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Concerns and ControlsWho are DealersInspection/Regulatory ActivitiesShellfish IdentificationHarvest Control & RecordsTime/Temperature – Receiving, Storage, Shucking, and ShippingSanitation ControlsAcknowledge that many harvesters are permitted dealers. 
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Vp 2004On July 16, 2004, the DEC notified the Alaska Section of Epidemiology of several cases of gastroenteritis among passengers on a 78-passenger cruise ship that was sailing in Prince William Sound. On July 19, a health official from the Nevada Office of Epidemiology notified staff at the Section of Epidemiology of the diagnosis of laboratory-confirmed V. parahaemolyticus gastroenteritis in a Nevada resident (Patient A). The illness had started on July 4, while the patient was a passenger on the ship. The patient reported having eaten raw oysters served on board the ship the day before the onset of the illness. In collaboration with various state and federal agencies, we began an investigation that included communicating with the public and health care providers through the media in an effort to identify additional cases. The case definition for this portion of the investigation was a person with acute onset of three or more episodes of watery diarrhea in a 24-hour period that started within two days after the consumption of raw oysters collected from Alaskan waters during 2004.A total of 62 people reported having become ill with Vp. Of those, 10 cases were laboratory-confirmed and the remaining 52 met the case definition. Investigation revealed that the implicated farms did not temperature abuse the oysters; however, water temperatures were unusually warm – almost 2 C warmer than during any of the previous recorded years. This was the first known outbreak of Vp at a latitude higher than 60 degrees (British Columbia was previously the northernmost area reported to have locally-acquired illness). One of the many interesting things about this outbreak was the notification. The Nevada resident, the index case, happened to be in the medical field and asked for a laboratory analysis for Vp. If this person hadn’t suspected Vp, the outbreak would have likely gone unreported.  Norovirus – 2009On February 5, 2009, DEC notified the Section of Epidemiology of a possible foodborne outbreak in Sitka involving at least 10 people who had attended a Superbowl party together on February 1. A total of 35 people suffered from diarrhea and vomiting, fever and chills, abdominal pain, bloating, and headache. Illnesses lasted from 1 to 10 days. Investigation revealed that the implicated farm had harvested oysters the week of January 29 and submerged the harvest in the Sitka Channel, adjacent to several boat harbors, for approximately 24 hours before selling the oysters dockside.  Noroviruses are found in the stool or vomit of infected people and can get into the ocean water through sewage waste. As filter-feeders, oysters concentrate norovirus that is present in ocean water into their tissue. 



Harvest 
Controls

Time & 
TemperatureSanitation

Presenter
Presentation Notes
Because shellfish are filter-feeders and are often consumed raw or lightly-cooked, there are some basic hazards that are of concern. However, there are basic solutions to address these problems. In this training, we will focus on the important things that every dealer must do to make sure that your customers are eating safe shellfish.  A dealer has three principal responsibilities to assure that the consumer receives a safe product. Purchase only safe, wholesome raw products from permitted harvesters;Maintain and ship the product in a sanitary manner; and Handle the product safely through make sure bacteria and viruses don’t get an opportunity to grow.We’ll discuss tagging/shipping records, sanitary practices, and time/temperature requirements in this training.Bacteria & Viruses Bacteria grows in food and in the body. Vibrio parahaemolyticusViruses cannot grow in food, but do grow in the body. Typically shed in human feces. Hepatitis A and NorovirusChemicalsCould be chemical exposures, but biggest concern in shellfish is biotoxin – paralytic shellfish toxin (causes PSP), toxins that cause DSP and ASP (similar diseases).
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Dealers must have a permit (also referred to as a certification in the NSSP-MO). In addition to some types of activities for which Alaska has no permitted dealers (e.g., depuration processor), certification/permits are given to the following: shellstock shipper (SS); shucker-packer (SP); repacker (RP); and reshipper (RS). In Alaska, many oyster farmers hold a dealer permit type, often as a shellstock shipper. SS – Shellstock Shipper – a dealer who grows, harvests, buys, or repacks and sells shellstock. These permit holders may not shuck shellfish and may not repack shucked shellfish. However, a shellstock shipper may also buy, repack, and sell in-shell product and ship shucked shellfish.SP – Shucker-Packer – a dealer who shucks and packs shellfish. A shucker-packer may act as a shellstock shipper or reshipper or, may repack shellfish originating from other certified/permitted dealers.RP – Repacker – a dealer who is not the original shucker-packer and who repackages shucked shellfish into other containers.RS – Reshipper – a dealer who purchases shellfish from dealers and sells the product, without repacking or relabeling, to other dealers, wholesalers, or retailers.
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The NSSP-MO has set minimum inspection frequencies for dealers. At least quarterly for dealer’s activities certified as shucker packer or repacker andAt least semiannually for other dealer activities
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In Alaska, we use the inspection form directly from the NSSP-MO that is found in the guidance document section. There are, essentially, three sections on the form: 1) HACCP; 2) Sanitation Items; 3) Everything Else.Don’t worry that you can’t see the details of the form on this slide. I’ll go over each section.



HACCP
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Let’s start with HACCP. HACCP is a fancy way of documenting what you do to keep control over the problems we talked about earlier: bacteria and viruses; physical hazards; and chemicals. You start with a Hazard Analysis, where you think about the likelihood that a hazard will occur and the severity if it were to occur. The goal of HACCP is to address the hazards you identify by preventing, eliminating, or reducing them to an acceptable level. For molluscan shellfish products, much of the work has been done for you in the NSSP-MO. For most plans, controls must be in place at Receiving, Storage, and Processing, and Shipping steps. We’ll talk more about the controls at each of these steps in a bit.Code KeyO = Other Deficiency – a condition or practice that is not defined as Critical or Key but is not in accordance with the requirements of the NSSP-MOK =Key Deficiency – a condition or practice that may result in adulterated, decomposed, misbranded, or unwholesome productC = Critical Deficiency – a condition or practice that results in production of unwholesome product OR presents a threat to the health or safety of a consumerS = Swing Deficiency – a deficiency noted on the inspection form which, depending on the severity and circumstances, may be either a Critical or Key deficiency.
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For now, let’s move on to the other two sections on the inspection form. For the items under the Sanitation section, you can think about these as you would think about the foundation of your home. In order for the HACCP plan to really be effective, it is critical that you have a strong sanitation foundation. This section includes things like Using safe, clean water to make ice and for rinsing product (8);Keeping food-contact surfaces clean and sanitized (9);Preventing contamination from sources of contamination (10);Making sure you have accessible, clean, stocked toilet and handwash facilities (11);Protecting the product from adulterants such as broken light bulbs over product, leaking overhead waste pipes, and bird droppings (12);Making sure that pesticides, including bleach, cleaners, fuel, and other toxic compounds are not stored above product and are labeled to avoid misuse (13); Making sure that employees who are sick with diseases that are transmissible through food are not working with product and/or food-contact surfaces (14); andExcluding pets, wild animals, insects, rodents, and other pests from areas where product is present or processed (15)We also check your records to verify that you are actively monitoring these items (16).Items under the section, Additional Model Ordinance Requirements, include important provisions of the NSSP-MO that do not fall neatly under either the HACCP or the Sanitation sections, but are things that are critical to molluscan shellfish safety. Many of these items are self-explanatory, but I want to take a moment to highlight a few items: Transportation (25)Labeling and Tagging (26)Shipping Documents & Records (27); andWritten Recall Plans (27)We will be discussing these items more later on in this training.
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Safety begins with harvest and continues throughout the shellstock journey to the consumer. (insert blurb on certification and then discuss time/temp & tagging). The dealer must ensure that the ‘live shellstock’ is only obtained from a ‘licensed harvester’ who has:Harvested the shellstock from an Approved area in the open status as indicated by the required tags.Identified the shellstock with a tag on each container or transaction record on each bulk shipmentDelivered the daily harvest within the time/temperature requirements of the current state harvest control planDuring receiving, storage, shucking, and shipping, tagging remains critical, time/temperature and sanitation controls must continue to be maintained. Unfortunately, the three concerns listed on the slide are also among the most commonly observed deficiencies noted during inspections. 
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Shellstock IdentificationShellstock tagging has a very direct role in public health protection. In the event of a shellfish-related illness, tags are a tool which, used in concert with records, should provide for traceability of live shellstock from the final consumer back through every middle man (retailer, wholesaler, carrier, and dealer) who handled the product, to a specific growing area, harvest date, and ultimately, if possible, the individual person who harvested the product. Maintaining adequate records is considered by some to be a burden.  However, when records are not orderly, are missing, or do not correlate to the tags, follow-up disease investigations can be stymied, identification of the causes of outbreaks delayed, and more people become ill. Failure to maintain adequate records was on of the principal contributing factors to a series of continuing shellfish-associated disease outbreaks that occurred in 1981 and 1982. These outbreaks continued for several months and affected thousands of people. The NSSP recognizes 2 types of shellstock tags: harvester tags and dealer tags. Many of the requirements are the same for both tag types. There are some additional requirements for dealer tags when the product has been wet stored or depurated. Transaction records that provide the same information as the harvester’s or dealer’s tag may be used in lieu of tags for lot of shellstock sale and lot of shellstock shipment..For dealers, tagging must be done prior to shipment. When the dealer is also the harvester, the dealer’s tag may also be used as the harvester’s tag. Dealer tagging is required upon harvest or receipt from a harvester, processing or packaging of shellstock by the dealer, or sale and shipment of shellstock by the dealer to other dealers for subsequent sale, processing, or additional packaging. 
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Temperature ControlsThere are several pathogens that can cause illness from consumption of molluscan shellfish. Not all known pathogens associated with shellfish reproduce in the shellfish; however, there are many that do multiply in shellfish and present a health concern. Vibrio parahaemolyticus is one pathogen that does grow in shellfish and the rate of growth is dependent on temperature. Bacterial growth is significantly reduced at temperatures of less than 45 degrees F. So, NSSP includes controls to limit exposure to warm temperatures. These controls begin at harvest and must be applied at every level of processing and handling. Dealers develop and work HACCP plans to maintain safe time/temperatures and maintain records to demonstrate compliance with the requirements. Requirements vary slightly depending on the type of processor/process and the point in the process, but the common thread is to “Keep it Cool” and the numbers to remember are usually 45 degrees, 50 degrees, and 2 hours.  



*  Water Temperature  * Air Temperature  * Harvesting Technique

Water or Air 
Temperature at Time 
Shellfish is Harvested

Max  Hours from 
Exposure Time to 

Temperature Control at 
Harvesting

Max  Hours from 
Exposure Time to 

Receiving at Dealer 
Facility

< 50˚ F (10˚ C) 5 10 

>50˚ F (10˚ C ) <5 10



*  Water Temperature  * Air Temperature  * Harvesting Technique

Average Monthly Maximum
Air Temperature

Max  Hours from Exposure
Time to Receiving at Dealer 

Facility

< 50˚ F (10˚ C) 36

>50˚ F to 60˚ F (10˚ C - 15˚ C) 24

> 60˚ F to 80˚ F (15˚ C - 27˚ C) 18

> 80˚ F (≥ 27˚ C) 12
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Harvesters are required to be aware of applicable time to temperature requirements. These controls and Alaska’s Vp control plan (from Jun-Sep) apply only to the harvester or harvester/dealer of shellstock for the purposes of handling and delivery of shellstock to the original dealer. The harvester must provide harvest records to the original shellfish dealer demonstrating compliance with the applicable time/temp requirements. This record may be in the form of a harvester tag or trip record. If a harvester would like to use a different type of record, that may also be acceptable – they just need to check with DEC to make sure the records meet the NSSP.  The clock starts when the 1st shellstock is removed from the water and ends when the shellstock is under refrigeration, not just delivered!



June 15th – Sept 15th

Actions:
• Take weekly water temperature at top (3’ –

6’) of  suspended gear and record 
temperature.

If  a weekly temperature is ≥60° F, 
• Stop Harvest
• Monitor daily water temperatures until 10 

consecutive readings ≤ 59 °F and 
• Implement control measures.
Control Measures:
• Lower oyster gear below the thermocline  

and continue to measure temperature
• Temp control w/in 5 hours and cooled to 

50˚ F within 10 hours after refrigerated

Presenter
Presentation Notes
As a result of the 2004 Vp outbreak investigation findings, Alaska implemented a Vp control plan to prevent future outbreaks. Alaska’s plan, essentially, has two control measures during the warmer summer months when Vp is reasonably likely to occur. At this time, there are 10 commercial oyster growing areas in Alaska that are required to follow the Vp plan during summer months. Farmers monitor water temperatures weekly. When the water temperatures at the top of the suspended gear reach or exceed 60 F, farmers lower their gear below the 60 F thermocline for a minimum of 10 days prior to harvest and monitor the temperatures daily to make sure the temperature doesn’t go above 60. In addition to lowering gear, upon harvest shellfish are placed under temperature control within 5 hours of harvest and are cooled to 50 F within 10 hours of placement into refrigeration.For those farmers who are unable to lower their gear, operations must be suspended. 



All oysters harvested under Vp Plan must be cooled to 50°F w/in 10 hrs (internal temp)!

Presenter
Presentation Notes
If shellstock is delivered within the times specified (either non-Vp or Vp months), although the conveyance used to transport the shellstock is required to be constructed and maintained in a way that prevents contamination, deterioration, or decomposition and cannot cause the product to increase in temperatures, the conveyance is not required to be refrigerated. If temperature control is needed during transport to the original dealer so that the dealer may meet time to temperature controls, the shellstock must be cooled with ice or mechanical refrigeration. Either method must be capable of achieving 50 degrees F internal shellstock temperatures. If refrigeration units are used, they must be pre-chilled to 45 degrees F. If ice is used, of course it must be made from potable water that is safe. 



All oysters harvested under Vp Plan must be cooled to 50°F w/in 10 hrs (internal temp)!
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From Harvester to Shucker-Packer, Shellstock Shipper:Accompanied by documentation indicating the Time of harvestTime of cooling. If cooling is done on vessel or prior to delivery, documentation of time/temp No record required of shipment temperature, but conveyance could not allow unreasonable temp increasesHACCP record for receiving – either shucked or refrigerated to 45 F within time frames in the harvest chart or Vp planDealer to Shucker-PackerSP makes & keeps record - received iced OR conveyance 45 F OR cooled to internal temp of 50 FShipment accompanied with documentation oftime of shipment, that the conveyance was prechilled to 45 F ambient, ANDnotice of any shellstock that was shipped prior to meeting required internal  temperature of 50 F, and notice of a time/temperature device indicating that continuous cooling has occurred since time of shipment (may be on the tag or trip record)*.When a dealer receives shellstock harvested in accordance with chart or Vp and it was not cooled to 50 F internal temp prior to shipment, shucker-packer must review the time/temp device and document that continuing cooling has occurred since time of shipment. If shipment is less than 4 hours, no time/temp device required.Harvester to Shellstock Shipper



All oysters harvested under Vp Plan must be cooled to 50°F w/in 10 hrs (internal temp)!
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Shellfish Storage and Handling. The sanitary requirements for individual shellfish dealers are variable since they may engage in several different phases of processing and distribution. Some shellstock shippers may have only a truck that is used to ship shellstock from a harvester to a processor or the market. Other shippers must have a building where shellstock is stored, repacked, or labeled. In addition to keeping containers and food-contact surfaces clean, the most important thing to remember is to keep the product cool! Harvester to Shucker-PackerStorage area at 45 F ambient within 2 hours of receipt, but not longer than chart or Vp plan.Dealer to Shucker-PackerIf refrigerated, cannot remain without ice, mechanical refrigeration for more than 2 hours at points of processing or transfer (e.g., loading dock)Once shucked, comply with processing and storage CCPsAll shucked shellfish must be maintained and shipped at or below 45 FAll oysters harvested under Vp Plan must be cooled to an internal temperature of 50°F within 10 hrs.Immediate temperature control is necessary when receiving shellstock from directly from harvesters or from another dealer. The dealer must ensure that the shellstock is:Adequately icedPlaced in a storage area or conveyance maintained at or below 45°FProcessed within two (2) hours of receipt; andApproved methods of storage for more than 2 hours at points of processing transfers such as loading docks.



Condition Total 
Exposure 
(Hours)

Previously Refrigerated ≤ 45° F 4

Unrefrigerated 3

Heat-shocked 2
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After receiving the shellstock dealers must to ensure that the product is properly cooled.Total time for shucking shellstock until returning to refrigeration at or below 45° F



All oysters harvested under Vp Plan must be cooled to 50°F w/in 10 hrs (internal temp)!
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Shellstock ShipperShipments must be accompanied by documentationDealers must only ship shellstock adequately iced or in a prechilled conveyance or truck. The shellstock must be cooled to an internal temperature of 50°F prior to shipment.Dealers that decide to ship shellstock that has not been cooled to an internal temperature of 50°F must provide documentation to the receiving dealer indicating time of shipment, that the shellstock were adequately iced or a conveyance prechilled at or below 45°F, the product was not cooled to an internal temperature of 50°F and indicate the presence of a time/temperature recording device unless the time of shipment is less than 4 hours.
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Written Recall PlansDealers shall adopt written procedures for conducting recalls of adulterated misbranded shellfish products. These written procedures for conducting recalls shall be based on, and complementary to, the FDA Enforcement Policy on Recalls, CFR Title 21, Chapter 1, Subchapter A., Part 7-Enforcement Policy, (2013 NSSP Guide for the Control of Molluscan Shellfish, Federal Regulations). Dealers shall follow their written recall procedures to include timely notification to DEC of a situation requiring recall, timely notification of consignee who received the affected product, and effective removal or correction of the affected product. 
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At a minimum the dealer shall label each individual package containing fresh or frozen shucked shellfish meat in a legible and indelible form in accordance with CFR 21, Part 101; Part 161, Subpart B (161.30 and 161.136) and the Federal Fair Packaging and Labeling Act.
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Sanitation ControlsMaintenance of Hand Washing, Hand Sanitizing, and Toilet Facilities. Hand washing by employees is an important public health measure. Providing convenient, properly constructed and plumbed facilities, supplied with soap and towels encourages employees to wash hands frequently and correctly. Washing of hands with soap and drying with single service towels or a hand- drying device improves the sanitizing of the hands. Prevention of Cross Contamination. The nature of shellfish operations is such that the shellfish require protection from undesirable microorganisms, chemicals, filth, or other extraneous materials. Pay special attention to shuckers’ clothing, floodwaters, and standing water. Safety of Water for Processing and Ice Production. Water should be safe and sanitary to avoid contamination of food-contact surfaces and the product. Ice may become contaminated by non-potable water or may become contaminated during freezing or in subsequent storage or handling. The organisms causing typhoid fever, hepatitis, and other gastrointestinal diseases may be present in the body discharges of cases or carriers, and thus be present in the drainpipes in the plants. Correctly installed plumbing protects the water supplies against cross connections and back-siphonage. Proper Labeling, Storage, and Use of Toxic Compounds. In order to reduce the potential for contamination, stored poisonous or toxic materials should be limited to those necessary to maintain the establishment. Proper labeling, use, storage, and handling are essential to prevent accidental contamination of shellfish and to assure the safety of workers and the consumer. Protection from Adulterants. Shielded light fixtures help protect the food, equipment, and employees from glass fragments should the fixture break. Ventilation, plumbing, and air intakes for blowers can all introduce adulterants into the area where shellfish are stored or processed. Shellfish can also be contaminated by hydraulic fluid or other lubricants, dirt or other filth, or contaminated ice. Exclusion of Pests. Controlling flies, cockroaches, and other insects may prevent shellfish and food-contact surfaces from being contaminated with disease organisms. Controls should be directed at preventing the entrance of insects, rodents, and other vermin into the building, and at depriving them of food, water, and shelter. Condition and Cleanliness of Food Contact Surfaces. Colanders, shucking pails, skimmers, blowers, and other equipment or utensils which come into contact with the shucked shellfish and which have cracked, rough, or inaccessible surfaces or are easily cracked or chipped, or which are made of improper material, are apt to harbor accumulations of organic material in which bacteria or other microorganisms may grow. These microorganisms may later cause illness among those who eat the shellfish or spoilage in the shucked shellfish. Slime and foreign material, which accumulate in blower pipes below the liquid level, afford an excellent breeding place for bacteria. This material may be dislodged and forced into the batch of shellfish in the blower, thus increasing the bacterial content of the shellfish. Cleaned and sanitized equipment and utensils reduce the chance of contaminating shellfish during shucking and processing. Shellfish furnish an excellent growth medium for spoilage microorganisms, and small numbers of these microorganisms on improperly sanitized equipment may multiply to very high levels in the finished pack. Use of sanitizers is not effective unless the equipment is first thoroughly cleaned and rinsed. Control of Employees with Adverse Health Conditions. It is considered good public health practice for any person who, by medical examination or supervisory observation, is shown to have, or appears to have, an illness, open lesion, including boils, sores, or infected wounds, or any other abnormal source of microbial contamination by which there is a reasonable possibility of food, food-contact surfaces, or food-packaging materials becoming contaminated, to be excluded from any operations which may be expected to result in such contamination until the condition is corrected. Personnel should be instructed to report such health conditions to their supervisors. 
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