Wastewater Treatment Plant (WWTP) means a facility that treats or removes
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contaminants from sanitary and industrial sewage through a combination of processes to a
point where it can be discharged to the environment or reclaimed for other purposes.

a29(130)  Wastewater Treatment Plant Design Flow means the flow that the WWTP is
designed to discharge over a specified time period (such as hourly, daily, monthly, or
annually) and typically expressed as a daily or hourly average with the expectation of
meeting permit requirements.

a28)(131)  Wet Storage means the storage, by a dealer, of shellstock from growing areas in the
approved classification or in the open status of the conditionally approved classification in
containers or floats in natural bodies of water or in tanks containing natural or synthetic
seawater at any permitted land-based activity or facility.

Section I Purposes & Definitions
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Section I1I. Model Ordinance

Section II Model Ordinance — Chapter 1. Shellfish Sanitation Program for the Authority
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Chapter I. Shellfish Sanitation Program Requirements for the
Authority

| Additional Guidance: Section IV. Guidance Documents - Chapter I. Section .02

[Note: The Authority must meet the requirements of this section even if the Authority does not formally adopt
this section in regulation. ]

@.01 Administration

A. Scope.
(1) The Authority shall establish a statewide shellfish safety and sanitation program to regulate:
(a) The classification of shellfish growing areas;
(b) The harvesting of shellfish;
(c) Shellfish processing procedures and facilities;
(d) Product labeling;
(e) Storage, handling and packing;
(f) Shellfish shipment in interstate commerce;
(g) Shellfish dealers; and
(h) Bivalve aquaculture.
(2) All foreign countries shipping shellfish into the United States will have a memorandum of
understanding or an equivalency agreement with the United States.
£3(3) The regulatory responsibility for growing area and harvest control in federal waters will be
the responsibility of the FDA and NOAA.

B. State Laws and Regulations. The Authority shall have laws and regulations which provide an adequate
legal basis for the safety and sanitary control of all program elements including but not limited to the
elements outlined in @.01 A._Federal Agencies shall have laws and regulations which provide an
adequate legal basis for the safety and sanitary control of growing areas and harvest control.

C. Records. The Authority shall maintain records to demonstrate the effective administration of a
statewide shellfish safety and sanitation program. These records shall be maintained in a central
file and made available physically and/or electronically to any interested person upon request,
consistent with appropriate State and Federal law.

D. Shared Responsibilities. If more than one agency is involved in the administration of the statewide
shellfish safety and sanitation program, memoranda of agreement shall be developed between the
agencies to define each agency's responsibilities. In the case of Federal Waters, if more than one
agency is involved in the administration of the shellfish safety and sanitation program

memoranda of agreement shall be developed between the agencies to define each agency's

responsibilities.
E.  Administrative Procedures.

(1) The Authority shall have administrative procedures sufficient to:
(a) Regulate shellfish harvesting, sale, and shipment;
(b) Ensure that all shellfish shipped in interstate commerce originate from a dealer
located within the State from which the shellstock are harvested or landed, unless the
Authority has a memorandum of understanding with the Authority in another State to
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allow dealers from its State to purchase the shellstock;
(¢) Detain, condemn, seize, and embargo shellfish; and
(d)  Assure compliance with Shellfish Plant Inspection Standardization.
(2) In the case of Federal Waters, the FDA and NOAA shall have administrative procedures
sufficient to regulate growing areas and harvest control.
EF. Epidemiologically Implicated Outbreaks of Shellfish-Related Illness.
The Authority shall:
(1) Have a written protocol with the appropriate State agencies responsible for
collecting epidemiological information related to reported foodborne illnesses. The
protocol shall outline the procedure to ensure that all shellfish related illnesses are
reported to the shellfish Authority(s); and
(2) Have procedures for investigating incidents of shellfish borne disease.
EG.Commingling.
(1) Except for any shellfish included in the Authority's commingling plan, the Authority shall
not permit the commingling of shellfish.
(2) If the Authority permits shellfish product commingling, the Authority shall develop a
commingling management plan. The plan shall:
(a) Minimize the commingling dates of harvest and growing areas;
(b) Define a primary dealer;
(c) Limit the practice of commingling to primary dealers;
(d) Limit commingling to shellfish harvested from specific growing areas within the State
as identified by the Authority and purchased directly from harvesters; and
(e) Define how the commingled shellfish will be identified.
H. Personnel training requirements for implementing the NSSP
(1) Shellfish Dealer Inspections
(a) Shellfish Standardization Officer (SSO) shall successfully complete:

(i) the FDA standardization training course;
(i1) seafood HACCP; and

(i11) the field evaluation by a FDA standardization officer.
(b) Shellfish Standardization Inspector (SSI) shall successfully complete:
(i) the FDA standardization training course;
(ii) seafood HACCP; and
(111) the field evaluation by a FDA standardization officer or the SSO.
(2) Growing Area Classification
(a) Sanitary Survey Officer shall successfully complete:
(1) the FDA growing area course; and
(i1) have a minimum of one (1) year of on the job experience in a NSSP growing area
classification program within the shellfish sanitation program.
(3) Patrol Enforcement

(a) Officers responsible for the patrol of shellfish growing areas shall obtain the following
training:
(i) basic law enforcement before assuming patrol duties:;
(i1) shellfish control regulations before assuming independent patrol duties; and
(iii) updated shellfish control regulations at an interval deemed appropriate by the
Authority.
(4) Laboratory

(a) Laboratory Evaluation Officer (LEQ) shall successfully complete:

(i) the FDA Laboratory Evaluation Officer training course;
(i1) field standardization by a FDA LEO; and
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(iii) have a minimum of two (2) vears of shellfish laboratory experience or a laboratory
background with a minimum of three (3) years of bench level experience with the

method types that will be evaluated.

| Additional Guidance: Section IV Guidance Documents Chapter III. Section.02 |

@.02 Dealer Certification

A. General
(1) A person requesting certification shall be subject to a comprehensive, onsite inspection and
meet the criteria in Section B. or Sectlon C as approprlate The plant inspection shall be
conducted by the State-shelfish-standardiz atien-nspeeterSSO or SSI, using the appropriate
inspection form, within the 120-day perlod immediately prior to the issuance or renewal of the
certification.
(2) Certification shall be given only to persons who meet the established requirements
established for certification.
(3) All certifications shall expire annually. The month selected for certification expiration shall
be at the discretion of the Authority.
(4) The Authority shall issue only one certification number to a dealer for a location. A person
or dealer may obtain more than one certification if each business is:
(a) Maintained as a separate entity; and
(b) Is not found at the same location.
(5) The Authority may permit separate certified dealers to share a facility.
(6) The certification number issued to each dealer by the Authority shall be unique.
(7) Adequate records documenting each dealer's compliance with certification requirements
shall be maintained for at least three (3) years. These records shall include:
(a) Inspection reports of dealers;
(b) Notification letters and enforcement actions;
(c) Shellfish sample results and follow-up actions taken;
(d) Records of complaints or inquiries and follow-up actions taken; and
(e) Administrative hearing transcripts and records.
B. Initial Certification.
(1) Initial certification shall be given only to persons who meet the following requirements:
(a) HACCP requirements:
(i) A HACCP plan accepted by the Authority;
(i) No critical deficiencies;
(ii1) Not more than two (2) key deficiencies; and
(iv) Not more than two (2) other deficiencies.
(b) Sanitation and additional Model Ordinance Requirements
(1) No critical deficiencies;
(i) Not more than two (2) key deficiencies; and
(iii) Not more than three (3) other deficiencies.
(2) The initial certification shall include a compliance schedule to correct any deficiencies not
corrected by the dealer during the inspection.
C. Renewal of Certification.
(1) A dealer shall make application for certification renewal annually at the time specified by
the Authority. The Authority shall not renew the certification for any dealer until the dealer:

(a) Meets the requirements of Section B. 1. (a) and Section B. 1. (b). The number of
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deficiencies allowed under Section B. 1. (a) and Section B. 1. (b) shall include carry over
deficiencies from an existing compliance schedule approved by the Authority and new
deficiencies identified during the certification renewal inspection; and
(b) Agrees to a compliance schedule to address any new deficiencies not corrected by the
dealer during the inspection.
D. Revocation or Suspension of Certification.
(1) The Authority shall not allow any dealer whose certification has been suspended or revoked
under Section H. to deal in shellfish.
(2) The Authority shall not issue certification to a dealer whose certification has been suspended
or revoked to deal in shellfish until the dealer meets the requirements for initial certification.
E. Interstate Certified Shellfish Shippers List (ICSSL).
(1) When the Authority certifies a person to become a dealer, the Authority shall notify the FDA
for the purpose of having the dealer listed in the ICSSL. The Authority shall include the
certification type and any permit designation to be included in the ICSSL. The notice shall be in
the format of FDA Form 3038.

Designations:
Certification Permit
SP — Shucker Packer PHP — Post-Harvest Processing
RP — Repacker AQ — Aquaculture
SS — Shellstock Shipper WS — Wet Storage
RS — Reshipper
DP — Depuration

(2) The Authority shall notify the FDA for the purpose of having the dealer removed from the
ICSSL whenever a dealer's certificate or permit is:
(a) Suspended; or
(b) Revoked.
F. Inspections.
(1) After any person is certified, the Authority shall make unannounced inspections of the dealer's
facilities:
(a) During periods of activity; and
(b) At the following minimum frequencies:
(i) Within thirty (30) days of beginning activities if the dealer was certified on the basis of
a pre-operational inspection;
(i1) At least monthly for dealer facilities certified as depuration processors;
(iii) At least quarterly for dealer's activities certified as shucker-packer or repacker; and
(iv) At least semiannually for other dealer activities.
(2) The Authority shall provide a copy of the completed inspection form to the person in-charge at
the dealer's operation at the time of inspection. The inspection form shall contain a listing of
deficiencies by area in the operation and inspection item with corresponding citations to this
Model Ordinance.
&03) The plant inspection shall be conducted by the SSO or SSI using the appropriate
inspection form.
G. Performance Based Inspection Program (PIP).
(1)A PIP may be instituted by the Authority for any dealer who meets the requirements of this
section.

(2)The minimum frequency of inspection under a PIP shall be no less than one (1) inspection
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per certification period. The recertification inspection may qualify as the required minimum
inspection frequency.
(3)To be eligible for a PIP, the dealer shall have demonstrated a history of satisfactory
compliance for the previous three (3) =year period. The three (3) =year demonstration shall
include:
(a) Full compliance with the minimum inspection frequency shown under Section F.;
(b) Recertification of the dealer by the Authority;
(c) Verification that no critical deficiencies, no more than one (1) key deficiency and no
more than two (2) other deficiencies have occurred in any one (1) inspection;
(d) Correction of all identified deficiencies in accordance with the compliance schedule
approved by the Authority; and
(e) No repetition of the identified deficiencies.
H. Enforcement.
(1) General.
(a) The Authority shall use any combination of administrative hearings, fines,
certification cancellations, temporary suspension of operating licenses, embargoes,
product condemnations or product seizures to accomplish the implementation of this
Ordinance.
(b) When a dealer has failed to meet the compliance schedule, the Authority shall:
(1) Consider whether it is appropriate to revise the compliance schedule, suspend or
revoke the dealer's certification, or seek other administrative remedies; and
(i1) Document why an option was selected.
(2) Actions Triggered by Inspections.
(a) When any inspection detects a critical deficiency:
(i) The deficiency shall be corrected during that inspection; or
(i1) The dealer must cease production affected by the deficiency.
(b) When the dealer fails to comply with (a) above, the Authority shall immediately begin
actions to suspend or revoke the dealer's certification.
(¢) Product affected by a critical deficiency shall be controlled to prevent contaminated
or adulterated product from reaching consumers. When necessary the Authority shall:
(1) Detain or seize any undistributed lots of shellfish that may have been adulterated;
(ii) Initiate a recall of any distributed shellfish; and
(iii)) Immediately notify the enforcement officials for FDA and any other Authorities
where the product was distributed.
(d) When any inspection detects any key or other deficiencies not already covered in a
compliance schedule, the Authority, working with the dealer, shall develop a compliance
schedule to correct the new key or other deficiencies.
(e) When any inspection detects four (4) or more new key deficiencies, the Authority shall
consider the following options and document the reasons for the selection of a particular
option:
(1) Revise the existing compliance schedule;
(1) Suspend or revoke the dealer's certification; or
(iii) Seek other administrative remedies.

@.03 Evaluation of Shellfish Sanitation Program Elements

A.  The goal of shellfish program evaluation shall be to monitor program implementation and work with
States to determine where problems may exist and how to address them.
1. Shellfish program evaluation methodologies shall:
a. Monitor State program implementation;
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1.

b.
C.

Assess State program effectiveness; and

Evaluate the validity of the elements of the NSSP Guide for the Control of Molluscan

Shellfish.

The minimum components of shellfish program evaluation shall include:

a.
b.
C.

The focus of data collection shall be on measuring conformity of shellfish program activities

A description of the program activity;

A comparison of FDA observations with State observations; and

A measurement of conformity of shellfish program activities with elements of the
NSSP Guide for the Control of Molluscan Shellfish.

with elements of the NSSP Guide for the Control of Molluscan Shellfish.
The types of data collected shall include the following:

a. Program records;
b. Direct observation made by the evaluator; and
c. Data and information from the Authority or other pertinent sources.
Criteria for evaluation of shellfish sanitation program elements shall be as follows:
Laboratory
a. Requirements for evaluation of shellfish laboratories shall include at a minimum:

L

ii.
iii.

Records audit of laboratory operations both Quality Systems and Technical
methods;

Direct observation of current laboratory operating conditions; and

Information collection from the Authority and other pertinent sources concerning
laboratory operations.

Laboratory status is determined by the number and types of nonconformities found in
the evaluation using NSSP standardized criteria contained in the FDA Shellfish
Laboratory Evaluation Checklists found in Section IV Guidance Documents Chapter II.
Growing Areas .15 Evaluation of Laboratories by State Shellfish Laboratory Evaluation
Officers Including Laboratory Evaluation Checklists.

1.

ii.

Quality System Evaluation.

This checklist includes a conforming and nonconforming status only. All
nonconformities must be reconciled prior to scheduling an onsite evaluation of
technical methods in NSSP laboratories. As this part of the evaluation
specifically refers to the Quality manual and SOPs and other documentation
considered the basis for data defensibility, this documentation must be in order
prior to further Laboratory Evaluation Officer (LEO) scheduling. The Quality
Systems evaluation is performed as a desk audit and is in accordance with the
checklist found in Section IV Chapter II.

Technical Evaluation: Shellfish Laboratory will be technically evaluated and will
be assigned the designation of conforms, provisionally conforms or non-

conformance. The criteria used in determining the evaluation designations are
included in the NSSP Shellfish Laboratory Evaluation Checklist designated for
the specific type of laboratory evaluation being performed. (For more
information see Section IV. Guidance Documents Chapter II. Growing Areas .15
Evaluation of [aboratories by State Shellfish Laboratory Evaluation Officers

Including Laboratory Evaluation Checklists.)Ses
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éc.

ed.

£e.

status for technical checklists, other than the Quality Systems checklist, has up to ninety
(90) days to successfully correct all nonconformities noted in each component evaluated
or has an approved action plan in place to deal with the nonconformities noted. After
this period, the laboratory's status will be downgraded to nonconforming if any key
nonconformities remain to be successfully corrected. As a result, data being generated
by the laboratory will no longer be acceptable for use in support of the NSSP for the
laboratory component in question.
Corrective Actions for Provisionally Conforming Status. A laboratory found to be in
provisionally conforming status for technical methods checklists has up to sixty (60) days
to successfully correct all nonconformities found in each provisionally conforming
component evaluated or has an approved action plan in place to deal with the
nonconformities noted. After this period, the laboratory will be assigned the following
status for the laboratory component(s) in question:

1. Conforms if all the critical and key nonconformities have been successfully
corrected in each provisionally conforming component evaluated; or

ii.  Nonconforming if any critical or key nonconformities remain to be successfully
corrected in each provisionally conforming component evaluated or if the lab is not
able to be evaluated because of a nonconforming Quality System. As a result, data
being generated by the laboratory will no longer be acceptable for use in support of
the NSSP for the laboratory component in question.

Nonconformance.

1. Upon a determination of nonconforming status in any of the technical method
components, the laboratory has up to thirty (30) days to demonstrate successful
correction of all nonconformities found. After this period, if all critical and key
nonconformities have been successfully corrected, the status of the laboratory will
be upgraded to conforming for the laboratory component(s) in question. However,
if any critical or key nonconformities remain to be successfully corrected, the
status of the laboratory for the laboratory component(s) in question will continue to
be nonconforming; and as a result, data being generated by the laboratory for
this/these laboratory components will continue to be unacceptable for use in
support of the NSSP.

ii.  Upon a determination of nonconformance for the Quality Systems component, the
laboratory will have to successfully implement a quality system prior to the onsite
technical evaluation. Once all nonconformities are reconciled successfully, a
technical evaluation for NSSP methods using the appropriate method specific
NSSP Shellfish Laboratory Evaluation Checklist will be scheduled with the
laboratory.

iii.  When a laboratory is found to be nonconforming in either the technical or quality
component or in both components for failure to successfully implement the
required corrective action, or for having repeated critical or key nonconformities
in consecutive evaluations, the Authority will ensure that an action plan is
developed to correct the situation in an acceptable and expeditious manner or
discontinue use of the laboratory to support the NSSP.

iv.  For each laboratory component evaluated, the laboratory will be reevaluated either
on-site or through a thorough desk audit as determined by the FDA Shellfish LEO
and the FDA certified State Shellfish LEO if one is utilized by the State. Only a
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finding of fully conforming in laboratories whose data has ceased to be acceptable
to the NSSP will restore its acceptability for use in the NSSP for the laboratory
components in question.

2. Growing Areas

Requirements for evaluation of the shellfish growing area program element shall include at a

minimum:

a. Records audit of sanitary survey;

b. Bacteriological standards;

c. Growing area classification;

d. Marine biotoxin control; and

e. Marinas.

3. Patrol

a. Requirements for evaluation of shellfish growing area patrol elements shall include at a
minimum:
1. Records audit of past patrol activities;
ii.  Direct observation of current patrol activities; and
iii.  Information collection from the Authority and other pertinent sources.

b. Legal Penalties — Chapter VIII. @.01 A. (2) (c) Are there penalties in place to address
illegal harvest?
Compliance Criteria: The patrol element will be deemed in compliance if laws and
regulations exist that provide penalties for controlling harvest from harvest restricted
areas. [Critical]

C. Notification of Harvest Restricted Areas — Chapter VIII. @.01 A. (2) (d)
Is the industry notified of the boundaries of Harvest Restricted Areas? — Chapter VIII.
@.01 A. (3) (b)
Compliance Criteria: The patrol element will be deemed in compliance with this
requirement when the appropriate Authority demonstrates that the industry has been
notified of the boundaries. [Critical]

d. Comprehensive Listing of Harvest Restricted Areas —
Does the Patrol Agency have a comprehensive listing of Harvest Restricted areas?
Compliance Criteria: The patrol element will be deemed in compliance with this
requirement when it is determined that the Authority has a comprehensive listing of all
Harvest Restricted areas. [Critical]

e.

Patrol Policy Document — Chapter VIII. @.01 B. (7).
. Does the Patrol Agency have a patrol policy document?
Compliance Criteria: The patrol element will be deemed in compliance with this
requirement when the Authority provides a patrol policy document. [Key]
ii.  Is the patrol policy document complete?
Compliance Criteria: The patrol element will be deemed in compliance with this
requirement when it is determined that the patrol policy document includes all
items in Chapter VIII. @.01 B. (7) listed below. [Key]
(a) Citation of the law providing the legal basis for enforcement authority
(b) Citation of the laws and regulations, including penalties, which are directly
related to effective control of illegal harvest activities;
(¢) The organizational structure of the unit responsible for patrol activities,
including:
(1)  Patrol unit(s) name, address, and phone number;
(2) The roster and chain of command;
(3) Area assignments that support the frequencies of patrol delineated in
B. (2); and
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iii.

(4) A listing of specific vessels, vehicles, and equipment that support the
frequencies of patrol delineated in @.01 B. (2);
(d) Summaries of training in shellfish patrol techniques;
(e) The methods used to inform officers of growing area classifications and status,
and of any special activities licensed in the area;
(f) A listing of growing areas where patrol is required;
(g) An identification of any patrol problems;
(h) The type and frequency of reporting by patrol personnel;
(i) Copy of agreements with other agencies responsible for shellfish control
activities; and
(j) Citations/summons for the past year. If available, this information may
include:
(1)  The number of convictions or dismissals;
(2) Fines in dollar amount;
(3) Equipment or property confiscations and forfeitures;
(4) License suspensions or revocations; and
(5) Jail sentences; and
(6)  Written warnings.
Is the patrol policy document updated annually?
Compliance Criteria: The patrol element will be deemed in compliance with this
requirement when the Authority can demonstrate that the patrol policy document is
updated every calendar year. [Key]

f. Officer Training — Chapter VIII. @.01 B. (6)
Has the Patrol Agency met the NSSP patrol training requirements?
Compliance Criteria: The patrol element will be deemed in compliance with this
requirement when the Patrol Agency can demonstrate that all officers have met or are
scheduled for the training requirements of Chapter VIII. @.01 B. (6) before assuming
their patrol duties [Key].

g. Patrol Frequency — Chapter VIII. @.01 B. (2).

1.

ii.

iii.

Has the agency determined risk categories for all harvest restricted areas? —

Chapter VIII. @.01 B. (4)?

Compliance Criteria: The patrol element will be deemed in compliance with this

requirement when the Authority assigns risk categories for each harvest restricted

area and provides a listing of those categories. [Critical]

Does a risk management plan exist if required? — Chapter VIII. @.01. B. (3) (c)

and (d)

Compliance Criteria: The patrol element will be deemed in compliance with this

requirement when the Patrol Authority has conducted a Risk Management Plan for

all areas that are not patrolled at the frequency required in Chapter VIII.

@.01 B. (2). [Critical]

Has the patrol frequency requirement been met in all areas? — Chapter VIIL

@.01 B. (3) (b), (c), and (d)

Compliance Criteria: The patrol element will be deemed in compliance as

follows:

(a) When the Authority achieved 95-100 percent of required patrols in all harvest
restricted areas the program is considered to be in conformance with NSSP
patrol frequency requirements.

(b) When the Authority achieved 80 — 94 percent of required patrols in all harvest
restricted areas the program is considered to be in nonconformance with
NSSP patrol frequency requirements. [Key]
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(¢) When the Authority achieved <80 percent of required patrols in all harvest
restricted areas the program is considered to be in major non- conformance
with NSSP patrol frequency requirements. [Critical]

h. Memorandum of Understanding/Agreements - Chapter VIII. @.01 B. (5). If enforcement
of shellfish regulations is shared with another agency(s), is there a formalized
MOU/MOA with the other agency(s)?

Compliance Criteria: The patrol element will be deemed in compliance when the
authority has developed a Memorandum of Understanding/Agreement with all
Authorities which have delegated patrol responsibilities. [Key]

1. The

following procedures will be implemented when an FDA evaluation identifies

deficiencies with the above patrol evaluation criteria.

1.

il.

iil.

1v.

Vi.

Vii.

viii.

iX.

4. Plants

The overall Patrol Program element will be assigned one (1) of the following

designations:
(a) Conformance: The program is in compliance with all of the criteria listed
above.

(b) Conformance with Deficiencies: The program only has minor deficiencies
associated with a key compliance item.

(c) Nonconformance: The program has:

1. at least one (1) critical deficiency;
ii.  two (2) or more key deficiencies; or
iii.  arepeat [Key] deficiency from the previous evaluation.

(d) Major Nonconformance: The program has multiple deficiencies, key or
critical, that suggests the program has become ineffective to control harvest in
harvest restricted waters.

During the closeout meeting for patrol evaluation, the Shellfish Specialists shall

identify any patrol deficiency to the State patrol agency;

Within thirty (30) days of the closeout meeting, the Shellfish Specialist shall

provide a written Program FElement Evaluation Report (PEER), including

supporting documentation, to the State patrol agency;

Within thirty (30) days of receiving the PEER, the State patrol agency shall

provide a written response that indicates:

(a) The item(s) was corrected;

(b) A correction plan has been developed with a completion date; or,

(c) The reasons why the State disagrees with FDA's finding(s).

Within fifteen (15) days of receipt FDA shall review the State response, and
respond to the State;

Any CRITICAL item deficiency shall be corrected within thirty (30) days of

acceptance by FDA of the correction plan;

Any KEY item deficiency shall be corrected within one (1) year of acceptance by

FDA of the correction plan.

FDA shellfish specialists shall be responsible for monitoring the progress of State

action plans.

Patrol Program recommendations addressing improvements not associated with

the criteria included in Section I or recommendations addressing improvements

beyond the requirements of the Model Ordinance should be submitted to the

Authority in correspondence.

Requirements for evaluation of the shellfish plant inspection program elements shall include at a

minimum:

a. Records audit of past shellfish processing facility inspections;
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b. Direct observation of current shellfish processing facility conditions;

c. Information collection from the Authority and other pertinent sources concerning
shellfish processing facility inspection program.

d. Shellfish sanitation program element criteria shall be used to evaluate consecutive full

evaluations (not including follow up). If a violation of the same criteria is repeated, the
program element is considered out of compliance. This program element compliance will
be based on the following criteria:

1.

ii.

1ii.

1v.

V.

All dealers are required to be certified in accordance with the Guide for the Control
of Molluscan Shellfish.

95% of the certified dealers evaluated must have been inspected by the State at the
frequency required by the current Guide for the Control of Molluscan Shellfish.
Where compliance schedules are required no more than 10% of the certified
dealers evaluated will be without such schedules.

States must demonstrate that they have performed proper follow up for compliance
schedules for 90% of dealers evaluated, and if the compliance schedules were not
met, that proper administrative action was taken by the State.

All critical deficiencies have been addressed by the State inspector in accordance
with the Guide for the Control of Molluscan Shellfish.

e. Plant Evaluation Criteria

1.

il.

ii.

1v.

Vi.

Legal Authority — Chapter [ @ .01 B.
The plant sanitation element will be deemed in compliance if administrative laws
and regulations exist that provide the administrative authority to implement the
Dealer Certification requirements listed in Chapter [ @ .01 and @ 02. [Critical]
Initial Certification — Chapter I @ .02 B.
The Plant Sanitation Element will be deemed in compliance with this requirement
when all plants are certified in accordance with criteria listed below:
(a) HACCP requirements:

(i) A HACCP plan accepted by the Authority

(il))  No critical deficiencies;

(iii) Not more than two (2) key deficiencies;

(iv) Not more than two (2) other deficiencies.
(b)  Sanitation and additional Model Ordinance Requirements:

(i)  No critical deficiencies;

(i1))  Not more than two (2) key deficiencies;

(iii)) Not more than three (3) other deficiencies.
Inspection frequency — Chapter I @ .02 F. and G.
The Plant Sanitation Element will be deemed in compliance with this requirement
when one (1) or less plants inspected doesn’t meet the required inspection
frequency.
Compliance schedules.
The Plant Sanitation Element will be deemed in compliance with this requirement
when no more than 10% of the certified dealers evaluated are found to be without
schedules.
Follow-Up.
The Plant Sanitation Element will be deemed in compliance with this requirement
when the State demonstrates that they have performed proper follow-up for
compliance schedules for 90% of dealers evaluated and if the compliance
schedules were not met that administrative action was taken.
Deficiency Follow-up.
The Plant Sanitation Element will be deemed in compliance with this requirement
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vil.

when the State demonstrates that all critical deficiencies have been addressed.
In-Field Plant Criteria.
Certified plants will be evaluated to determine compliance with the criteria listed
below:
(a)  Shucker/packers and repackers HACCP requirements:
(i) A HACCEP plan accepted by the Authority;
(i1)  No critical deficiencies; and
(ii1) Not more than four (4) key deficiencies.
(b)  Shucker/packers and repackers sanitation and additional Model Ordinance
requirements:
(1) No critical deficiencies; and
(i1) Not more than four (4) key deficiencies.
(c)  Shellstock shippers and reshippers HACCP requirements:
(i) A HACCEP plan accepted by the authority;
(i1) No critical deficiencies; and
(iii) Not more than three (3) key deficiencies.
(d)  Shellstock shippers and reshippers sanitation and additional Model
Ordinance requirements
(i) No critical deficiencies; and
(i) Not more than three (3) key deficiencies.

f. The overall Plant Sanitation Program element will be assigned one (1) of the following
conformance designations based on compliance with the criteria listed in Chapter I.

@.03 B. 4.:

1.

ii.

1il.

iv.

Conformance: The program is in compliance with all of the criteria listed above
and all plants evaluated are in compliance with Chapter I. @.03 B. 4. e. vii.
Conformance with Deficiencies:

The program is in compliance with Chapter I. @ .03 B. 4. e. i - vi. and has 25% or
less of plants with deficiencies associated with Chapter I. @ .03 B. 4. e. vii.
Nonconformance:

The program is in compliance with Chapter 1. @ .03 B. 4. e. i., but, does not meet
the criteria in Chapter 1. @.03 B. 4. e. ii. or iii. or iv. or v. or vi. or has greater than
25% (but less than 51%) of plants with deficiencies associated with Chapter I.
@.03 B. 4. e. vii.

Major Nonconformance:

The program has multiple deficiencies. It is non-compliant with Chapter 1. @.03 B.
4. e. 1., or two (2) or more of Chapter I. @.03 B. 4. e. ii., or iii., or iv., or V., Or Vi., Or
51% or greater of plants with deficiencies associated with Chapter I. @.03 B. 4. e.
vii.

FDA will follow the current compliance program for communication with the State agencies.
All deficiencies observed by FDA while conducting the in-plant inspection portion of the evaluation
will be documented and included in the compliance determination outlined in Chapter I. @.03B.4.e.ii.
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This interim langua I tion I1 Chapter I B.4.f

L. Conformance Designations
A. The overall Plant Sanltatlon Program element W111 be ass1gned one (1) of the following

Conformance: The program is in compliance with all of the criteria listed in Chagter L
.03 B. 4. e. i.-vi. and has 25% or fewer of plants with deficiencies as outlined in

Chapter I. @.03 B. 4. e. vii.
2. Provisional Conformance:
The program is in cornnhance w1th ChaDter L @.03B.4.¢e.1- Vl and has 26% t 0 42%

programs that have 26-42% deficiencies, the Author1t¥ can achleve a designation of

conformance by successful completion of the actions listed in Interim Language 1. B. 2.
3. Nonconformance:

The program is in compliance with Chapter 1. .03 B. 4. e. i., but, does not meet the
criteria 1n Chanterl @ 03 B. 4 e. 11 or iii. Or iv. or v. or vi. or has greater than 42%of

designation requires an action plan as outhned in in Interlm Language I. B. 3.. Two
consecutive FDA audits of Provisional Conformance will result in a conformance
designation of Nonconformance.

4, Major Nonconformance

or two (2) or more of Chapter I. (@.03 B 4. e.ii., or iii., Or iv., Or V., Or Vi., or the fallure of

a state to develop and implement an acceptable and effective action plan.
B. Each conformance designation will require the actions listed below:

1. Conformance: The Authority will work cooperatively with the individual firms to correct
deficiencies or develop deficiency-specific compliance schedules in plants audited by
FDA.

2. Provisional Conformance: For plant sanitation programs that have 26-42% deficiencies,
the Authority can achieve a designation of Conformance by successful completion of the
actions listed below:

a.  Correct deficiencies or develop deficiency-specific compliance schedules in plants
audited by FDA within 30 days of the in-field closeout meeting. If there are any
disagreements between the Authority and FDA an additional 15 days will be
allowed to resolve differences.

b.  The State must take one of the following actions.

° Within 30 days, the SSO will conduct an audit of the same number of plants
as the original FDA evaluation to determine compliance with Chapter [ @.03
B. 4. e. vii., (The Authority will work with FDA to select the plants.); or

° Conduct inspections of all certified dealers with 120 days to identify and
correct deficiencies. Within 30 days of completion of the inspections, the SSO
will conduct an audit of the same number of plants to determine compliance
with Chapter I @.03 B. 4. e. vii. (The Authority will work with FDA to select
the plants.)

c.  Conduct a file review for the purpose of comparing FDA and SSO findings to
previous inspections

d. Determine if inspector re-standardization or additional training is needed.

e.  Re-standardize and provide additional training for inspectors as needed.
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Should the SSO audit outlined in in Interim Language 1. B. 2. b. above determine that
compliance with in Interim Language I. A. 1. the program will be reassigned a
conformance designation of Conformance. This reassignment will be acknowledged in
FDA correspondence to the Authority.

Should the SSO audit outlined in Interim Language I. B. 2. b. determine that the program
is not in compliance with Interim Language I. A. 1., the program will be reassigned a
designation of nonconformance. This reassignment will be acknowledged in FDA
correspondence to the Authority.

3. Nonconformance: The Authority must develop and complete an action plan that includes
a plan to specifically address any deficiencies associated with Chapter [ @03 B.4.e. ii-
vi. Should the designation of Nonconformance be the result of deficiencies associated
with Chapter [ @03 B.4.e.vii the action plan shall include the following:

a.  Correct deficiencies or develop deficiency-specific compliance schedules in plants
audited by FDA within 30 days of the in-field closeout meeting. Should the state
disagree with FDA regarding an identified deficiency(s), an additional 15 days will
be allowed for resolution and/or correction of those specific deficiencies.

b.  Within 10 days of correcting the deficiencies identified in the FDA audit, the
Authority shall request re-standardization of state SSO(s) by FDA.

c. _ Within 60 days of SSO re-standardization by FDA, the SSO will conduct an
abbreviated re-standardization of all inspectors using a minimum of 3 plants for the
purpose of evaluating staff competency.

d.  Provide additional inspector training as determined by the Authority.

e.  Following re-standardization, the state will conduct a state-wide compliance
inspection of all plants (excluding plants audited by FDA). This activity must be
completed within 120 days or another timeframe mutually agreed upon by the
Authority and FDA.

f.  Within 30 days of completion of the state-wide compliance effort, the SSO will
conduct an audit of the same number of plants to determine compliance with Chapter
1 @.03 B. 4. e. (The Authority will work with FDA to select the plants)

g.  The state SSO will conduct a file review for the purpose of comparing FDA and SSO
findings to previous inspections

Failure to complete an effective action plan will result in a Conformance designation of
major Nonconformance.

If Nonconformance is the result of Provisional Conformance failure, an action plan would
be required consistent with a conformance designation of Nonconformance.

4, Major Nonconformance: All determinations of Major Nonconformance and the
identification of deficiencies that pose imminent health concerns will be immediately
reported to the ISSC Executive Board for consideration for appropriate action.
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Chapter II. Risk Assessment and Risk Management

Requirements for the Authority

[Note: The Authority must meet the requirements of this section even if the Authority does not formally
adopt this section in regulation.

| Additional Guidance: Section IV. Guidance Documents - Chapter V. Illness Outbreaks and Recall Guidance

@.01 Outbreaks of Shellfish-Related Illness

A. When shellfish are implicated in an illness outbreak involving two (2) or more persons not
from the same household (or one (1) or more persons in the case of shellfish toxicity poisoning
associated with marine biotoxins), the Atk miredetermination of whether an
epidemiological association exists between the 1llness and the shellfish consumption will be
made by the state or local epidemiologist in the state in which the outbreak occurs. The

determination will be made by reviewing:
(l) %e% ood h1story,

%g ) Whether the dlsease has the potent1al or is known to be transmitted by shellfish; and
&5(3)  Whether the symptoms and incubation period of the illnesses are consistent with
the suspected etiologic agent.

NOTE: For add1t10nal guldance refer to the International Association for Food ProtectionefMillksEeed-
ane al-Sanitarians' Procedures to Investigate Food Borne IlIness.

B. When the state or local epidemiologist in the state in which the outbreak occursAsthesits has
determined an epidemiological association between an illness outbreak meeting the definition
of the NSSP and shellfish consumption, the appropriate Astherit=Authorities shall:

(D Notlfy the FDA Shellﬁsh Spec1ahst that a shellfish related outbreak has occurred.
atbreal=xWithin twenty-four (24) hours te-
determme whether the illness is growmg area related or is the result of post-harvest
contamination-ex, mishandling or illegal harvesting from a closed area. The
determination of post-harvest contamination may involve multiple authorities in

multiple states. The determination of the illness being growing area related will be
conducted by the source state.

ate-a post-harvest contam1nat1on problem—
or 1llegal harvestmg from a closed area, the Author1ty shall determine if the outbreak is from a

single source or multiple sources.:
(1) When the Authority determines that a single source outbreak has occurred, the Authority
shall:

(a) Immediately place the implicated portion(s) of the harvest area(s) in the closed status;
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(b) Notify the ISSC and the FDA Shellfish Specialist that a potential health risk is
associated with shellfish harvested from the implicated growing area;

(c) Promptly initiate recall procedures consistent with the Recall Enforcement Policy,
Title 21 CFR Part 7, when a recall is deemed appropriate by the Authority. The
recall shall include all implicated products.

(d) Transmit to the ISSC and FDA information identifying the dealers shipping the
implicated shellfish.

(e) The ISSC will notify States and FDA Shellfish Specialists of growing area closures
and recalls. In the case of recalls, ISSC will notify States with information
identifying dealers shipping the implicated shellfish. Closure and recall notices (not
to include dealers) will be posted on the ISSC website. ISSC will maintain an
inventory of closure and recall information.

(2) When the Authority determines that a multiple source outbreak has occurred, the
Authority shall immediately place the implicated portion(s) of the harvest area(s) in a
precautionary closure. A specific growing area placed in a precautionary closed status
under this section can be immediately re- opened when one (1) or more of the following
conditions are met:

(a) When the investigation, conducted in consultation with epidemiologist(s) in the state(s)
in which the outbreak occurs, determines that the shellfish which caused the outbreak
did not come from one (1) or more of the implicated growing areas in question based on
consumption data provided by victims or other relevant data provided by state
investigators. This would include an additional illness(es) that matches one (1) or more
of the implicated areas and allows for a more precise identification of the growing
area(s) which caused the outbreak.

(b) When an investigation, in accordance with Chapter II @, .01 H, of an_implicated
growing area identifies an actual or potential pollution source(s) in a specific growing
area and no source(s) are identified in other implicated growing areas, the precautionary
closures in other implicated growing areas can be reopened. The reopening can only
occur in a growing area after the investigation referenced above does not indicate an
actual or potential pollution source that could be the cause of the outbreak.

(c) When the investigation, conducted in consultation with the epidemiologists in the
state(s) in which the illnesses occur and the Authorities in the state from which the
shellfish were harvested, provides information that may include but shall not be

limited to:
(1) Volume or distribution information which would implicate a specific growing
area;

(i1) Illness reporting from immediately adjacent growing areas;

(ii1) Pollution source investigation in conjunction with growing area evaluation does
not identify a pollution source.

(iv) Epidemiological tools that would link cases based on genetic similarity.

(3) When precautionary closures are established to address an illness outbreak involving
multiple sources, Authorities will not be required to initiate voluntary recalls until the
investigations indicate a single source.

D. When the Qgrogrlate Authorities determinesasestia g 3 q 3
3 ates that the 111nesses are related to post- harvesting
contammatlon or mlshandhng, growing area closure is not required. However, the Authority_
in the state where the post-harvest contamination, mishandling or illegal harvesting from a
closed area occurred shall:

(1) Notify the ISSC and the FDA Shellfish Specialist of the problem; and
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2 Promntlv Initiate-initiate a#e%ﬂ%aﬁhrecall

ase procedures cons1stent with the Recall Enforcement

Pohcy, T1tle 21 CFR Part 7 when a recall is deemed appropriate by the Authority . The
recall shall include all implicated products.

(3) Transmit to the ISSC and FDA information identifying the dealers shipping the
implicated shellfish.

(4) The ISSC will notify States and FDA Shellfish Specialists of growing area closures and
recalls. In the case of recalls, ISSC will notify States with information identifying dealers
shipping the implicated shellfish. Closure and recall notices (not to include dealers) will
be posted on the ISSC website. ISSC will maintain an inventory of closure and recall
information.

E. When the Authorltv can not complete the determination outlined in Chanter I1. @ 01

24 hours the Authorlty in the source state shall:
(1) Immediately place the implicated portion(s) of the harvest area(s) in a Drecautlonarv
closedstatus - e—clos procedure redn-Chapte

the 111nesses are related to nost harvest contamination, or mishandling, or harvested
from a closed area, the suspected growing area can be reopened.

(2) Promptly initiate recall procedures consistent with the Recall Enforcement Policy, Title
21 CFR Part 7, when the authority deems appropriate.

&03) Promptly initiate recall procedures consistent with the Recall Enforcement
Policy, Title 21 CFR Part 7, when the authority can document a rationale that a recall
Would be effective.

&F.Upon clos1ng an 1mphcated portron(s) of the harvest area(s) for naturally occurring pathogens
and/or biotoxins, the Authority:
(1) Shall follow an existing marine biotoxin contingency/management plan, if appropriate.
(2) Shall collect and analyze samples relevant to the investigation, if appropriate.
(3) Shall keep the area closed until it has been determined that levels of naturally occurring
pathogens and/or biotoxins are not a public health concern.
(4) May limit the closure to specific shellfish species when FDA concurs that the threat of
illness is species specific.
HG. When the growing area is determined the problem, the Authority shall:
(1) Place the growing area in the closed status until:
(a) The Authorlty verifies that the area is properly clasmﬁed by conductln,q areview of
the growing area to include:s-asing—en ats b
Osrdinance-or
i._current data, in compliance with the NSSP Model Ordinance;
ii. A field review of existing pollution sources;
iii. A review of actual and potential intermittent pollution sources, such as
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vessel waste discharge and wastewater discharge from treatment plant collection

systems. If a previously unknown pollution source can be corrected, the closure
period shall be extended to allow for natural depuration following correction of the
pollution source; and
+iv. Examination of water quality subsequent to the illness outbreak.
tay(b) Shelfish-from-theprowingarcaarceonfirmedastheecauseofillnessbu 1t has

been determined that the event which caused the contamination no longer exists and
sufficient time has elapsed for natural depuration;
(2) Keep the area closed for a minimum of 21 days if the illness is consistent with viral
etiology; and
(3) Develop a written report summarizing the findings of the investigation and actions taken.
LH. Whenever an Authority or dealer initiates a recall of shellfish products because of public health
concerns, the Authority will monitor the progress and success of the recall. The Authority will
immediately notify the FDA, ISSC and the Authorities in other States involved in the recall. The
Authority shall submit periodic recall status reports to the FDA Shellfish Specialist consistent
with the Recall Enforcement Policy Title 21 CFR Part 7, Subpart C, Section 7.53 (b) (1- 6) until
such time that the Authority deems the recall to be completed. Each Authority involved in a recall
will implement actions to ensure removal of recalled product from the market, issue public
warnings if necessary to protect public health and provide periodic reports to the Authority in the
State of product origin regarding recall efforts within their State until such time that the Authority
in the State of product origin deems the recall to be completed. FDA will decide whether to audit
or issue public warnings after consultation with the Authority/Authorities and after taking into
account the scope of the product distribution and other related factors. If the FDA determines that
the Authority in any State involved in the recall fails to implement effective actions to protect
public health, the FDA may classify, publish and audit the recall, including issuance of public
warnings when appropriate.
L. Molluscan shellfish product that is recalled as a result of an illness outbreak associated with V.v. -e¢
V.p._or Norovirus- may be reconditioned.

(1) Validated reconditioning processes_for V.v. and V.p. include subjecting product to validated
post-harvest processing (PHP) or placing product into approved, conditionally approved,
conditionally restricted, or restricted growing areas for an appropriate period of time, not
less than fourteen (14) days, with appropriate controls and documentation to be determined
by the Authority.

£5(2)  Product associated with a Norovirus outbreak may be reconditioned by returning the
product, within ten (10) days of harvest, to the area from which it was harvested for an
appropriate period of time. Environmental conditions in the harvest area must be conducive
for pumping and feeding. The period of time shall not be less than sixty (60) days. The
Authority shall ensure appropriate controls and provide documentation of the activity

[P

| Additional Guidance: Section IV. Guidance Documents Chapter IV. Section .01

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

A. When the investigation outlined in Section @.01 A. (6) 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. States will not be expected to close growing areas based on V.p. cases that are
reported more than sixty (60) days after harvest or when environmental parameters have
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changed or monitoring indicates the V.p. risk is reduced.-ané=a Actions taken by the Authority
will be based on the number of cases and the span of time as follows.

(1)

)

3)

4)

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:

(a) 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

(©) 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:

(a) 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 the number of cases and the span of time reach the thresholds outlined above,

()

prior to implementing the controls above, the Authority shall conduct an investigation

of the illnesses within seventy-two (72) hours of reaching any one (1) of the thresholds

of Chapter II @.02 A. (1), (2) or (3) to determine whether the illness is growing area
related or is the result of post-harvest abuse or mishandling such as time temperature
abuse.

(a) If the conditions in Chapter Il @.02 A. (2) or (3) are met and the investigation
cannot be completed within 72 hours, immediately place the implicated
portion(s) of the harvest area(s) in a precautionary closed status.

(b) Should the Authority later determine that the illnesses are related to post
harvest abuse or mishandling the implicated harvest area(s) can be

immediately reopened.
When the investigation outlined in Model Ordinance Chapter II. @.02 A. (4)

demonstrates that the illnesses are related to post- harvesting contamination or

mishandling, growing area closure is not required. However, the Authority shall:

(a) Notify the ISSC and the FDA Shellfish Specialist of the problem; and

(b) Determine the appropriateness of initiating a voluntary recall by firms. If a firm or
firms is requested by the Authority to recall, the firm will use procedures
consistent with the Recall Enforcement Policy, Title 21 CFR Part 7. The recall
shall include all implicated products.

(c) Transmit to the ISSC and FDA information identifying the dealers shipping
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the implicated shellfish; Should closures and recalls be necessary the ISSC
will notify States and FDA Shellfish Specialists of growing area closures and
recalls. In the case of recalls, ISSC will notify States with information
identifying dealers shipping the implicated shellfish. Closure and recall notices
(not to include dealers) will be posted on the ISSC website. ISSC will
maintain an inventory of closure and recall information.

6 When the investigation outlined in Model Ordinance Chapter II. @.02 A.(4) does not
indicate a post-harvest contamination problem, or illegal harvesting from a closed area,
the Authority shall:

a Follow the procedures outlined in Chapter II @.02 A. (1), (2) and (3).

(b) Notify the ISSC and the FDA Shellfish Specialist that a potential health risk is
associated with shellfish harvested from the implicated growing area;

(c) If a recall is required by Chapter Il @.02 A. (3)

1. Transmit to the ISSC and FDA information identifying the dealers shipping
the implicated shellfish.

ii. The ISSC will notify States and FDA Shellfish Specialists of growing area
closures and recalls. In the case of recalls, ISSC will notify States with
information identifyving dealers shipping the implicated shellfish. Closure and
recall notices (not to include dealers) will be posted on the ISSC website. ISSC
will maintain an inventory of closure and recall information.

7 When the State Authority investigating the laboratory confirmed V.p. cases does not
provide information to identify a single growing area and multiple growing areas are
implicated, the State Authorities in the states with implicated growing areas shall
evaluate to determine if the illness should be attributed to the implicated area(s).
Evaluations may include but are not limited to:

(a) Vibrio levels in the growing area around the time and date of harvest

(b) Comparison of other single source illnesses attributed to a growing area(s) involved
in a multiple source outbreak. The purpose of this comparison would be to determine
if a common growing area can be identified.

(c) Environmental conditions which could increase the risk of V.p. at the time of harvest.
This could include conditions such as water temperature, air temperature and tidal
stage.

d Genetic typing of clinical isolates implicates a common growing area or rules out

implicated growing areas
8 If the evaluation in (7) provides sufficient information to implicate a single area, then

the Shellfish Authority shall take actions outlined in A. (6), above.
£83(9)  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:

(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

£3(10) 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:
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(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 Authority
based on studies.

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

4911 Shellfish harvesting may occur in an area closed as a result of V.p.

illnesses when the Authority implements one (1) or more of the following

controls:

(a) PHP using a process that has been validated to achieve a two (2) log reduction in
the levels of total V.p. 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 Authority.

@. 03 Annual Assessment of Vibrio vulnificus and Vibrio parahaemolyticus Illnesses and
Shellfish Production

A. The Authority shall assess annually Vibrio vulnificus (V.v.) and Vibrio parahaemolyticus (V.p.)
illnesses associated with the consumption of molluscan shellfish. The assessment will include a
record of all V.v. and V.p. 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 collect by month and report annually to the ISSC the volume of shellfish
harvested in the State. The report shall include the volume of shellfish harvested for each
species. Where available the volume breakdown of the production data will be reported by
utilization type (raw, shucked, PHP, etc.).

@.04 Presence of Human Pathogens in Shellfish Meats

| Additional Guidance: Section IV. Guidance Documents Chapter II. Section.16

A. Finding. Upon determination that human pathogens are present in shellfish meats, the Authority
shall investigate the harvesting, the distribution, and the processing of the shellfish.
B. Growing Area Investigation.
(1) The Authority shall review the following factors:
(a) The documentation to trace the shellfish to its source;
(b) The classification assigned to the growing area and whether the sanitary survey data
supporting that classification is current; and
(c) The probability of illegal harvesting from areas classified as restricted or prohibited,
or in the closed status.
2) The Authority shall take no further action when the Authority determines that:
(a) The growing area is properly classified;
(b) No illegal harvesting is taking place; and
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(¢) There is no reason to believe that the growing area is the source of the pathogens.

3) When the Authority determines that the growing area is not properly classified, the

Authority shall take immediate action to:

(a) Change the existing classification to the correct classification; or

(b) Close the growing area until the correct classification can be determined; and

(c) Determine whether to initiate a voluntary recall by firms. If a firm or firms is
requested by the Authority to recall, the firm will use procedures consistent with the
Recall Enforcement Policy, Title 21 CFR Part 7. The recall shall include all implicated
products.

4) When the Authority determines that the growing area may be the source of pathogens and
the pathogens exceed tolerance levels, the Authority shall request a voluntary recall by
firms. The firms will use procedures consistent with the Recall Enforcement Policy, Title
21 CFR Part 7. The recall shall include all implicated products.

(5) When the Authority determines that illegal harvesting is taking place, the Authority shall
determine whether to initiate a voluntary recall by firms. The firm will use procedures
consistent with the Recall Enforcement Policy, Title 21 CFR Part 7. The recall shall
include all implicated products.

C. Distribution and Processing Investigation.

(D The Authority shall evaluate the distribution and processing of the shellfish. This
investigation may include collection of additional meat samples.

@) The Authority shall take no further action when the Authority determines that there is no
reason to believe a problem exists in the distribution or processing of the shellfish.

3) When the Authority determines that a problem exists in the distribution or processing of
the shellfish, the Authority shall take immediate steps to correct the problem and
determine whether to initiate a voluntary recall by firms. If a firm(s) is requested by the
Authority to recall, the firm will use procedures consistent with the Recall Enforcement
Policy, Title 21 CFR Part 7. The recall shall include all implicated products.

D. Risk Management and Tolerance Levels.

| Additional Guidance: Section IV. Guidance Documents Chapter II. Section .08

(D Pathogen Present. When a growing area continues to demonstrate the presence of human
pathogen isolates in shellfish meats in the absence of illness, the Authority shall perform
a risk assessment to determine the correct classification for an area.
2) Established Tolerance Levels.
(a) When the established tolerance level for a particular pathogen isolate is not exceeded,
the Authority:
(i) Shall maintain a written summary of its finding and the data supporting its finding
in its central file; and
(ii)) May leave the growing area in its present classification.
(b) When the established tolerance level for a particular pathogen isolate is known and
there are no known outbreaks of shellfish associated disease caused by that pathogen in a
particular growing area, the Authority shall:
(1) Leave the area in the open status of its classification when the tolerance level is
not exceeded; and

(ii) Place the area in the closed status of its classification when the tolerance level is
exceeded.

(c) When the tolerance level is exceeded, the Authority may:
(i) Maintain the growing area in the closed status of its current classification;
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(i) Reclassify the growing area to the restricted or prohibited classification; or
(iii) Reclassify the growing area to the conditionally restricted classification and
establish a management plan.
(d) Any management plan based on shellstock exceeding established tolerance levels
shall:
(1) Meet all appropriate requirements for a management plan for the conditionally
approved or conditionally restricted classification;
(ii) Specify the additional criteria associated with the particular pathogen isolate that
the growing area must meet to be in the open status of its classification;
(iii) Document the scientific basis for the additional criteria;
(iv) Provide for periodic retesting of the shellfish meats; and
(v) Provide for the growing area to be placed in the closed status if the criteria are
exceeded.
3) Established Tolerance Levels Not Known.
(a) When an established tolerance level does not exist for the particular pathogen
isolated, the Authority shall assess the public health significance of the levels of the
pathogen found in the growing area shellfish meats. The Authority may consider FDA
recommended action levels or levels of concern in this determination. When the
Authority determines that:
(1) The levels are acceptable, the growing area shall remain in the open status of its
classification; or
(i1) The levels are unacceptable; the growing area shall be placed in the closed status
of its classification.
(b) If a growing area is placed in the closed status, the Authority may elect to
(i) Maintain that status indefinitely;
(i1) Reclassify the area to the restricted or prohibited classification; or
(iii) Reclassify the area to the conditionally restricted classification and establish a
management plan. The management plan shall meet the requirements of Section D.

) (.

@.05 Presence of Toxic Substances in Shellfish Meats

| Additional Guidance: Section IV. Guidance Documents Chapter II. Section .08

A. Upon determination that toxic substances, including heavy metals, chlorinated hydrocarbons, and
natural toxins are present in levels of public health significance in shellfish meats, the Authority
shall investigate the harvesting, distribution, and processing of shellfish and take necessary
corrective action in accordance with the procedures described in Section @.04.

B. When a growing area continues to demonstrate the presence of toxic substances in the absence of
illness, the Authority shall perform a risk assessment to determine the correct classification of the
area. The risk assessment and subsequent risk management shall follow the procedures outlined
in Section @.04 D., Risk Management and Tolerance Levels.

@.06 Vibrio vulnificus Control Plan

A. Risk Evaluation
Each shellfish producing State that is not currently implementing a V.v. Control Plan shall
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conduct a V.v. risk evaluation annually. The evaluation shall consider each of the following

factors, including seasonal variations in the factors, in determining the risk of V.v. infection from

the consumption of shellfish harvested from the State’s growing waters.

(1) In conducting the risk evaluation, the Authority will at a minimum consider the
following:

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

(b) Levels of V.v. in the growing waters and in shellfish, to the extent that such data
exists; and

(©) 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 V.v. Control Plan will continue
to maintain and implement a V.v. Control Plan.

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

D. The Authority shall develop a V.v. Contingency Plan should the risk evaluation indicate any
etiologically confirmed shellfish-borne V.v. illness from the growing waters of that State but the
number of cases does not reach the threshold established in @.06 C.

E. Control Plan
(D The V.v. 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 (1) or more of the
following triggers will be used:

(i)  The water temperatures in the area;

(i)  The air temperatures in the area;

(iii) ~ Salinity in the area;

(iv) Harvesting techniques in the area; and

(v)  Other factors which affect risk which can be used as a basis for reducing risk.

(b)  Implementation of one (1) or more of the following control measures to reduce the
risk of V.v. illness:

(i)  Labeling oysters as beings="E for shucking by a certified dealer?; or for
approved post-harvest processing to control the Vibrio vulnificus hazard
when the Average Monthly Maximum Water Temperature exceeds 70 °F.

(i)  Subjecting all oysters intended for the raw, half-shell market to Authority
approved PHP when the Average Monthly Maximum Water Temperature
exceeds 70 °F.

(i) 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 V.v. plans
will include controls when water temperature promotes V.v. levels and risk
of illness increases. The controls will minimize risk to less than three (3)
illnesses per 100,000 servings when Average Monthly Maximum Water
Temperature exceeds 80 °F. Authority approved Best Management
Practices (BMPs) will be applied to minimize V.v. growth to the extent
possible when Average Monthly Maximum Water temperature exceeds 70
°F but is less than or equal to 80 °F. BMPs will ensure that when the water
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(c)

temperature exceeds 70 °F but is less than or equal to 75 °F risk is
minimized to less than 1.75 illnesses per 100,000 servings and when water
temperature exceeds 75 °F but is less than or equal 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 V.v. calculator. A State is in
compliance with the NSSP when it effectively implements the controls
established in its plan using the FDA calculator to determine the risk per
serving for the established water temperatures.

(iv) The State Authority may implement alternative controls that will reduce the
risk to a level comparable to the risk per serving identified above in @.85-
06 E. (1) (b) (iii) when water temperatures exceed 70 °F.

A state has the option to implement a Vibrio vulnificus Control Plan that includes

time-temperature harvesting controls when Average Monthly Maximum water
temperatures are below 70°F. If the state implements this option, shellstock
intended for raw consumption shall comply with the matrix below:

Action Water Temperature Maximum hours from Exposure
Level to Temperature Control
Level 1 <65°F 36 hours
Level 2 65°F - 70°F (18°C - 23°C) 14 hours

(d) All shellstock harvested according to a Vibrio vulnificus control plan shall be

cooled to an internal temperature of 55°F (12.7°C) or less within 10 hours of
being placed into temperature control.

€e3(e) When pre-harvest culture practices have the potential to elevate Vibrio levels in

market size product intended for immediate harvest, the Authority shall establish
Vibrio control measures and include the measures in the State Vibrio Control
Plan. Such control measures may be implemented on a State-wide, regional,
geographic, or farm or growing area-specific basis. When shellfish are re-
immersed as a control measure the Authority should consider inclusion of record
keeping requirements such as means of shellfish segregation/identification
procedures, date re-immersed in water and date of final harvest. The Authority
may require growers to have a control plan approved by the Authority.

2 Control Plan Evaluation

(@)

(b)

The State Authority will conduct annual evaluations of the plan. Ata

minimum the Authority will consider:

(i) The annual number of Vibrio vulnificus cases associated with the
State’s growing waters and the amount of shellstock sold for half
shell consumption to determine risk per servings for each temperature
period.

(ii)) Environmental changes which could affect total V.v. in shellfish pre and post-
harvest.

(iii) Industry compliance with existing controls.

(iv) The Authorities enforcement of industries’ implementation of the controls.

For the purposes of determining Authority compliance the FDA will conduct

an