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Definitions 

Purpose.

Definitions.

(1) Adequately Iced 

(2) Adverse Pollution Condition

(3) Air Gap

(4) AOAC 
(5) APHA 
(6) Approved 

(7) Approved Limited Use Methods 

(8) Approved NSSP Methods
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(9) Aquaculture 

(10) Authority 

(11)  Assure 

(12) Backflow

(13)  Back Siphonage

(14) Blower 

(15) Broker 

(14) Certification or Certify  

(16) Certification Number 

(17) Coliform Group 

(18) Commingle or Commingling 
(19) Compliance Schedule 

(20) Conditionally Approved 

(21) Conditionally Restricted 

(22) Container 

(23 Corrosion  Resistant   Materials
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(24) Conveyance 

(25) Critical Control Point (CCP) 

(26) Critical Deficiency 

(27) Critical Limit 

(28)  Critical Nonconformity 

(29) Cross Connection 

(30) Cull 
(31) Dealer 

(32) Depletion 

(33) Depuration epurate 

(34) Depuration Processor (DP) 

(35)  Direct Marketing 

(36) Dry Storage
(37) Easily Cleanable 

(38) Emergency Use Methods

(39) EPA 
(40) Facility 
(419)  Fecal Coliform 

(42) FDA 



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision 

 
 
 

 

(43) Float Aquaculture 

(44) Food Contact Surface 

(45) Food Safety Hazard 

(46) Geometric Mean

(47) Growing Area 

(48) HACCP 

(49) HACCP Plan

(50) Harvest

(51) Harvest Area

(52) Harvester 
(53) Heat Shock 

(54) Importer 

(55) Includes or Including 

(56) In-Shell Product 
(57) In-Shell Product Packing 

(58) Inspection Item 

(59) Interstate Certified Shellfish Shippers List (ICSSL) 

(60) Interstate Shellfish Sanitation Conference (ISSC) 

(61) Key Deficiency 

(62) Key Nonconformity 

(63) Label 
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(64) Landing 
(65) License 

(66) Lot of In-Shell Product 

(67) Lot of Shellstock

(68) Lot of Shellstock for Depuration 

(69) Lot of Shucked Shellfish 

(70) Male-specific Coliphage E. coli Famp 

(71) Marina 

(72) Marine Biotoxin 
Alexandrium spp. Protogonyaulax

Karenia brevis 
(73) May 
(74) Milliliter 
(75) Monoculture 
(76) MPN (Most Probable Number) 

(77) National Shellfish Sanitation Program (NSSP) 

(78) Open Water Aquaculture 

(797) Other Deficiency 

(80) Other  Nonconformity

(819) Person 

(82) Point Source 

(83) Poisonous or Deleterious Substance 

(84) Polyculture 
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(85) Post-Harvest Processing 

(86) Post-Harvest Processor

(87) Potable Water 

(88) Principal Display Panel

(89) Processing

(90) Process Batch 

(919) Process Water 
(92) Prohibited

(93) Raw 

(94) Receipt of Shellfish 

(95) Relay 

(96) Remote status 

(97) Repacker  (RP)

(98) Repacking In-Shell Product 

(99) Repacking Shellstock 

(100) Replicate 

(101) Reshipper (RS) 

(102) Restricted 

(103) Restricted Use Shellstock 
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(104) Safe Materials 

(105) Sanitation Control  Record

(106) Sanitary Survey 

(107) Sanitize 

(108) Seed 
(109) Shall 
(110) Shellfish

(1119) Shellfish Gardening 

(112) Shellstock
(113) Shellstock Packing 

(114) Shellstock Shipper (SS) 

(115) Should 
(116) Shucker-Packer (SP) 

(117) Standardization 

(118) State Shellfish Standardization Inspector 

(119) State Shellfish Standardization Officer 

(120) Swing Deficiency 

(1219) Transaction Record 

(122) Trip Records 
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(123) Wet  Storage 
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Section II. Model Ordinance
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Chapter I. Shellfish Sanitation Program Requirements for the
Authority. 

@.01 Administration. 
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@.02 Dealer Certification. 
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Designations:

Certification Permit
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@.03 Evaluation of Shellfish Sanitation Program Elements

A.
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B.
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Compliance Criteria: 

[Critical]

Compliance Criteria: 

[Critical]
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Compliance Criteria: 

[Critical]

Compliance Criteria: 

[Key]

Compliance Criteria: 

[Key]

Compliance Criteria: 

[Key]

Compliance Criteria: 

[Key]
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Compliance Criteria: 

[Critical]

Compliance Criteria: 

[Critical]

Compliance Criteria: 

[Key]

[Critical]

Compliance Criteria: 

[Key]

Conformance: 

Conformance with Deficiencies:  

Non-Conformance: 

[Key] 
Major  Non-Conformance:  
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[Critical]
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Chapter II. Risk Assessment and Risk Management 

Requirements for the Authority 

@.01 Outbreaks of Shellfish-Related Illness. 

Procedures to Investigate Food Borne Illness
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V.v.
V.p.
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@.02  Shellfish Related Illnesses Associated with Vibrio parahaemolyticus (V.p.)

Vibrio parahaemolyticus (V.p.)

V.p. 
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V.p.

V.p.

Vibrio parahaemolyticus 

V.p.

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

Vibrio vulnificus Vibrio parahaemolyticus

Vibrio vulnificus Vibrio parahaemolyticus

@.04 Presence of Human Pathogens in Shellfish Meats.
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@.05 Presence of Toxic Substances in Shellfish Meats.
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@.06 Vibrio vulnificus Control Plan (Effective January 1, 2012) 

Vibrio vulnificus V.v.
Vibrio vulnificus 

Vibrio vulnificus

Vibrio vulnificus

Vibrio vulnificus

Vibrio vulnificus
Vibrio vulnificus

Vibrio vulnificus
Vibrio vulnificus

Vibrio   vulnificus  

Vibrio vulnificus
Vibrio  vulnificus  

Vibrio vulnificus

Vibrio vulnificus
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V.v. 
V.v. 

V.v. 

Vibrio vulnificus

Vibrio vulnificus

Vibrio vulnificus

V.v.

V.v.

V.v.

V.v.
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V.v.

V.v. 

@.07 Vibrio parahaemolyticus Control Plan

Vibrio parahaemolyticus V.p.

Mercenaria mercenaria)
Vibrio  parahaemolyticus 

Vibrio parahaemolyticus

Vibrio parahaemolyticus

Vibrio parahaemolyticus

Vibrio parahaemolyticus Vibrio
parahaemolyticus

Vibrio 
parahaemolyticus
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Vibrio parahaemolyticus

Vibrio 
parahaemolyticus

Vibrio parahaemolyticus

Vibrio parahaemolyticus 
Vibrio 

parahaemolyticus
Vibrio parahaemolyticus

Vibrio parahaemolyticus

Vibrio parahaemolyticus

Vibrio 
parahaemolyticus

V.p.

Vibrio parahaemolyticus
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“for shucking only”

Vibrio parahaemolyticus

V.p.
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Chapter III. Laboratory 

Requirements for the Authority.

@.01 Quality Assurance.
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@.02 Methods.
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Chapter IV. Shellstock Growing Areas 

Requirements for the Authority 

@.01 Sanitary Survey.
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@.02 Microbiological Standards. 
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@.03 Growing Area Classification. 
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@.04 Marine Biotoxin Control. 
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Karenia brevis 
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@.05 Marinas. 
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Chapter V. Shellstock Relaying

Requirements for the Authority. 

@.01 General. 

@.02 Contaminant Reduction. 
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@.03 Licenses to Relay Shellstock or to Harvest Shellstock for Delivery to a Low Acid
Canned Food Processing Facility.

@.04 Management of Relaying Shellstock or the Harvesting for Delivery to a Low Acid
Canned Food Processing Facility Activities. 
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Requirement for Harvesters. 

.01 Harvester License Required. 
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Chapter VI. Shellfish Aquaculture 

Requirements for the Authority 

@ .01 General. 

@ .02 Seed Shellstock. 

@ .03 Open Water and Land Based Aquaculture.

@ .04 Shellfish Gardening.
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Requirements for the Harvester/Dealer 

.01 Exceptions. 

.02 General. 

.03 Seed Shellstock. 
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.04 Open Water Aquaculture. 

.05 Land Based Aquaculture. 
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.06 Polyculture Systems. 

.07 Requirements for the Shellfish Gardener. 
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Chapter VII. Wet Storage in Approved and Conditionally
Approved Growing Areas 

Requirements for the Authority. 

@ .01 General. 

Requirements for the Dealer. 

.01 Source of Shellstock. 

.02 General. 
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.03 Wet Storage Sites in Natural Bodies of Water (Offshore).

.04 Wet Storage in Artificial Bodies of Water (Land-Based).
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Standard Methods 
for the Examination of Water and Wastewater
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Chapter VIII. Control of Shellfish Harvesting 

 

Requirements for the Authority. 

@.01 Control of Shellstock Growing Areas. 

Risk Category Minimum Frequency of Patrol
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Risk Factors Score
(1-5)

Weight Rating Explain  Rating
(optional)

Adjustment
Of Rating
(if needed)

Total Score Risk Category
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@.02 Shellstock Time to Temperature Controls. 

Vibrio vulnificus
Vibrio parahaemolyticus

Action Level
Average Monthly Maximum
Air Temperature

Maximum Hours from Exposure
to Receipt at a Dealer’s Facility

Level 1

Level 2

Level 3

Level 4
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Vibrio 

V.v. V.p. 
Arctica islandia Spisula solidissima

V.v. V.p.

Requirements for Harvesters. 

.01 General. 
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.02 Shellstock Harvesting and Handling.
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"THIS TAG IS REQUIRED TO BE ATTACHED UNTIL CONTAINER IS EMPTY
OR IS RETAGGED AND THEREAFTER KEPT ON FILE FOR 90 DAYS."
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V.v. V.p.

V.v. V.p.
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Chapter IX. Transportation 

 

.01 Conveyances Used to Transport Shellstock to the Original Dealer. 

.02 Conveyances Used to Transport Shellstock from Dealer to Dealer.

.03 Cargo Protection From Cross Contamination. 
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.04 Shipping Temperatures. 

.05 Transportation Records. 
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Chapter X.  General Requirements for Dealers

.01 General HACCP Requirements
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.02 General Sanitation Requirements. 
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.03 Other Model Ordinance Requirements. 

.04 Certification Requirements. 

Federal Register 
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.05 Shellstock Identification. 

[Note: All Federally allocated shellfish (surf and quahog) caught in federally regulated waters must follow 
the National Marine Fisheries Service tagging protocol. These Federal sequential tags will supersede the 
tagging requirements in ]
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"THIS TAG IS REQUIRED TO BE ATTACHED UNTIL CONTAINER IS EMPTY 
OR IS RETAGGED AND THEREAFTER KEPT ON FILE FOR 90 DAYS."
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.06 Shucked Shellfish Labeling.
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.07 In-Shell Product or Post-Harvest Processed In-Shell Labeling
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"THIS TAG IS 
REQUIRED TO BE ATTACHED UNTIL CONTAINER IS EMPTY OR IS 
RETAGGED AND THEREAFTER KEPT ON FILE FOR 90 DAYS." OR “THIS 
LABEL IS REQUIRED TO BE ATTACHED UNTIL CONTAINER IS EMPTY OR
IS RELABELED AND THEREAFTER KEPT ON FILE FOR 90 DAYS.”

.08 Shipping Documents and Records. 
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Chapter XI. Shucking and Packing

Requirements for the Authority.

@.01 Heat Shock. 

Requirements for Dealers.

.01 Critical Control Points. 
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[C]

[C]

[C]

.02 Sanitation. 
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Standard Methods for the Examination of Water and Wastewater [K]
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[C] 
[K]

Shellfish  Industry
Equipment Construction Guidelines [K]
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[K]

[O]
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[K]

Federal Register. [K]

Shigella 
Escherichia coli

Salmonella typhi
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Shigella spp.,
Escherichia coli

Salmonella typhi

Salmonella  typhi

Escherichia coli Shigella spp.

Salmonella typhi

Escherichia coli Shigella spp.

Salmonella typhi
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notified of a diagnosis or exhibits symptoms of hepatitis
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.03 Other Model Ordinance Requirements. 
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Chapter XII. Repacking of Shucked Shellfish 

.01 Critical Control Points. 
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.02 Sanitation. 
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.03 Other Model Ordinance Requirements. 
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Chapter XIII.  Shellstock Shipping

Exceptions. Shellstock Shippers are not required to pack shellstock in a building that complies with
Sections .02 and .03 of this chapter when the Authority has determined that a shellstock shipper's
practices and conditions do not warrant requiring shellstock to be packed in a building.

.01 Critical Control Points. 
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Chapter XIV. Reshipping

Exceptions. Reshippers are not required to comply with the building requirements in Sections .02 and .03
of this chapter when the Authority has determined that a reshipper's practices and conditions do not 
warrant requiring a building.

.01 Critical Control Points. 
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.03 Other Model Ordinance Requirements. 
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Chapter XV.  Depuration 

Requirements for the Authority. 

Requirements for the Dealer.

.01 Critical Control Points. 
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[C] 
[K]

[K]

[K]

[K]

[K]
[K] 

[K]

[K]
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[K]

[K]

[K] 
[K]
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[K]

[K]
[K]

[K]

[K] 
K

[K]

[K]

[SC/K]

[K]

[K]

[K]
[K]

[K] 
[K]

[O]
[K]

[K]
[K]

[SK/O]

[O]

[K]
[SK/O] 



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision

 

 

[K]

[K]

[O]
[O]

[O]
[C] [K] 

[K]
[K]

[K]
[SK/O]

[K]

[O]

[K]

[SC/K]

[K]

[SC/K]

[SC/K]

[K]

[O]

[K]

[K]
[K] 

[K]

[K]
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[K]

[K]

[K]

[K]

Federal Register. [K]

Shigella spp
Escherichia coli, 

Salmonella typhi.

[K]

Shigella spp
Escherichia coli; 

Salmonella typhi

Salmonella  typhi, 
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Escherichia coli Shigella spp

Salmonella typhi

Escherichia coli Shigella spp.

Salmonella typhi

[K]

notified of a diagnosis or exhibits symptoms of hepatitis

[K]

[K]

.03 Other Model Ordinance Requirements. 

[O]

[C]

[C]

[C]

[SC/K]
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[K]
[K] 

[K]

[O]
[O]

[O] 

[O]

[O] 

[O]

[O]

[O]
[O]

[K]

[K]
[K]

[K] 

[K]

[SC/K]

[K]

[K]
[K]

[SC/K]

[SC/K]

[O]
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[O]

[O]

[O]

[K]

[O]

[O] 
[K]

[K] 
[O]

[K]

[K]

[K]

[K]

[K] 
[K]

[K]

[K] 
[K]

[K]

[K]

[K]
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[K]

[K]

[K] 
[K]

[K]

[K]
[K] 

[K]

[K]

[K] 
[K]
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Limits for Verification of Depuration Plant Performance
Fecal Coliform per 100 grams

Species Geometric Mean 90th Percentile
Mya arenaria

Mercenaria mercenaria
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Chapter XVI. Processes and Procedures for Pathogen 
Reduction 

Vibrio vulnificus 
Vibrio parahaemolyticus

V. vulnificus V. 
parahaemolyticus
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Section III Public Health Reasons and
Explanations 
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Introduction 
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Chapter I. Shellfish Sanitation Program 

Requirements for the Authority. 

@.01 Administration

A. Scope.

B. Records.

C. Shared Responsibilities.

D. Administrative Procedures.
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E. Epidemiologically Implicated Outbreaks of Shellfish-Related Illness.

F. Commingling.

Shellstock Tagging 201

@.02 Dealer Certification 

A. - D. General, Initial Certification, Renewal of Certification, and Revocation or Suspension of
Certification.

Shellfish   Plant   Inspection   Standardization   Procedures

Dealer Certification and the Interstate Certified Shellfish Shippers List (ICSSL)

E. Interstate Certified Shellfish Shippers List (ICSSL).
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Dealer Certification and 
the Interstate Certified Shellfish Shippers List (ICSSL) 

F. Inspections.

Shellfish Plant Inspection Standardization Procedures 

G. Performance Based Inspection Program (PIP).

H. Enforcement.

Patrol of Growing Areas Growing Area Patrol and
Enforcement Shellstock Relay

Dealer Certification
and the Interstate Certified Shellfish Shippers List (ICSSL)
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Chapter II. Risk Assessment and Risk Management 

Requirements for the Authority. 

@.01 Outbreaks of Shellfish-Related Illness. 

Guidance for a Time- 
Temperature Evaluation of a Shellfish Implicated Outbreak

Sanitary Survey and the Classification of Growing Waters, Guidance for 
Developing Marine Biotoxin Contingency Plans Shellstock Relay 

@.02 Presence of Human Pathogens in Shellfish Meats. 
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@.03 Presence of Toxic Substances in Shellfish Meats

Action Levels, Tolerances and
Guidance Levels for Poisonous or Deleterious Substances in Seafood Guidance 
for Developing Marine Biotoxin Contingency Plans



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision

 

  

Chapter III. Laboratory 

Requirements for the Authority. 

@.01 Quality Assurance. 

Recommended Procedures for the 
Examination of Seawater and Shellfish

@.02 Methods. 

Recommended Procedures for the Examination of Seawater and Shellfish

Vibrio cholerae, V. vulnificus, and V. 
parahaemolyticus

Approved NSSP Laboratory Tests 
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Chapter IV. Shellstock Growing Areas 

Requirements for the Authority.

@.01 Sanitary Survey 

A. General

Vibrio cholerae V. parahaemolyticus
V. vulnificus
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V. parahaemolyticus V. cholerae 

V. vulnificus

Sanitary Survey and the Classification of Growing Waters

B. Sanitary Survey Required.

C. Sanitary Survey Performance.

Sanitary 
Survey and the Classification of Growing Waters

D. Shoreline Survey Requirements.
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Sanitary 
Survey and the Classification of Growing Waters
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@.02 Bacteriological Standards 

A. General.

B. Water Sample Stations.

C. Exceptions.

D. - F. Standards for the Approved Classification of Growing Areas in the Remote Status, Affected
by Point Sources, or Affected by Nonpoint Sources.
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Sanitary Survey and the 
Classification of Growing Waters, Systematic Random Sampling Monitoring Strategy Management 
Plans for Growing Areas in the Conditional Classification

not
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Systematic Random 
Sampling Monitoring Strategy 

G. - H. Standard for the Restricted Classification of Growing Areas Affected by Point Sources or
Nonpoint Sources and Used as a Shellstock Source for Depuration.

Sanitary 
Survey and the Classification of Growing Waters, Systematic Random Sampling Monitoring Strategy
Management Plans for Growing Areas in the Conditional Classification

@.03 Growing Area Classification 

A. General.
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B. Approved Classification.
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Action Levels, Tolerances, and
Guidance Levels for Poisonous or Deleterious Substances in Seafood

Federal Register

C. Conditional Classification.

approved conditionally approved

conditionally 
approved conditionally restricted restricted 
prohibited 
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Management Plans for Growing Areas in the Conditional Classification

Sanitary Survey and the 
Classification of Growing Waters

D. Restricted Classification.
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Shellstock Relay

E. Prohibited Classification.

Sanitary Survey and the Classification of Growing Waters

@.04 Marine Biotoxin Control 
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Karenia brevis Ptychodiscus brevis

Karenia brevis Karenia
brevis 

Pseudonitzschia pseudodelcatissima 
Pseudonitzschia pseudoseratia 

Guidance for Developing Marine Biotoxin Contingency Plans
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A. Contingency Plan.

Guidance for Developing Marine Biotoxin
Contingency Plan

B. Marine Biotoxin Monitoring.

uidance for 
Developing Marine Biotoxin Contingency Plan

C. Closed Status of Growing Areas.
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Guidance  for  Developing  Marine  Biotoxin
Contingency Plan

D. Heat Processing.

E. Records.

@.05 Marinas

A. Marina Proper.

B. Adjacent Waters.
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Chapter V. Shellstock Relaying

Requirements for the Authority. 

@.01 General. 

Shellstock Relay 

@.02 Contaminant Reduction. 

Shellstock 
Relay 

@.03 Licenses to Relay Shellstock.

Shellstock Relay 

@.04 Management of Relaying Activities. 

Shellstock Relay 
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Requirements for Harvesters. 

.01 Harvester License Required. 

Shellstock Relay 
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Chapter VI. Shellfish Aquaculture 

uidance for Developing Marine Biotoxin
Contingency Plan, Sanitary Survey and the Classification of Growing Waters Shellstock Relay 
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Chapter VII. Wet Storage in Approved and Conditionally
Approved Growing Areas 

, 
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Chapter VIII. Control of Shellfish Harvesting 

Requirements for the Authority. 

Growing  Area  Patrol and  Enforcement 

Thus, the patrol element of the NSSP is important to ensure compliance 
with the public-health safeguards resulting from the sanitary survey. 
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Requirements for Harvesters. 

° °
° °

V. vulnificus

°
°

° °

Aeromonas 
hydrophila V. parahaemolyticus V. 
alginolyticus A. hydrophila 

V. vulnificus V. cholerae V. fluvialis 



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision

 

 



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision

 

  

Chapter IX. Transportation 

Requirements for the Authority.
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Chapter X. General Requirements for Dealers 

.01 General HACCP Requirements. 
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.02 General Sanitation Requirements. 

.03 Other Model Ordinance Requirements. 

.04 Certification Requirements. 
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.05 -.07  Shellstock  Identification, Shucked  Shellfish  Labeling, Shipping Documents  and
Records. 
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.08 Wet Storage in Artificial Bodies of Water. 
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Chapters XI., XII., XIII., and XIV. - Shellfish Processing and
Handling

Requirements for Dealers. 

.01 Critical Control Points. 

A. Receiving Critical Control Point.

B. Shellstock Storage Critical Control Point.

C. Processing Critical Control Point.

° °

° °

D. Shucked Meat Storage Critical Control Point.

° °
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.02 Sanitation Requirements. 

A. Safety of Water for Processing and Ice Production.

B. Condition and Cleanliness of Food Contact Surfaces.

C.  Prevention of Cross Contamination.

D. Maintenance of Hand Washing, Hand Sanitizing, and Toilet Facilities.
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E. Protection from Adulterants.

F. Proper Labeling, Storage, and Use of Toxic Compounds.

G. Control of Employees with Adverse Health Conditions.

H. Exclusion of Pests.

.03 Other Model Ordinance Requirements. 

A. Plants and Grounds.
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B. Plumbing and Related Facilities.

C. Utilities.

D. Insect and Vermin Control.

E. Disposal of Other Wastes.

F. Equipment Construction for Non-Food Contact Surfaces.

G. Cleaning of Non-Food Contact Surfaces.
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H. Shellfish Storage and Handling.

I. Heat Shock.

J. Post-Harvest Processing.

V. vulnificus

V. vulnificus
V. 

vulnificus

K. Toxic Materials.

L. Personnel.
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M. Supervision.
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Chapter XV. Depuration 

Requirements for the Authority. 

@.01 Administration. 

; 
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. 

Requirements for the Depuration Processor. 

.01 Critical Control Points. 

A. Receiving Critical Control Point

B. Processing Critical Control Points

C. Finished Shellstock Storage Critical Control Point
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.

.02 Sanitation. 

A. Safety of Water for Processing and Ice Production.

B. Condition and Cleanliness of Food Contact Surfaces.
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C. Prevention of Cross Contamination.

D. Maintenance of Hand Washing, Hand Sanitizing, and Toilet Facilities

E. Protection from Adulterants

F. Proper Labeling, Storage, and Use of Toxic Compounds

G. Control of Employees with Adverse Health Conditions.

H. Exclusion of Pests.
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.03 Other Model Ordinance Requirements. 

A.  Plants and Grounds.

B. Plumbing and Related Facilities.

C. Utilities.
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D. Insect and Vermin Control.

E. Disposal of Wastes.

F. Equipment Construction for Non-Food Contact Surfaces

G. Cleaning of Non-Food Contact Surfaces

H. Shellfish Storage and Handling

. 

I. Personnel.

J. Supervision.
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K. Plant Operating Manual.

(1) Introduction.

(2) Description of the Facility.

(3) Design Specifications of the Depuration Unit.

(4) Laboratory to be Utilized for Microbial Analyses.

. 
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(5) Depuration Process Monitoring.

(6) Standard Operating Procedures.

(7) Record Keeping.

L. Process Verification
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Chapter XVI. Background & Performance of Post-Harvest 
Processing (PHP) Validation/ Verification Protocols

Background 

V. parahaemolyticus V. vulnificus

V. vulnificus

Validation

V. 
vulnificus V. parahaemolyticus
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Table 1

 

 

AGM Interval Grams Per Tube Positive Tubes Allowed
59,995 or Greater .01 2
37,174 – 59,994 .01 1
23,449 – 37,173 .1 4
12,785 – 23,448 .1 3
10,000 – 12,784 .1 2
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Final Concentrations

Initial
Concentrations

Verification 
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Table 3

Final
Concentration

Probability of 1 failure 
in 9 months

Probability of 2 failures 
in 9 months

Vibrio vulnificus Vibrio parahaemolyticus
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Section IV. Guidance Documents 
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Chapter I. General 

.01 Evaluation Standards. 

Background: 1995 Evaluation Standards Committee

Guiding Principles for Evaluators

Evaluation Standards

Systematic Inquiry: 

Competence
Integrity/Honesty: 
Respect for People: 

Responsibilities for General and Public Welfare: 

.02 Procedures for Initiating a New State Program Under the National Shellfish Sanitation
Program. 
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New State or Tribal Program
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Chapter II. Growing Areas 

.01 Total Coliform Standards. 

Model Ordinance 
Model Ordinance 

Model Ordinance 
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.02 Guidance for Developing Marine Biotoxin Contingency Plans. 

Model
Ordinance 

Introduction

et al., 

Alexandrium 
Gonyaulax

Karenia Gymnodinium

Alexandrium 
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Karenia brevis
Karenia 

Karenia brevis 

Karenia 

Pseudonitzachia
Pseudonitzachia 

Controlling Marine Biotoxins in Shellfish
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Recommended Contingency Plan Guidelines

* Provide an early warning system:

et al

Define the severity of the problem:
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Respond effectively to minimize illness:

* Gather follow-up data:

Return growing areas to the open status of their NSSP classification:
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References

Morbid. Mortal. Weekly Rep

Morbid. Mortal.
Weekly Rep

Federal
Register 

et al Morbid. Mortal. Weekly Rep

Vibrionaceae
Environmental Indicators and Shellfish 

Safety
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.03. Determining the Size of Closed Area as a Result of Illnesses
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.04. Determining the Harvesting Periods Associated with Implicated Product for 
Identifying Shellfish to be Included in the Recall
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.05 Determining the Scope of Implicated Product for Conducting a Recall
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.06 Protocol for the Landing of Shellfish from Federally Closed Waters due to PSP. 
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.07 Sanitary Survey and the Classification of Growing Waters. 

et al.

et al.
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History of 
the Interstate Shellfish Sanitation Program

et al.

Guidelines for Developing a Marine Biotoxin Contingency Plan

Components of the Sanitary Survey
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Management 
Plans for Growing Areas in the Conditional Classifications

Sanitary Surveys of Growing Waters

(1) An evaluation of the pollution sources that may affect the growing areas.

Management  Plans  for  Growing  Areas  in  the 
Conditional Classifications
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et al.

FDA Action Levels, Tolerances and Other Values for Poisonous or 
Deleterious Substances  in  Seafood Shellstock Relay 
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Guidance for Developing Marine Biotoxin Contingency Plans

(2) An evaluation of meteorological factors. 

(3) An evaluation of hydrographic factors that may affect distribution of pollutants throughout the area. 

(4) An assessment of water quality. 

et al
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Systematic Random Sampling Monitoring Strategy 

Standard Methods for the Examination of Water and Wastewater 

Systematic Random Sampling Monitoring Strategy 
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Minimum Requirements of the Sanitary Survey Report
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Growing Area Classifications

Growing Area
Patrol and Enforcement of Growing Area Restrictions 

Management Plans for Growing Areas in the Conditional Classifications
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Shellstock Relay 

Shellstock Relay 

References

Standard Methods for the Examination of Water and
Wastewater,
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Environ.   Sci. 
Tech

In The Eastern 
Oyster, Crassostrea virginica

In 
Environmental Indicators and Shellfish Safety

Report of Committee on Sanitary Control of the Shellfish Industry 
in the United States

In 
Environmental Indicators and Shellfish Safety

Public Health Bulletin No. 86

In Environmental Indicators and Shellfish 
Safety

In 
Environmental Indicators and Shellfish Safety

In Proceedings 8th National Shellfish Sanitation Workshop

In Interstate Shellfish 
Sanitation Program Handbook

In 

In 

In 

In 

In 

In 
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In Environmental Indicators and 
Shellfish Safety

In 
Environmental Indicators and Shellfish Safety

The Eastern Oyster, Crassostrea virginica.

et al

World Neurology 
Vibrionaceae

In Environmental Indicators and
Shellfish Safety

et al Public
Health Reports, Supp. No. 50

Recent Trends in Coastal Environmental Quality: Results
from the Mussel Watch Project

Mar. Environ. Res. 

Clinical Micro. Rev
Seafood Borne Disease Outbreaks

In Environmental Indicators and Shellfish 
Safety

In 
The Eastern Oyster, Crassostrea virginica

Mercury Concentrations In Marine Organisms Of Lavaca 
Bay

J. of Food Protection
Design Criteria for Mechanical, Electric, and

Fluid System and Component Reliability
Protection of Shellfish Waters
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.08 Action Levels, Tolerances and Guidance Levels for Poisonous or Deleterious Substances
in Seafood. 

Code of 

Federal Regulations 

Federal Register 
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Table 1

Action Levels, Tolerances and Guidance Levels for Poisonous or Deleterious Substances in Seafood

Class of Substance Substance Level
Food
Commodity Reference

Deleterious Substance

Chemotherapeutics

Natural Toxins
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Note: 
21 CFR 123.3(d)

Footnotes for Table 1

FDA Investigations Operation Manual FDA Pesticide Analytical 

Manual (PAM) AOAC Official Methods of Analysis APHA Recommended 

Procedures  for  the  Examination of  Sea Water  and  Shellfish

References

Federal
Register

Action Levels For Poisonous Or Deleterious Substances In
Human Food And Animal Feed

Guidance  Document  for Arsenic  in Shellfish

Guidance  Document  for  Cadmium  in Shellfish

Guidance Document  for  Chromium in  Shellfish

Guidance Document for Lead in Shellfish

Guidance  Document  for  Nickel  in Shellfish

Fish and  Fisheries  Products  Hazards &  Controls
Guidance
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.09 Management Plans for Growing Areas in the Conditional Classification. 

Sanitary Survey and  the  Classification of 
Growing Waters
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Use of the Conditional Classification
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Suitability of the Conditional Classification
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Protection of Shellfish Waters Design Criteria for Mechanical, Electric and Fluid
System Component Reliability 

Shellstock Relay 
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Minimum Requirements for a Conditional Area Management Plan
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Design Criteria for Mechanical, Electric, and
Fluid System and Component Reliability

Protection of Shellfish Waters

.10 Shellstock Relay. 

Factors Affecting Natural Cleansing



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision

 

 

Mercenaria mercenaria

(Crassostrea virginica)

E. coli 
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Relaying Operations

Sanitary 
Survey and the Classification of Growing Waters

Action Levels, Tolerances and Other Values for Poisonous or Deleterious 
Substances in Seafood
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.11 Systematic Random Sampling Monitoring Strategy. 

.

Sanitary Survey and the Classification of Growing Waters

Standard Methods for the Examination of 
Water and Wastewater 
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Water Quality Assessment
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Estimating the 90th Percentile
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next lower integer 
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Application of the Guideline

Example 1

(1) Convert MPN values to base 10 logarithms

Obs MP Log10 Obs MPN Log10

(2) Calculate Geometric Mean and Standard Deviation

(3) Calculate Estimated 90th Percentile using above equation

(3) Interpret
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Example 2

(1) Convert MPN values to base 10 logarithms

Obs MPN Log10 Obs MPN Log10

(2) Calculate Geometric Mean and Standard Deviation

(3) Calculate Estimated 90th Percentile using above equation 

(4) Interpret

would not meet 
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In 

Standard Methods for the Examination of Water and
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.12 Growing Area Patrol and Enforcement.

Sanitary 
Survey and the Classification of Growing Waters

Patrol Activity
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Shellstock  Relay 

Recommendations for FDA Evaluation of State Program Patrol Element
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When  an  FDA evaluator, in the field and  unaccompanied  by a  patrol  officer,  observes an  alleged
violation, the FDA evaluator must immediately report the alleged violation to the Patrol Authority.

FDA Standardized Patrol Evaluation
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Criteria Item Item Type

References



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision 

 

.13 Control of Shellfish Harvesting.

Requirements for the Authority.

Growing Area Patrol and Enforcement of Growing Area Restrictions 

Thus, the patrol element of the NSSP is important to ensure 
compliance with the public-health safeguards resulting from the sanitary survey. 
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.15 Evaluation of Laboratories by State Shellfish Laboratory Evaluation Officers Including 
Laboratory Evaluation Checklists. 
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References

Standard Methods for the Examination of Water and
Wastewater.

Standard Procedures for State Shellfish Laboratory Evaluation
Officers

NOTE: Please click on the link below to view, print or download these documents:

NSSP Laboratory Evaluation Checklists

1. Shellfish Laboratory Evaluation Checklist
2. Mouse Bioassay and Scotia Rapid Test for Paralytic Shellfish Poisoning (PSP)
3. Laboratory Evaluation Checklist – Analysis for NSP (Mouse Bioassay)
4. Paralytic Shellfish Poisoning (PSP) HPLC-PCOX Method Evaluation Checklist
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.16 Protocol for Reviewing Classification of Areas Implicated by Pathogens in Shellfish 
Meat Samples. 

NOTE: Please click on the link below to view, print or download these documents:

Protocol for Reviewing Classification of Areas Implicated by Pathogens in Shellfish 
Meat Samples
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.17 Calculating the Ninetieth (90th) Percentile for End-Product Depurated Shellfish 

Mya 
arenaria

. 
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Example 1

For soft clams, the ten (10) most recent consecutive harvest lots from a particular restricted harvest 

area produced  the  following  end-product  fecal  coliform  count data  which  has  been arrayed  in

ascending order for ease in calculation.

Sample # FC Count (MPN/100 grams)
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Example 2

Soft clams from another restricted harvest area produced the following end-product depurated fecal 

coliform counts which have been arrayed in ascending order for ease in calculation.

Sample # FC Count (MPN/100 grams)

Example 3

In this case, oysters from a restricted harvest area produced the following end-product depurated fecal 

coliform counts which have been arrayed in ascending order for ease in calculation.

Sample # FC Count (MPN/100 grams)
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Conditional Protocol

.18 Decision Tree - Shellfish from Non-MOU Countries. 

NOTE:  Please click on the link below to view, print or download this document: 
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19. Determining Appropriately Sized Prohibited Areas Associated with Wastewater 
Treatment Plants
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MSC Results
All Conditions 
(n=216)

Normal Operating 
Conditions 
(n=129)
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MSC and NoV Results
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Wastewater Treatment 
and Disinfection

Log10 NoV GI 
Reduction

Log10 NoV GII 
Reduction

Log10 MSC 
Reduction
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Escherichia coli

Escherichia coli, Enterococcus fecalis,
Crassostrea virginica

Mercinaria mercinaria Int.J.Food Microbiol.

Applied and Environmental Microbiology
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Chapter III. Harvesting, Handling, Processing, and
Distribution 

.01 Shellfish Industry Equipment Construction Guide. 

Introduction

Scope
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Definitions

Air break

Air Gap

Air Under Pressure

Alternate Materials 

Blower 

Coatings

Corrosion   Resistant   Materials

Cleaned-in-place 

Dead End

Drain gate and chute 

Drain valve 
Easily Cleanable 

Equipment

Filter Media 

Flood Level Rim 
Food contact surface 

Metals 
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Nonfood Contact Surfaces 
Nontoxic Materials 

Plastic 

Rim 
Readily accessible 

Readily Demountable or Removable 

Returnable Shipping Container 

Safe Materials 

Sealed 
Molluscan Shellfish

Shellfish Shucking Bucket 

Shellfish Shucking  Pan

Shucked Shellfish
Single Service Articles 

Skimmers
Skimmers Paddle 

Smooth 

Splash Contact Surfaces 

Toxic 
Utensils

Weld 
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Materials

I. Metals

A. Stainless Steel

Cr

B. Optional Metal Alloys

Table 1

Photo 1 – Stainless Steel Type304, No.3
Polish satisfactory  for  many  industrial and  commercial products  requiring a good
polished surface. Typical applications include vent hoods.
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Photo 2  - Stainless Steel Type 304, No.4
Polish is exceptionally uniform normally used without further finishing. This is the 
established standard for dairy and food processing equipment because it is easy to keep
clean and sanitary.

C. Electroless Nickel Alloy Coating

No other elements

D. Solder
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Table 1 -- Optional Metal Alloys

UNS 
NO8367

ASTM 
A743
Grade

CN-3MN

UNS 
S21800

ASTM 
A743
Grade
CF-10
SMnN

UNS 
S20161

UNS 
N26055

ASTM 
A494
Grade

CY5SnBiM

UNS 
N26455

ASTM 
A494
Grade

CW-2M

UNS 
S17400

ASTM 
A747
Grade

CB7Cu-1

UNS 
S15500

ASTM 
A747
Grade

CB7Cu-2

UNS 
S32900

UNS 
R20500

ASTM 
A560
Grade
50Cr-
50Ni

UNS 
R50400

ASTM 
B67
Grade

C-2

C

Mn

Si

P

S

Cr

Ni

Mo

Cb

Cu

N

Fe

Sn

Bi

W

Tl

Al

Other

NOTE: 

Alloys containing lead, leachable copper or other toxic metals should not be used.
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E. Aluminum

F. Nonmetals

Rubber rubber-like materials 

Plastic materials 

Durability of rubber and plastic 

Bonded Rubber 

G. Materials for Non-product Contact Surfaces
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II. Fabrication

A. Surface Texture

B. Permanent Joints

Welding

Soldering

Press fits or shrink-fits
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Surface finish

C. Bonded Materials

D. Coatings

E. Cleaning and Inspection

F. Draining

G. Fittings, Valves, Instruments and Similar Appurtenances
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H. Sanitary Tubing

I. Gaskets

J. Radii

K. Threads
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L. Perforated Product Contact Surfaces

M. Shafts and Bearings

General Equipment and Service Items

I. Blower Tank

A. Material
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B. Fabrication

(Figure 1)

(Figure 1) – Product contact surface seams

(Figure 2)
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Figure 2 – Internal angles of 135° or less on product contact areas

Figure 3

Figure 3 – Sanitary Pipe Fitting

(See Figures 4 and 5)



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision

Figure 4 – Blower Tank

Figure 5 – Close up for a smooth and rounded leg

(Figure 4)

(Figure 6)
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Figure 6 – Blower false bottom plate

(Figure 6)

Figure 7 – Air pump

(Figure 4)
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(Figures 8 and 9)

Figure 8 – Air manifold installed inside the blower tank

Figure 9 – Air manifold located inside tank

(Figure 9)
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II.  Skimmers

A.  Material

Figure 10 – Photo front view of a skimmer
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B.  Fabrication

Figure 11

Figure 11 – Front view of skimmer frame; broken lines are the removable part of the 

skimmer food contact area

Figure 2
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Figure 12 and Dimension 

A, Figure 13) Dimension B, Figure 13

Dimension C, Figure 13

Dimension E, Figure 13

Figure 12 – Skimmer perforations or slots in the strainer shall be at least 1/4 " in 

diameter

Figure 13 – Skimmer cross sectional side view

Dimension D, Figure 13
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Figure 13

Figure 5

(Figure 14)

Figure 14 – Skimmer frame table

Figure 14
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III. Returnable Shipping Containers

A. Material

B. Fabrication
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(See Figure 15)

Figure 15 – Returnable container with lid

IV. Shucking Buckets and Pans

A. Material
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B. Fabrication

Mya arenaria
(Figures 16 and 17)

Figure 16 – Mya arenaria shucking pan, four pint capacity

Figure 17 – Oyster shucking bucket, nine pint capacity
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(See Figure 18)

Figure 18 – Shucking bucket handle 180° apart side by side

V. TABLES

A. Materials
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B. Fabrication
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(Figure 19)

Figure 19 – Exposed edges and nosings on horizontal surfaces

(Figure

20)

Figure 21
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Figure 20 – Legs and gussets

(Figure 21)
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Figure 21 – Reinforcing and framing

VI. CONVEYORS

A. Materials

B. Fabrication
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(Figure

22)

Figure 22 – Low profile fasteners for nonfood contact surfaces

VII. Oyster Shucking Grinders

A. Materials

(Figure

23)



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision

 

  

Figure 23 – Mechanical stainless steel oyster grinder

B. Fabrication

Notes:
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References:
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.02 Shellfish Plant Inspection Standardization Procedures NSSP Standardized Shellfish 
Processing Plant Inspection Form. 

Chapter I Introduction to Plant Standardization

Standard s

Candidate 
Standard

Candidates

Standard "

Standard 
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Standard

Candidate 
Standard

Chapter II Standardization Participants

Standard

Candidate(s) Standard

Candidates 
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Chapter III Qualifications For Standardization

Candidate 
Candidate 

Candidate
Candidate 

NOMINATION Candidate 

JOB EXPERIENCE Candidate 

Candidate 

CLASSROOM TRAINING Candidate 

FD 

EDUCATION Candidate 

Candidate
Candidate 

NOMINATION Candidate 

JOB EXPERIENCE 

CLASSROOM TRAINING Candidate 

FD 245 

EDUCATION 
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Chapter IV Performance Criteria For Field Standardization

Candidates 

HACCP: Candidate 

SANITATION ITEMS: Candidate 

ADDITIONAL MO REQUIREMENTS: Candidate 

INSPECTION  EQUIPMENT: Candidate 
Candidate shall 

MINIMUM 

COMMUNICATION: Candidate 

Candidate 
Standard Candidate

INTRODUCTION:
Candidate 
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Candidate 

INTERVIEW WITH THE PERSON IN CHARGE:

Candidate 

EXIT INTERVIEW:

Table 1: Summary of evaluation methods for initial STANDARDIZATION.

PERFORMANCE AREA FIELD STANDARDIZATION
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Chapter V Pre-Standardization Field Procedure

Pre-standardization Candidate 
Standard

Candidate Standard

Standard Candidate 

Standard Candidate 
Standard Candidate 

Candidate
Standard Candidate's

Candidate Candidate's 

Chapter VI Field Standardization Procedure

Standard Candidate 

Candidate 

Candidate 

Chapter VII Standardization Scoring

COMPARISON OF FINDINGS

Standard Candidate
Standard Candidate's

Candidate 
Standard

Candidate
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Standard (using 

Standardization Requirements below) Standard Candidate. 

CANDIDATE SCORING: Standard
Standard

Candidate

Candidate

Candidate SHALL NOT DISAGREE Standard

Candidate SHALL NOT DISAGREE Standard

Candidate SHALL NOT DISAGREE Standard

Candidates SHALL 

SATISFACTORY or NEEDS IMPROVEMENT.

Candidates SHALL 
SATISFACTORY or NEEDS IMPROVEMENT.

**NOTE: With the exception of Candidates deficiencies that were not observed by the Standard

CRITERIA FOR SUCCESS STANDARDIZATION:

Candidates 
Candidates 

Candidates Candidate's
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Candidate's Standard

Chapter VIII Standardization Results

Standard Candidate 

Candidate 
Standard

Standard

Standard
Standard Candidate

Standard

Candidate 
 STANDARDIZATION OFFICER OR STANDARDIZED INSPECTOR.

Candidate
Candidate's 

Chapter IX ReStandardization

Candidate's 
Standard

The maintenance process consists of joint inspections conducted during evaluation activities. 
Maintenance will also be provided in the form of updated FD 2041 Shellfish State Standardization
Officer courses, ORA University web based course, updated field standardization guides, and other 
guidance/technical assistance activities on an as needed basis.

Chapter X Termination, Suspension, or Revocation of Standardization

Standard
Candidate Standard,

Standard Candidate Candidate’s 
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Standard
Candidate's 

Standard

CHAPTER IX

Standard
State’s

Standard shall 

Standard
Candidate's 

Standard

Candidate 

NOTE:
Standards

Chapter XI Appeals
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Standard 

State
Standardization Officer Standard

State  Standardization  Officer 
Standard’s 

Standard

NOTE:  Please click on the link below to view, print or download the NSSP Standardized 
Shellfish Processing Plant Inspection Form. 
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.03 Dealer Certification and the Interstate Certified Shellfish Shippers List (ICSSL).
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Use of the Interstate Shellfish Dealer's Certificate (FDA Form 3038)

Instructions for Completing the Interstate Shellfish Dealer's Certificate (FDA Form 3038)

To input information check the applicable box.

Section I - Completed by State Shellfish Certification Agency

Shellfish  Dealer/Shipper:

Certification:
Certificate Number 
Date Certified
State 
Expiration Date 
Category Symbol i.e. DP, SP, RP, SS, RS

Date of On-Site Inspection: 
Standardized State Shellfish Plant Inspector: 

Expiration Date of Inspector's Certificate of Standardization: 

Cancellation Date: 
Reason for Cancellation: 

State Shellfish Certification Officer: 
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Signature: 

Date Certificate sent to FDA: 

Section II - Completed by Division of Cooperative Programs - FDA

Date Certificate Received: 
Date Certificate Published: 

.04 Shellstock Tagging.

Chapter III. 03: Dealer Certification and the Interstate Certified Shellfish Shippers List
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Harvester Tag Requirements
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"THIS TAG IS REQUIRED TO
BE  ATTACHED  UNTIL  CONTAINER IS  EMPTY  OR  RETAGGED AND 
THEREAFTER KEPT ON FILE FOR 90 DAYS."

Dealer Tag Requirements

“THIS TAG IS REQUIRED TO BE
ATTACHED UNTIL CONTAINER IS EMPTY AND THEREAFTER KEPT ON FILE
FOR 90 DAYS."
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Tag Requirements for Relaying

Depuration Tag Requirements
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THIS TAG IS REQUIRED TO BE ATTACHED
UNTIL CONTAINER IS EMPTY AND THEREAFTER KEPT ON FILE FOR 90 DAYS.

Attachment 1

Perishable; keep refrigerated
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Examples of Shellstock Tags
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.05 Protocol for Addressing Positive Coliform Sample in an Artificial Wet Storage Water 
Body.

NOTE:  Please click on the link below to view, print or download the Protocol for Addressing 
Positive 
Coliform Sample in an Artificial Wet Storage Water Body.

Protocol for Addressing Positive Coliform Sample in an Artificial Wet Storage Water Body- Decision 
Tree  
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.06 Guidance for Reinstating a Previously Infected Employee.

[K]
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Salmonella typhi
Shigella Escherichia coli

Salmonella typhi

S. typhi
Shigella 

Shigella 

Shigella 

Escherichia coli 
Escherichia coli
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Streptococcus  pyogenes

Streptococcus pyogenes

Streptococcus 
pyogenes 

Escherichia
coli

S. typhi

.07 Time and Temperature Controls. 

Introduction
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Chapter II  Risk Assessment and Risk Management

Vibrio 
vulnificus (V.v.) Vibrio parahaemolyticus (V.p.) 

V.v. 
V.p. 

V.v. V.p. V.v. V.p.

Chapter VIII  Harvesters Time to Temperature Control

A.     Authority Responsibilities

V.v. 
V.p.

V.v. V.p. V.v. 
V.p.

B.      Harvesters.

Action
Level

Average Monthly Maximum
Air Temperature

Maximum Hours from Exposure 
to Receipt at the Dealers Facility

Level 1

Level 2

Level 3

Level 4
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V.v. V.p.

Option 1

Option 2

Arctica islandia Spisula solidissima

V.v. V.p.
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Chapter IX

Conveyances Used to Transport Shellstock to the Original Dealer.

V.v. 

V.v. 

Conveyances Used to Transport Shellstock from Dealer to Dealer.



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision

 

  

Conveyances Used to Transport Shellstock Directly to Retail. 

Chapter XI  Shucking and Packing Dealer Requirements

Storage Requirements
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V.v. V.p.

Storage Requirements

Chapter XIII Shellstock Shipping Dealer Requirements
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Storage Requirements
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Vibrio
vulnificus

V.v. 
V.v. 

V.v. 

V.p.

V.v. 
V.v. 

Mercenaria sp

V.v. V.p.

Shipping Requirements
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[C]
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Storage Requirements for Dealers Receiving Shellstock from another Certified Dealer

Shipping Requirements for Dealers Receiving Shellstock from another Certified Dealer

[C]

Chapter XIV Reshipping
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Storage Requirements for Dealers Receiving Shellstock from another Certified Dealer

Shipping Requirements for Dealers Receiving Shellstock from another Certified Dealer

[C]
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Internal Temperature Measurements.

Cooler Process Study Guidance

V.v. V.p.
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V.p. V.v. 

V.p.
V.v. V.v. V.p.

V.v. V.p. 

V.v. V.p.

V.v. V.p. 
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NOTE:  Please click on the link below to view, print or download the Time/Temperature Decision 
Trees. 

Time/Temperature Decision Trees
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.08 Icing, Cold Water Dips and Ice Slurries for Cooling Shellstock.

Vibrio vulnificus V.v. Vibrio parahaemolyticus V.p.
Vibrio

the management of 
temperature of shellstock by means of ice, mechanical refrigeration or other approved means necessary to 
lower and maintain the temperature of the shellstock to comply with Chapters XI, XIII, or XIV.

Vibrio

V.v. 
V.p.
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.09 Irradiation Pre-labeling Guidance

V.v. V.p.
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Chapter IV. Naturally Occurring Pathogens

.01 Vibrio parahaemolyticus (V.p.) Control Plan Guidance.

V.p. 

V.p.

V.p. 

V.p. 
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V.p.
V.p. 

V.p. 
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Temperature Specific Vibrio parahaemolyticus Growth Rates and Doubling Times for Calculating
Cumulative Growth Based on Hourly Temperature Observations

Oyster
Temperature
(degree F)

Growth Rate
(logs/hr)

Doubling Time
(hrs)

Oyster
Temperature(de
gree F)

Growth Rate
(logs/hr)

Doubling Time
(hrs)
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Proceedings of the 1994 Vibrio vulnificus Workshop

.02 Post Harvest Processing (PHP) Validation/Verification Guidance for Vibrio vulnificus 

(V.v.) and Vibrio parahaemolyticus (V.p.). 

AGM Interval Grams Per Tube Positive Tubes Allowed
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NOTE:  Please click on the link below to view, print or download the Verification Sampling
Protocol Decision Tree.
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.03  Guidance  for Demonstrating  the  Effectiveness  of  Time  to  Temperature  Reduction 
Criteria for Vibrio vulnificus and Vibrio parahaemolyticus.

.04 Method for Validation and Verification of a Two (2) or Three (3) Log Reduction of 
Vibrio parahaemolyticus (V.p.) in Oysters.

V.p. 

V.p.

V.p.

V.p.

V.p.

V.p.
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. 

V.p. 

Although a 
series will be performed, an MPN/g value will not be attained or used throughout the 
validation process.  Instead, the information used to validate and verify, and the data
generated, is based on the statistical analysis of probability.

V.p.

V.p. 

It should be noted that in the unlikely event that 
the pre-processed sample tube code is not listed in the attached table, a problem in the 
determination of the initial V.p. level likely occurred and that the initial V.p.  density of the 
lot will have to be retested before continuing the validation study. 
V.p.
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V.p.
V.p.

Appendix A:  Tube  Code  Table  for  Validation and  Verification

V.p. 

V.p.

V.p. 

V.p.

V. parahaemolyticus

V.p.
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V.p.
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NOTE:  Please click  on the link  below to  view,  print  or  download the Tube Code Table for
Validation and Verification. 

Tube Code Table for Validation and Verification-Appendix A
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.05 Template for Submission of Post-Harvest Process Validation Studies

Vibrio vulnificus Vibrio parahaemolyticus
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Checklist for Submission of Post-Harvest Process Validation Studies 
for Vibrio vulnificus and Vibrio parahaemolyticus

Explanation of PHP Method Validated

Objectives to be Accomplished
Vibrio vulnificus Vibrio parahaemolyticus

Method of Analysis

Pre Processed Samples to Attain Initial Levels

Enumeration of or Processed Samples

For the process to be validated, no more than three samples out of 30 may fail

Vibrio vulnificus Vibrio parahaemolyticus.
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.06 Vibrio cholera

Vibrio cholera

V. 
cholera V. cholera
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Chapter V. Illness Outbreaks and Recall Guidance 

.01 Guidance for Investigating an Illness Outbreak and Conducting Recall.

A. Requirements for the Authority.

Guidance for a Time-Temperature Evaluation of a
Shellfish Implicated Outbreak

Sanitary Survey and the Classification
of Growing Waters, Guidance for Developing Marine Biotoxin Contingency Plans Shellstock Relay 
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Means of notification, methods of collecting related information, and summary of findings.

Recall notification procedures should be standardized to assure compliance with Title 21 CFR, 
Section7.42:



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision

 

  



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision

 

  

B. Requirements for Dealers
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C. Requirements for FDA

D. Dispute Resolution.

.02 Guidance for a Time-Temperature Evaluation of a Shellfish Implicated Outbreak. 
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Vibrio vulnificus Vibrio
parahaemolyticus

Time-Temperature Evaluation of a Shellfish Implicated Outbreak
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Dealer Certification and the Interstate Certified Shellfish Shippers List
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References

Proceedings of the 1994 Vibrio vulnificus Workshop

Appendices

NOTE:  To view, print, or download Appendix A, B, C, D, E, F, or G click on the link below. 
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Section V. Suggested Forms
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Shellfish Harvest Record 

Company Name:   

Certificate Number:   

Harvest Area Harvest Date Species Quantity
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Shellfish Harvest/Purchase Record

 

 

Certificate
Number Quantity Species Harvest Area

Harvest
Date

Purchase
Date

Harvester 
Certificate 
Number
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Shellfish Harvest/Purchase Record

 

 

Restricted Use Shellstock (Shucking or PHP)

Certified Dealer Number:     

Lot # Quantity Species
Harvest  
Area

Harvest  
Date

Purchase
Date

Received from
(Harvester  or 
Certified Dealer ID)
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Shellfish Sales Record

Date 
Sold

Sold 
To

Quantity Species
Harvest
Date

Harvest
Area

Harvester 
Certificate 
Number
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Sales Disposition Record 

Restricted Use Shellstock (Shucking or PHP)

Certified Dealer Number:   

Sales/Disposition Record

Lot #

Date Sold
or Processed

Sold To  Dealer  
Certificate   Number
(N/A if Processed)

Quantity Sold
Unprocessed

Quantity
Processed
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Export Health Certificate 

State of   

Address   

Statement of Licensure and Certification

Exported By: Certificate Number   Consigned To:   

Check one

(Appropriate State Official/Title)
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Section VI. NSSP Policy Setting Documents 
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Department of Health and Human Services - Food and Drug
Administration Policy Statement 

Consumption of Raw Molluscan Shellfish

Vibrio 
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Interstate Shellfish Sanitation Conference Policy Statement 

Consumption of Raw Molluscan Shellfish

Introduction

Policy Statement
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Interstate Shellfish Sanitation Conference Resolution 97 - 01

SUBJECT: 

TEXT OF RESOLUTION:

WHEREAS, Vibrio vulnificus

WHEREAS, 
Vibrio vulnificus

WHEREAS, 

Vibrio vulnificus

WHEREAS, 

BE IT RESOLVED, 
Vibrio vulnificus
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Interstate Shellfish Sanitation Conference Resolution 09-001

SUBJECT: 

TEXT OF RESOLUTION:

WHEREAS, 

WHEREAS, 

WHEREAS, 

WHEREAS, 

WHEREAS, 

WHEREAS,

WHEREAS, 

Vibrio vulnificus Vibrio parahaemolyticus

WHEREAS, 

BE IT RESOLVED, 
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BE IT FURTHER RESOLVED, 

BE IT FURTHER RESOLVED, 
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Interstate Shellfish Sanitation Conference Resolution 11-003

SUBJECT: 

TEXT OF RESOLUTION:

WHEREAS

WHEREAS, 

WHEREAS, 

WHEREAS, 

BE IT RESOLVED, 

BE IT FURTHER RESOLVED, 
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Section VII. Shellfish Federal Regulations
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Subpart A--General Provisions

Subpart B [Reserved] 

Subpart C--Recalls (Including Product Corrections)--Guidance on Policy, Procedures, and 
Industry Responsibilities

Subpart D [Reserved] 

Subpart E--Criminal Violations

Authority:
Source:
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Subpart A--General Provisions

Subpart B--Specific Food Labeling Requirements

Subpart C--Specific Nutrition Labeling Requirements and Guidelines

Subpart D--Specific Requirements for Nutrient Content Claims
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Subpart E--Specific Requirements for Health Claims

Subpart F--Specific Requirements for Descriptive Claims That Are Neither Nutrient Content 
Claims nor Health Claims

Subpart G--Exemptions From Food Labeling Requirements

Authority:

Source:
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Subpart A--General Provisions

Subpart B--Tolerances for Unavoidable Poisonous or Deleterious Substances

Subpart C--Regulatory Limits for Added Poisonous or Deleterious Substances [Reserved] 

Subpart D--Naturally Occurring Poisonous or Deleterious Substances [Reserved] 

Authority:
Source:



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision

 

  

Subpart A--General Provisions

Subpart B--Buildings and Facilities

Subpart C--Equipment

Subpart D [Reserved] 

Subpart E--Production and Process Controls

Subpart F [Reserved] 

Subpart G--Defect Action Levels
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Subpart A--General Provisions

Subpart B--Smoked and Smoke-Flavored Fishery Products

Subpart C--Raw Molluscan Shellfish

Authority:
Source:
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Subpart A--General Provisions

Subpart B--Requirements for Specific Standardized Fish and Shellfish

Authority:
Source:
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Subpart A--General Provisions

Subpart B--Tolerances for Unavoidable Poisonous or Deleterious Substances

Subpart C--Regulatory Limits for Added Poisonous or Deleterious Substances [Reserved] 

Subpart D--Naturally Occurring Poisonous or Deleterious Substances [Reserved] 

Authority:
Source:
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Section VIII. FDA Manual of Interpretations
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Manual of Interpretations Codification System 

Date:  
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Date:

Model
Ordinance 
Reference:

" "

Keywords:

Question:

Interpretation:
.

Rationale:

Other
References:

Contact:
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Interpretation Number: 15-I-@.02-100

Date: 

Revised: 

Model Ordinance Reference:

Key Words:

Question:

Interpretation:
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Rationale:

Contact:

Distribution:
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Interpretation Number: 15-I-@.02-101

Date: 

Final: 

Interpretation Number: 

Model Ordinance Reference:

Key Words:

Question:

Interpretation:

Rationale:
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Other References:

Contact:

Distribution:

Date of Re-Issue:

Contact:

Distribution:
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Interpretation Number: 15-III-@.02-100 

Date: 

Reissued: 

Revised: 

Revised: 

Reissued: 

Model Ordinance Reference:
Guide for the Control of Molluscan Shellfish

Guide for the Control of Molluscan Shellfish

Key Words:

Question:

Interpretation:

Table 1 – Applicable Criteria for use of the 12-Tube, Single Dilution MPN Test

12-tube, Single Dilution MPN Test, Approved Areas

Use
Total Coliforms For
Routine Monitoring and
Survey

Fecal Coliforms For
Routine Monitoring and
Survey

Background:
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Requirements for sample volumes inoculated and numbers of tubes

Table 2 – MPN Table 12-tube, single dilution
1 ml Sample
Inoculum 1 ml Sample Inoculum

5 ml Sample
Inoculum 5 ml Sample Inoculum

Number of Positive Tubes MPN/100 ml Number of Positive Tubes MPN /100 ml

>
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Table 3 – MPN Table 12-tube, single dilution
0.1 ml Sample Inoculum 0.1 ml Sample Inoculum 0.8 ml Sample Inoculum 0.8 ml Sample Inoculum
Number of Positive
Tubes MPN/100 ml

Number of Positive
Tubes MPN/100 ml

Potential classification impact – 
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Restricted Areas

Statistical Considerations

Other References
Proceedings Eighth National Shellfish Sanitation

Workshop

Contact

Distribution
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Interpretation Number: 15-IV-@.02-100 

Date: 

Reissued: 

Revised: 

Model Ordinance Reference: 

Key Words:

Question:

Interpretation:

Rationale:
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Contact:

Distribution:
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Interpretation Number: 15-IV-@.02-101 

Date: 

Final: 

Revised: 

Reissued: 

Model Ordinance Reference:

Key Words:

Question:

Interpretation:

Rationale: 

Calculations:
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Example 1
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Example 2

fecal coliforms

fecal 
coliforms fecal coliforms 

Example 3

fecal coliforms
fecal 

coliforms
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fecal 
coliforms fecal coliforms 

Example 4

. 
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Other References:
Schaum's Outline Series Theory and Problems of Statistics

Proceedings 8th National Shellfish Sanitation
Workshop

Contact:

Distribution:
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Interpretation Number: 15-IV-@.02-102 

Date: 

Final Date: 

Model Ordinance Reference:

Key Words:

Question:

Interpretation:

Rationale:

Model Ordinance 
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Contact:

Distribution:
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Interpretation Number: 15-VIII-.03-100

Date: 

Revised: 

Model Ordinance Reference:

Key Words:
Vibrio vulnificus

Question:

Vibrio vulnificus

Interpretation:

NOTE: 

Rationale:

Contact:

Distribution:



National Shellfish Sanitation Program (NSSP) Guide for the Control of Molluscan Shellfish:
2015 Revision

 

  

Interpretation Number: 15-XI-.01-100

Date: 

Revised: 

Model Ordinance Reference:

Key Words:

Question:

Interpretation:
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Rationale:

Vibrio vulnificus Vibrio parahaemolyticus

Other References:

Contact:

Distribution:
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Interpretation Number: 15-XI-.02-100

Date: 

Revised: 

Model Ordinance Reference:

Key Words:

Question:

Interpretation:

Key Deficiency

Critical Deficiency:

Key Conditions:
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Corrective Actions:

Critical Conditions

Critical deficiency corrective action:

Rationale:

Other References:
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Contact:

Distribution:
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Interpretation Number: 15-XI-.02-101

Date: 

Revised: 

Model Ordinance Reference:

Key Words:

Question:
?

Interpretation:
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7.  

Rationale:

Other References:

Contact:

Distribution:
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Interpretation Number: 15-XV-.03-100

Date: 

Revised: 

Model Ordinance Reference:

Key Words:

Question:

Interpretation:

MPN Table for End-product Depurated Shellfish Samples

Number of Positive Tubes MPN/100 grams
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Rationale:

Remarks:

Contact:

Distribution:
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Section IX. History of the National Shellfish
Sanitation Program
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Introduction 

Declaration of Principles 
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National Shellfish Sanitation Program 

Public Health Reports Report of Committee on Sanitary Control of the Shellfish Industry 
in the United States 
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Federal 
Register 
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Manual of Operations, Part I, Sanitation of Growing Waters; Part II, Sanitation
of the Harvesting and Processing of Shellfish Part III, Appraisal of State Shellfish Sanitation
Programs
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Sanitation of 
Shellfish Growing Areas Sanitation of the Harvesting, Processing and Distribution of 
Shellfish

Public Health Service Appraisal of State Shellfish Sanitation
Programs 

Interstate Shellfish Sanitation Program 
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