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California Department of Health Services, California Conference of Local Health Officers 
(CCLHO). Board of Directors, Meeting Minutes, Sacramento, CA, August 4, 2005.  Print. 

California Department of Health Services, California Conference of Local Health Officers 
(CCLHO).  Environmental Health Committee, Meeting Minutes, Sacramento, CA, July  
26, 2007.  Print. 

Hoffman, Sandra, Batz, Michael B., and Morris, Jr., Glenn.  Annual Cost of Illness and 
Quality-Adjusted Life Year Losses in the United States Due to 14 Foodborne 
Pathogens.  Journal of Food Protection, Vol. 75, No. 7, 2012, pages 1292-1302.  Print. 

Interstate Shellfish Sanitation Conference.  Constitution, By-Laws and Procedures.  
Page 20, Received by e-mail from ISSC.  June 27, 2005.  Print.   

Interstate Shellfish Sanitation Conference.  Minutes of Executive Board Meeting, August 
14, 2005.  Print 

Interstate Shellfish Sanitation Conference.  Minutes of Executive Board Meeting, August 
15, 2005.  Print. 

Interstate Shellfish Sanitation Conference.  Report of the Vibrio vulnificus Post-Harvest 
Treatment Validation/Verification Working Group, July 18, 2002.  Print.  

Interstate Shellfish Sanitation Conference, Vibrio vulnificus Subcommittee.  Report for 
the 08/3/03 Vibrio vulnificus Subcommittee Meeting, 2003.  Page 21. Print. Website: 
http://www.issc.org/client_resources/Committees/VibriovulnificusSubcommitteeReport08-
03-2003.pdf. 

Moore, Ken B.  California Regulation Title 17 Section 13676.  Interstate Shellfish 
Sanitation Conference, Internal Memo to the ISSC Executive Board, June 24, 2005. 
Print. 

United Nations, World Health Organization, Food and Agriculture Organization. 
Microbiological Risk Assessment, Series 8, Risk Assessment of Vibrio vulnificus in Raw 
Oysters, Interpretative Summary and Technical Report.  Rome: World Health  
Organization, 2005. Print.  http://www.who.int/foodsafety/publications/micro/mra8.pdf 

U.S. Department of Health and Human Services, Food and Drug Administration. 
Interstate Certified Shellfish Shipper’s List, 2013. Print.  
http://www.fda.gov/Food/GuidanceRegulation/FederalStateFoodPrograms/ucm2006753.

htm 

U.S. Department of Health and Human Services, Food and Drug Administration, Center 
for Food Safety and Applied Nutrition.  NSSP 2009 Section III. Public Health Reasons 
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and Explanations, National Shellfish Sanitation Program, Guide for the Control of 
Molluscan Shellfish, 2009, Section III (pg. 129). Public Health Reasons and 
Explanations, Chapter XVI. Background & Performance of Post Harvest Processing 
(PHP) Validation/ Verification Protocols (pg. 172). Print.    
http://www.fda.gov/downloads/Food/GuidanceRegulation/FederalStateFoodPrograms/U
CM350004.pdf 
 
U.S. Department of Health and Human Services, Food and Drug 
Administration. Shellfish-Related Vibrio vulnificus Cases/Deaths, 2005 – 2012.  Print 

 
U.S. Department of Health and Human Services, Public Health Service, Food and Drug 
Administration.  National Shellfish Sanitation Program, Guide for the Control of 
Molluscan Shellfish, Model Ordinance, 1997 Revision, Chapters: XI.03.J, Post-Harvest 
Processing, Page 89; XII.03.H, Post-Harvest Processing, Page 99; and XIII.03.H, Post-
Harvest Processing, Page 110.  Print. 
 
U.S. General Accountability Office.  Food Safety, FDA Needs to Reassess Its Approach 
to Reducing an Illness Caused by Eating Raw Oysters.  Report to the Honorable Rosa L. 
DeLauro, House of Representatives, GAO-11-607.  Washington: September 
2011.  http://www.gao.gov/assets/520/511457.pdf 
 
U.S. Department of Health and Human Services, Food and Drug Administration, Center 
for Food Safety and Applied Nutrition.  National Shellfish Sanitation Program, Guide for 
the Control of Molluscan Shellfish, 2003, Model Ordinance, Chapter XVI. Post-Harvest 
Processing.  Print. 
 
U.S. Department of Health and Human Services, Food and Drug Administration 
Center for Food Safety and Applied Nutrition.  National Shellfish Sanitation Program, 
Guide for the Control of Molluscan Shellfish, 2005, Chapter II., Model Ordinance, 
Chapter XVI., Post-Harvest Processing.  Print. 
 
U.S. Department of Health and Human Services, Food and Drug Administration, 
Center for Food Safety and Applied Nutrition.  National Shellfish Sanitation Program, 
Guide for the Control of Molluscan Shellfish, 2005, Chapter IV., Guidance Documents, 
Naturally Occurring Pathogens.  Print. 
 
U.S. Department of Health and Human Services, Food and Drug Administration, Center 
for Food Safety and Applied Nutrition.  National Shellfish Sanitation Program, 2009 Sec. 
IV., Chap II,10 Approved National Shellfish Sanitation Program Laboratory Tests, 
National Shellfish Sanitation Program, Guide for the Control of Molluscan Shellfish, 
2009, Section IV., Guidance Documents, Chapter II.  Print. 
 
ADVISORY GROUP OR OTHER AGENCY COMMENT, CONSULTATION AND/OR 
APPROVAL, INCLUDING CALIFORNIA CONFERENCE OF LOCAL HEALTH 
OFFICERS: 
This proposal is supported by the California Conference of Local Health Officers.   
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	• This regulatory proposal harmonizes California’s molluscan shellfish regulations for post-harvest processed Gulf oysters with those of the NSSP, as adopted by the FDA and ISSC. The proposed revised standard is based on the deter-minations of the Vv ...
	• To provide a science-based standard for post-harvest processed oysters based on the Vv Risk Assessment conducted by the FAO/WHO.
	• To provide for uniform regulatory enforcement for post-harvest processed oysters by allowing the sale of Gulf oysters, processed to less than 30 MPN/g, to be sold year-round, irrespective of harvest date.
	• To provide clarity and consistency for the public and the oyster industry regarding oyster health and safety regulations.
	• To establish performance based health and safety standards that meet concerns of public health officials, the public, and shellfish dealers.
	• To protect the public health and safety of California consumers of oysters using scientific-based standards.
	• This regulatory proposal harmonizes California’s molluscan shellfish regulations for post-harvest processed Gulf oysters with those of the NSSP, as adopted by the FDA and ISSC. The proposed revised standard is based on the deter-minations of the Vv ...
	• To establish performance based health and safety standards, using scientific research, that meet concerns of public health officials, the public, and shellfish dealers.
	• To provide for uniform regulatory enforcement for post-harvest processed oysters by allowing the sale of Gulf oysters, processed to less than 30 MPN/g, to be sold year-round, irrespective of harvest date.
	• To allow the Department to petition ISSC to remove current administrative sanctions against California.
	• To prevent the imposition of administrative actions by FDA to remove California shellfish dealers from the ICSSL.  This will avert economic harm to California shellfish dealers and allow for the unrestricted sale of shellfish into interstate commerc...
	• To potentially reduce the costs to treat oysters post-harvest.
	• To potentially provide greater amounts and varieties of oysters that are processed for enhanced safety for the culinary enjoyment of Californians, especially those who are at high-risk for infection.
	• To reduce confusion for the public and the oyster industry about oyster health and safety restrictions.
	• To protect the public health and safety of California consumers of oysters using scientific-based standards.
	The Department has evaluated whether the proposed regulations are inconsistent or incompatible with existing State regulations.  This evaluation included a review of the Department’s laws and specifically those statutes and regulations related to food...
	UREASONABLE ALTERNATIVES CONSIDERED:
	Alternative 1:  Amend the CCRs to Change the Microbiological Level of V. vulnificus in Post-Harvest Processed Oysters.
	This alternative would amend CCR Section 13675 to change the microbiological level of V. vulnificus in post-harvest process oysters to less than 30 MPN/g achieved through a minimum 3.52 log reduction and amend CCR Section 13676 to be consistent with t...
	The Department has reviewed public health research on microbiological levels of
	V. vulnificus.  This research includes data and findings from industry experts, the federal government, and international experts.  The Department has determined that the proposed amendments are reasonable in light of this scientific data, analysis, a...
	Section 13675. Definitions:  This section provides definitions of terms used in the regulations.  The amendments to these definitions are reasonably necessary to provide for uniform interpretation of the text, consistency in the terminology used in th...


