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Requirements for the Authority. 

Shellfish are filter feeders and therefore have the ability to concentrate microorganisms, including human pathogens and toxigenic micro-algae, from the water column if these organisms are present in the growing area. Concentrations in the shellfish may be as much as 100 times that found in the water column. If the microorganisms concentrated are harmful to humans, and if, in the case of human pathogens, the shellfish are consumed raw or partially cooked, human disease can result.  Shellfish can also be contaminated during transport and post harvest treatment; i.e. wet storage, etc.  Shellfish can be mishandled during processing which can contribute to the growth of existing microorganisms to the point where consumption can cause illness.

Documentation of the information supporting growing area classification, proper tagging and record keeping, expeditious follow-up on reported illnesses, effective recall of implicated product and public warning announcements are all requisite to protecting public health. Shellfish growing areas implicated through epidemiological association between illness and shellfish consumption must be closed immediately to prevent additional implicated product from reaching the consumer. Broad closures of growing areas, in addition to reducing the chance of additional illnesses, will: improve identification of specific sites where harvesting is taking place; reduce the size of areas available to harvest; reduce the practice of mixing together shellstock from different growing areas; and reduce illegal harvesting. because legitimate harvesters will self-police their ranks to prevent false tagging. In addition, shellfish product from the implicated growing areas should may be detained and an effective recall of product initiated if the investigation determines that it is necessary to protect public health.

When an illness or intoxification has occurred, immediate closure of the implicated growing area(s) and/or recall of implicated product will significantly reduce the chance of additional illnesses and intoxifications during the investigatory process.  Immediate closure for the purposes of this guidance document means within 24 hours of notification of the illness or intoxification (Chapter IV. @03.(A)(1)). [Amy – I don’t know what to do in instances where you make a recommendation and the Commissioner (or above) does not let you make the closure – that is a bigger issue than we can cover here I think] If a preliminary investigation reveals that the growing area is not implicated, an immediate closure is not necessary. Additional information concerning investigation of an outbreak of shellfish related illness believed to be associated with a naturally occurring pathogen can be found in the NSSP Model Ordinance Guidance Documents: Guidance for a Time-Temperature Evaluation of a Shellfish Implicated Outbreak (ISSC/FDA, 2002). Additional information concerning the disease causing potential of shellfish can be found in the NSSP Model Ordinance Guidance Documents: Sanitary Survey and the Classification of Growing Waters, Guidance for Developing Marine Biotoxin Contingency Plans, and Shellstock Relay (ISSC/FDA, 2002).

The Authority should assign an Illness Investigation/Recall Coordination Lead (the Lead) for the agency.  The Lead will be the agency contact for the duration of the event.  

During and after the immediate closure, the Authority must be in the process of investigating, evaluating and conducting increased surveillance.  Immediate closures will not always result in an immediate recall of product.  It is imperative that the Authority communicate with state epidemiologists, local health officials, pertinent state agencies, industry and others as necessary to complete a thorough investigation.  [Amy – we may want to add something in here about media – once you all get talking it doesn’t take long for the media to get the information and we talked about a consistent message, not panicking consumers, etc.]

An immediate closure of a growing area or lease area may not be appropriate when an illness/intoxification investigation reveals that the illnesses/intoxifications occurred weeks or months in advance with no subsequent illnesses/intoxifications.  Additionally, immediate closures may not be necessary if the investigation reveals that the illness/intoxification was caused by a specific activity by a single entity which can be controlled through a product recall and an immediate corrective action in the processing or transport of product. 
An investigation must include an evaluation of the health hazard presented and consideration of the following factors, including but not limited to:

· Immediately send staff members out to perform growing area reconnaissance,
· Review documentation of the information supporting growing area classification,
· Review toxin sample trends, sampling protocol and supporting information for biotoxin closures,  secure additional samples if necessary,

· Immediately send staff members out to interview certified dealer, restaurant staff members or retail establishment staff members to secure additional details regarding tagging, record keeping, refrigeration temperatures, handling practices, shipping and receiving information and where and from whom the shellfish products were purchased, name and telephone number of contact person,

· When possible, interview harvesters in the area of concern to determine handling practices and specific harvest area(s)

· Determine the identity of the product involved, the extent of distribution of implicated product, total amount of the suspected product, total amount in distribution chain, distribution information and proposed recall strategy 
A product recall is appropriate when an illness/intoxification investigation reveals the following, including but not limited to:

· When the etiological and epidemiological evidence in confirmed that shellfish from a specific growing area or lease area are the cause of the illness/intoxification,

· When it has been determined that a specific process conducted by a dealer is the cause of an illness/intoxification

A product recall may not be appropriate when an illness/intoxification investigation reveals the following, including but not limited to:

· Notification of confirmed illnesses/intoxifications that occurred weeks or months prior to notification with no other illnesses/intoxifications were revealed in the preliminary investigation

When the source of the illness is found to be the distribution and processing system, shellfish product should be also detained and an effective recall of product initiated, and the problem immediately corrected.

Reopening an area which was closed due to an illness/intoxification can be reopened using the criteria outlined in Chapter IV. @03. (A)(5)(c):

(c) Reopened Status. A growing area temporarily placed in the closed status (as provided in (b) above), shall be returned to the open status only when: 

(i) The emergency situation or condition has returned to normal and sufficient time has elapsed to allow the shellstock to reduce pathogens or poisonous or deleterious substances that may be present in the shellstock to acceptable levels. Studies establishing sufficient elapsed time shall document the interval necessary for reduction of contaminant levels in the shellstock to pre-closure levels. In addressing pathogen concerns, the study may establish criteria for reopening based on coliform levels in the water; or 

(ii) The requirements for biotoxins or conditional area management plans as established in §.04 and §.03, respectively, are met; and 

(iii)Supporting information is documented by a written record in the central file. 

Whenever an Authority initiates a recall of shellfish products because of public health concerns, the Authority will monitor the progress and success of the recall. The Authority will immediately notify the FDA, Authorities in other states/countries, ISSC and industry involved in the recall. Each Authority involved in a recall will implement actions to ensure removal of recalled product from the market and issue public warnings if necessary to protect public health. 
FDA will decide whether to audit or issue public warnings after consultation with the Authority(ies), and after taking into account the scope of the product distribution and other related factors. If the FDA determines that the Authority in any state involved in the recall fails to implement effective actions to protect public health, the FDA may classify, publish and audit the recall, including issuance of public warnings when appropriate. 

The type of recall needed for any particular situation cannot be specified and is determined by the nature of the recall, 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, Part 7.
Organization of the recall procedures activities must take into consideration the need for work week, weekend, and holiday notifications. Various recall notification strategies methods may be used depending on the nature of the illness outbreak and recall.  (See attached Appendix and supporting forms for example of a Recall Standard Operating Procedure)
Complete removal of shellfish from interstate and intrastate commerce is vital for effective recall reaction.  Timely notification and reaction by public health officials utilizing the Title 21 CFR, Part 7 requirements and associated state procedures must provide a safeguard against contaminated shellfish reaching the market. In some cases, depletion of the federal requirements by states may be the method selected to assure standardization of necessary steps to ensure effective recalls. 
Educational programs should be developed for both industry and the public describing the public health necessity for effective recall notifications and eliminating potentially unsafe shellfish products from the market place.  Programs developed specifically for participation of key industry people may be especially helpful in eliciting cooperative efforts of the entire industry. Such programs should focus on incentives to standardize the procedures for effective and timely recall activities.

The adequacy of state procedures as a basis for assuring rapid and thorough reaction to illness outbreaks and product recall efforts is an important component of this activity. Shellfish recall will be ineffective and or compromised if State procedures are so written or interpreted that effective reaction can not successfully initiated.  It is important that consistent recall expectations and notification procedures be standardized by participating public health Authorities in order to effectively safeguard the general public from potentially hazardous food. 
Requirements for Industry. 

When an illness or intoxification has occurred or has been reported to a certified dealer or harvester, they should immediately notify the Authority. Immediate notification to the appropriate agency will significantly reduce the chance of additional illnesses and intoxifications and will limit the duration and extent of any precautionary growing area closures and product recalls.   

The Authority will provide the contact information for the Illness Investigation/Recall Coordination Lead (the Lead) for the agency.  The Lead will be the contact for the duration of the event.  

The affected industry must cooperate with the Authority during the investigation and evaluation.  It is imperative that the industry communicate with the Lead as necessary to complete a thorough investigation.  [Amy – we may want to add something in here about media – once you all get talking it doesn’t take long for the media to get the information and we talked about a consistent message, not panicking consumers, etc.]

The following is a non-inclusive list of pertinent information that will be necessary to ensure a thorough and effective investigation and evaluation of the health hazard presented.  Affected industry should begin collating the information below for the investigation and provide it to the Lead within 24 hours: 

·  Details regarding tagging, record keeping, refrigeration temperatures, handling practices, shipping and receiving information and where and from whom the shellfish products were purchased, name and telephone number of contact person,

· Details of which harvesters product was purchased, the date of purchase, contact information and which growing area(s) are the area(s) of concern to determine handling practices and specific harvest area(s)

· Determine the identity of the product involved, 
· Determine the extent of distribution of implicated product,
· Total amount of the suspected product in numbers of containers, size of container, lot numbers, etc.,
· Total amount in distribution chain and total amount still on hand,
· Distribution information (which states and which certified dealers, retailers, restaurants the product was shipped to or purchased by and amounts, lot numbers, etc.) 
· Proposed recall strategy 
When If the investigation reveals that the source of the illness is found to be the distribution and processing system, shellfish product should be also detained and an effective recall of product initiated.  The investigation may reveal a problem with the processing of product, if that is the case, the Authority should work with the processor to immediately correct the problem. , and the problem immediately corrected.
