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January 26, 2009

State Department of Health
Office of Shellfish and Water Protection
Licensing and Certification Section

Standard Operating Procedure

1:
SUBJECT:  Shellfish Recall Program
2.
REFERENCES:   


a. 21 CFR 7, Enforcement Policy

b. NSSP 2007 Model Ordinance, Chapter II Risk Assessment and Risk Management 

c. WAC 246-282-005, Minimum Performance Standards
3.
PURPOSE:  The purpose of this Standard Operating Procedure (SOP) is to provide specific instructions for assigned staff performing a recall of bi-valve molluscan shellfish product.
3.1 Recalls will be determined based on whether a product’s wholesomeness is questioned by: 

a. Pollution events


b. Biotoxin events/Vibrio parahaemolyticus events

c. Illness events


d. Post-harvest contamination
4.
PROCEDURES:
4.1 Establishment of Recall Control:  

Shellfish product recalls are of paramount importance.  The Licensing and Certification (L&C) Section Manager will assign a Recall Coordination Lead for each situation involving a shellfish recall.  Coordination of support staff needed will be made by the Recall Coordinator.  Assigned support staff will be responsive to recall activities and will participate as directed by the L&C Section Manager.  Support staff are expected to accomplish work related to a recall in an expeditious manner and with a great sense of urgency.  Recall activities will take priority over normally assigned work.  The L&C Section Manager and Recall Coordination Lead will assure that the following are promptly notified:
4.2 Notifications:

4.2.a) The Office Director:
This can be in person, by email or telephone with sufficient detail indicating either harvest or post-harvest origin to confirm the need for a recall.  With confirmation by the Director, the L&C Section Manager and the Recall Coordination Lead will specify the type of recall classification per 21 CFR, Part 7.

4.2.b) The Assistant Secretary;

This can be done in person, by email or by telephone with sufficient detail to provide for awareness of the situation.

4.2.c) The Growing Area Section Manager:
This can be done in person, by email or by telephone with sufficient detail to assist in determining appropriate actions such as closing the growing area, conducting surveys, conducting monitoring, contacting other agencies, tribes and stakeholders, etc. relating to possible growing area closures and investigation of the situation requiring the recall, such as sanitary or shoreline survey activities, water quality factors, and other environmental factors for consideration.

4.2.d) The appropriate shellfish dealers and/or growers:

The industry will be contacted in the most expedient manner concerning recall instructions.  The Recall Coordination Lead will organize staff to immediately notify each shellfish grower involved with the recall in person, by email or telephone.  The Harvest Site Program Lead will provide involved staff a printed copy of each Dealer/Grower involved in the recall and a clear and detailed script of the recall message to provide to each grower.


4.2.e) The Food and Drug Administration (FDA):
This can be in person, by email or telephone within 24 hours with sufficient detail to provide for awareness of the situation.  The FDA will be notified of all interstate commerce distribution by providing the list of receiving states and/or foreign countries receiving the product.  The FDA will notify foreign countries and non-Interstate Shellfish Sanitation Conference member states upon request by the Office of Shellfish and Water Protection.

4.2.f) The Interstate Shellfish Sanitation Conference (ISSC):

This can be by email or telephone within 24 hours with sufficient detail to provide for awareness of the situation.  The purpose of ISSC notification is for their assistance in notifying all identified receiving states.  The FDA will be an addressee on this email for notification of receiving states and/or countries that a potential health risk is associated with recalled shellfish involved with the recall.


4.2.g) The Public Health Laboratory (PHL) and Communicable Disease Epidemiology:
This can be in person, by email or telephone with sufficient detail to provide for assistance in the tracking or special sampling of illness sources for laboratory support.  PHL will assign a tracking number for clinical samples for tracking purposes. Sample collection and submission is coordinated by the Recall Coordination Lead.  Samples are tested at the Washington State Department of Health Public Health Laboratory.

4.2.h) The appropriate Local Health Jurisdictions:
This can be in person, by email or telephone with sufficient detail to provide for awareness and/or assistance in the recall.


4.2.i) The Recreational Shellfish Program Lead:
This can be in person, by email or telephone with sufficient detail to provide for assistance in posting an advisory message on the Program website, coordinating signage with local health jurisdictions, and providing educational materials to local health jurisdictions and other stakeholders.


4.2.j) The Food Safety Program:
This can be in person, by email or telephone with sufficient detail to provide for awareness of the situation.  The Recall Coordination Lead will notify the Office of Environmental Health and Safety, Food Safety Program, of the recall.  The Recall Coordination Lead will provide sufficient details to allow the Food Safety Program to determine how best to assist the retail food industry for awareness of the recall and any supportive assistance from local health jurisdictions at the retail level.


4.2.k) The DOH Communications Office:

This can be in person, by email or telephone with sufficient detail to provide for awareness of the situation.  The Office Director may decide to issue a News Release announcing a recall.  Coordination with the Department of Health Communications Office will be made prior to any news release.  Joint effort will be made with the Communications Office to provide a clear and concise news release providing the details of the situation.  The Office Director, L&C Section Manager and Recall Coordination Lead will work closely with the communications staff to develop the news release in a timely manner.

4.3 Recall Activities:


4.3.a) The Recall Coordination Lead will promptly provide information relevant to a recall to the shellfish industry by using the shellfish listserve contact email system and/or by official mail.  The recall Coordination Lead will provide sufficient details to ensure clear directions and expectations for Dealer/Growers to provide swift disposition of product within 48 hours to the office.   


4.3.b) The Recall Coordination Lead will monitor the progress of the recall and ensure prompt contact with other Washington state agencies, appropriate agencies in other states (with assistance from the ISSC), and the ministries of health or appropriate ministries according to protocol in foreign countries (with assistance from the USFDA), and with shellfish companies involved.

4.3.c) The Recall Coordination Lead will maintain detailed records of the recall, to include records of product destroyed and/or recalled. The Recall Coordination Lead will coordinate with staff in the completion of related recall notification contact forms and other summary reports related to the recall.  The Recall Coordinator will maintain all related records when completed on file both in hard copy and electronically on the shared drive.  


4.3.d) The Harvest Site Lead will assist in providing the current list of Dealers/Growers involved in the recall.  A printed list will be provided to the Recall Coordination Lead and support staff involved in the notification process.

4.3.e) The Recall Coordination Lead will ensure that support staff who are conducting investigation efforts will provide summaries of the review to be added to the final recall summary report.  Activities include:


a) Review illness investigation reports



b) Review facility inspection reports



c) Review harvest site applications/information



d) Review Survey of pollution sources


e) Review marine water quality test results


 f) Review Biotoxin test results


g) Drafting a summary of growing area findings for pollution, biotoxins, etc. as needed.

4.4 Enforcement:


4.4.a) The Section Manager and Recall Coordination Lead will work with the Enforcement Coordinator, Growing Area staff and Administration support staff in coordination of recall and/or growing area closure orders (if needed) with the ACO/AAG Offices.

4.4.b) The Section Manager and Recall Coordination Lead will coordinate the publishing of an abatement order for any licensed shellfish operations that are involved as to the cause of a recall with the Section Administrative Assistant (AA) to contact the Adjudicative Service Unit (ASU) for a docket number to identify the order.


4.4.c) The Section Manager and Recall Coordination Lead will coordinate with the Enforcement Coordinator to draft the needed abatement order and will provide the draft to the AA for final preparation and submission to the Office Director for review and approval signature.  Upon approval and signature the order will be mailed by certified mail to each grower involved.

4.4.d) The Section Manager and Recall Coordination Lead will coordinate any needed amendment of any abatement order based on situational changes such as re-opening, extensions and/or modifications.  The AA will contact the Adjudicative Service Unit (ASU) for a new docket number to identify the changed order.  The AA will draft the amended order for final preparation and submission to the Director for review and signature.  Upon approval and signature the order will be mailed by certified mail to each grower involved.

4.5 Final Recall Summary Report:

The Recall Coordination Lead will complete the recall summary report.  A summary of the details involving the recall will be made and provided to the Office Director upon conclusion of the recall.  Each respective element of the recall activities will be described in sufficient detail to provide adequate trace back information and/or account for providing public health protection as a result of the recall.  Upon approval of the report, copies will be provided via email and or hard copy to the FDA Regional Shellfish Specialist and other agencies needing the information.  Hard copies will be filed according to the office retention schedule and kept electronically on the shared drive under the Recall Program.
5.
RELATED FORMS:

a. DOH OSWP Checklist for Recall Notification/Events

b. Harvest Site Dealer/Grower list(s)

c. Support Staff Recall Script


d. Investigation Summary Reports (Facility/Growing Area/Laboratory)


e. Recalled Product Disposition Summary Sheets

f. Final Recall Summary Report

6.
RELATED DATABASES: 

Shared Drive EH/SF/Recall Program
7.
AUTHORITY:
Name of SSCA Authority
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