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Title:
Consumer Advisory - Amend Section 3-603.11

Issue you would like the Conference to consider:
The FDA Food Code recognizes that consumers should have notice regarding the risk of 
foodborne illness from raw or undercooked meats, poultry, seafood, shellfish, or eggs. 
However, the consumer advisory fails to provide adequate notice for persons to accurately 
assess the risk of severe illness and death from pathogenic Vibrio bacteria in raw oysters.

Public Health Significance:
FoodNet data indicates that Vibrio illnesses have more than doubled while illnesses from 
all other major foodborne pathogens have either been stable or decreased. There is also 
evidence that serious pathogenic Vibrio species are becoming more common in raw 
shellfish. Vibrio vulnificus in raw oysters harvested from the Gulf of Mexico has long posed 
a well-defined risk of severe illness and death to consumers with compromised immune 
systems, liver damage, diabetes, the genetic disorder hemochromatosis, and certain 
gastric disorders. In recent years, a number of V. vulnificus cases are associated with 
oysters harvested along the East Coast. Vibrio parahaemolyticus is associated with mild 
gastroenteritis in persons with healthy immune systems, and can progress to life-
threatening infections in persons with pre-existing medical conditions. In 2012, a highly 
virulent West Coast strain of V. parahaemolyticus appeared in East Coast oysters causing 
the largest oyster-associated outbreak ever recorded along the Atlantic Coast. Outbreaks in 
2013 far exceed the count of cases from 2012. Given the increasing number of illnesses 
and the spread of pathogenic strains to new areas, it is critical that persons have adequate 
notice of the risk so that they will seek early medical care and inform their doctor they have 
eaten raw oysters. While the strongest prevention is to require all oysters shipped interstate 
to be treated post-harvest to eliminate the pathogen, the industry has resisted such 
requirements. The proposed warning is, therefore, consistent with industry preferences for 
consumer education in lieu of other controls. It is a critical requirement because other than 
self-identification, food establishments have no way of recognizing at-risk patrons. To the 
extent that patrons have adequate information about their own health status, the warnings 
may reduce the number of illnesses and deaths (with the attendant bad publicity associated 
with news reports and lawsuits). Additionally, since consumer perceptions can alter choices 
thus reducing demand, industry interests and public health walk hand-in-hand with 



providing adequate notice that allows at-risk populations to understand and assess the 
danger of consuming raw oysters.

Recommended Solution: The Conference recommends...:
that a letter be sent to the FDA recommending the 2013 Food Code be amended with the 
addition of new consumer advisory language to Section 3-603.11, as follows (new 
language in underline format):
Section 3-603.11 Consumption of Animal Foods that are Raw, Undercooked, or Not 
Otherwise Processed to Eliminate Pathogens
(D) Every FOOD ESTABLISHMENT that offers raw oysters shall provide a written warning 
to any person who orders raw oysters, stating:
WARNING
THIS FACILITY OFFERS RAW OYSTERS. EATING THESE OYSTERS MAY CAUSE 
SEVERE ILLNESS AND EVEN DEATH IN PERSONS WHO HAVE LIVER DISEASE, 
CANCER, DIABETES, OR OTHER CHRONIC ILLNESSES THAT WEAKEN THE IMMUNE 
SYSTEM. If you eat raw oysters and become ill, you should seek immediate medical 
attention. If you are unsure if you are at risk, you should consult your physician.
(E) Warnings under subsection (D) are not required whenever the FOOD 
ESTABLISHMENT has received a copy of a current verification letter from the dealer and 
tags or labels are as required by Section 3-202.18 of this Code demonstrating that the 
oysters have been subjected to an oyster treatment process sufficient to reduce Vibrio 
bacteria to an undetectable level, as defined in the U.S. Food and Drug Administration 
Bacteriological Analytical Manual, 2004 Edition.
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Organization:  Center for Science in the Public Interest
Address: 1220 L St NW#300
City/State/Zip: Washington, WA 20005
Telephone: 202-777-8339 Fax:
E-mail: sklein@cspinet.org
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Proposal 13-204 

 

PUBLIC HEALTH RATIONALE 

 

 

The ISSC stakeholders have worked hard since the 1990s, using a number of science and policy 

tools to mitigate the public health effects associated with Vibrio species, most notably Vibrio 

vulnificus (Vv) and Vibrio parahaemolyticus (Vp).  As a result, the Model Ordinance has slowly 

evolved with different requirements for Vv and Vp.  These controls include the use of Vv 

Control Plans (VVCP) and Vp Control Plans (VPCP) which vary from state to state.   States 

requiring Vv controls generally must implement more restrictive harvest controls than states 

which only require Vp control plans. Additionally, risk per serving standards associated with 

VVCP require corrective actions that are absent in VPCP. This disparity creates an economic 

advantage for industry in states with less stringent requirements and potentially favors higher 

exposure to more risky product.  This proposal will provide a level playing field for the shellfish 

industry by unifying the controls for Vp and Vv.   

 

To-date, the Model Ordinance requirements have not been effective in reducing the number of 

cases of Vv and Vp.  FoodNet data (Figure 1 below) indicates that vibriosis has more than 

doubled since the baseline years of 1996-98 while illnesses from all other major foodborne 

pathogens have either been stable or in most cases decreased during this same period 
3
. COVIS 

data provided to ISSC supports similar increases in vibriosis in the US as observed with 

FoodNet. Vv and Vp Control Plans are not achieving expected illness reductions. In fact, Vv 

illnesses have exceeded the ISSC baseline each of the three years since the VVCP was 

implemented in 2010 and reported Vp illnesses have increased four of the five years since 

implementation of the VPCP in 2008.  There have also been 49 deaths due to Vv since 2010 and 

21 due to Vp since 2008 
8, 11

. 
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The cost of vibriosis to society is significant.  Economists and epidemiologists can provide 

formulas for estimating the acute health costs of morbidity and mortality factors (human illness 

and deaths). There are also significant costs associated with the public health responses required; 

case investigations, trace back to harvest areas, closure and opening protocols and product 

recalls.   However, the costs to the oyster and clam industries also include the loss of customer 

and consumer confidence, both in the US and export markets such as the European Union. The 

efforts by the ISSC to date to control vibriosis have been unsuccessful. This evidenced by 

petitions from consumer advocates, audits by GAO and refusal of product by international 

trading partners 
2, 4, 9

. 

 

There are likely several reasons for the increasing incidence of vibriosis, including improved 

clinical diagnosis and illness surveillance systems, increased raw shellfish consumption patterns, 

expanded seasonal and geographical range of illness and the emergence of highly virulent 

strains. For example, the introduction of the US West Coast outbreak strain of Vp into the Long 

Island Sound in 2012 caused the largest oyster-associated outbreak ever reported along the 

Atlantic Coast, tripling 2012 Atlantic Vp cases relative to the previous 5-year mean 
10, 12

 . This 

outbreak strain re-emerged in the same area in 2013 and illnesses expanded geographically from 

MA to VA by July 
12

. The 2013 Vp case count to-date far exceeds 2012 figures for the entire 

season and is likely to increase considering the long lag between harvest and illness reporting 

and because the 2013 season continues. Numerous outbreaks, area closures and recalls have 

disrupted the industry and brought negative publicity about deteriorating shellfish safety.   

 

Figure 2 indicates relatively 

stable shellfish production in 

the Atlantic region since 

2000 and projects 2012 and 

2013 servings based on 

average harvest from 2007-

2011.  Figures 3 and 4 

highlight the increase in 

illnesses and risk since 2012 

after the introduction of the 

Pacific NW outbreak strain.  
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Sound scientific information is available on the conditions required to prevent growth of the 

vibrio pathogens: Vv ≤55°F and Vp ≤50°F 
5
.  As with other foodborne pathogens, the risk of 

vibrio illness increases relative to the exposure to the organism.  In other words, the more vibrio 

bacteria consumed the higher the chance the shellfish consumer will become ill.  For example, 

FDA and FAO/WHO risk assessments for Vp assume a doubling of risk each time the bacteria 

doubles 
1, 7

. The FAO/WHO Vv risk assessment assumes that the risk increases about 1.5-fold 

for each doubling 
6
. Generation times for Vp can be as fast as one hour when ambient 

temperatures are around 90°F and almost as fast for Vv.  

 

Immediate cooling upon harvest would prevent post-harvest vibrio growth, maintain levels 

present at the time of harvest, and provide enhanced public health protection relative to the 

current VVCPs and VPCPs. This approach is consistent with the international guidance put 

forward in the Codex Alimentarius guidance for bivalve mollusks
5
 and industry cooling practices 

with other seafood products that are inherently less risky.  Immediate cooling at the time of 

harvest is considered to be the best management practice, offering significant risk reduction, 

which can be used in the process of harvesting shellfish that are to be consumed raw. 

 

While exploring the practicality of immediate cooling, FDA has undertaken field studies on 

board small harvesting vessels.   These studies demonstrated that oysters coming from warm 

harvest waters (80-90°F) can be cooled to less than 50°F within 30 minutes using an ice slurry 

system without significant hindrance of crew harvesting activity. Frequently asked questions 

regarding the cost, risks and benefits of using ice are listed in Appendix A. 

 

The public health benefit from immediate cooling at harvest time would be significant.  Tables 1 

and 2 depict the estimated benefits of cooling for Vp and Vv, respectively.  
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Table 1. Estimated Benefits of Rapid Cooling Vibrio Parahaemolyticus based on reported 

and laboratory confirmed illnesses without the adjustments for under-reporting or under-

diagnosis.  

Region Reported 

Illnesses/year 

(Baseline 

2008-2011) 

Predicted # of 

Reported 

Illnesses/year(Rapid 

Cooling) 

Predicted 

%- 

Reduction 

in 

Reported 

Illness 

Predicted 

Cost* of 

Reported 

Illness 

(Baseline) 

(Millions) 

Predicted 

Cost* of 

Reported 

Illness  

(Rapid 

Cooling) 

(Millions) 

Atlantic 20.1 1.0 95% 0.95 0.047 

Gulf 16.4 1.6 90% 0.78 0.076 

PNW 131 7.9 94% 6.22 0.38 

TOTAL 167.5 10.5 94% 7.95 0.50 

*Cost per reported illness determined as $47,500 by combining Ralston’s cost estimates for each of 3 

illness severity classes (2=seek physician ($500), 3=hospitalization ($10,000), 4=death ($5,000,000)) with 

probabilities of each severity class among reported illnesses (2=seek physician (77.8%), 3=hospitalization 

(21.3%), 4=death (0.9%) as determined by Scallan et al.   

 

Table 2. Estimated Benefits of Rapid Cooling Vibrio vulnificus based on reported and 

laboratory confirmed illnesses without the adjustments for under-reporting or under-

diagnosis. 

Gulf State Predicted # of 

reported 

Illness 

(Baseline) 

Predicted # of 

reported 

Illness 

(Rapid 

Cooling) 

Predicted % 

Reduction in 

Reported 

Illness 

Predicted 

Cost* of 

Reported 

Illness 

(Baseline) 

(Millions) 

Predicted Cost* 

of Reported 

Illness  

(Rapid Cooling) 

(Millions) 

Texas 4.1 3.0 27% 7.2 5.3 

Louisiana 11.7 9.3 20% 20.6 16.4 

Florida 2.3 1.3 41% 4.0 2.4 

TOTAL 18.1 13.6 25% 31.8 24.1 
*Cost per reported illness determined as 1.76 million by combining Ralston’s cost estimates for each of 3 
illness severity classes (2=seek physician ($500), 3=hospitalization ($10,000), 4=death ($5,000,000) with 
probabilities of each severity class among reported illnesses (2=seek physician (8.7%), 3=hospitalization 
(56.3%), 4=death (35%) as determined by Scallan et al.; predicted number of reported cases for baseline 
and immediate cooling scenarios in selected states (TX, LA, FL) were determined using the Vv calculator 
assuming: (a) baseline time-to-refrigeration, cooldown time and oyster temperatures at harvest equal to 
that specified in Vv management plans in effect in each state (TX, LA, FL); (b) 1.46 million Gulf oyster 
servings per year consumed by at risk individuals distributed by month as specified in Vv management 
plans; (c) 21% of Gulf servings attributed to TX, 57% attributed to LA, and 10% attributed to FL (based on 
NMFS landings data).  
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The FDA Dauphin Island scientific team is currently working on a number of projects associated 

with oyster cooling practices.  At the time of writing this rationale the results and conclusions 

from these projects are not available.  This information will be available at the 2013 ISSC 

meeting.  

 

Aside from the projected reduction in morbidity and mortality numbers, there will be further 

positive effects associated with acceptance of this proposal.  This proposal would unify and 

simplify the controls for Vp and Vv and provide a level playing field for all of industry.  There 

likely also would be a gain in trust by national and international customers and consumer 

advocacy groups.  While immediate cooling is not as effective as Post Harvest Processing (PHP) 

or closures, it is far less disruptive to the nation’s commercial shellfish industry than those 

approaches and offers a control strategy generally available to all the shellfish industry.    

 

As with any regulatory policy, implementation will be critical for success.  There will need to be 

ownership by the industry and verification by State regulators that the policy is being actively 

implemented.  To implement this proposal, if adopted, industry will be required to make some 

changes to their harvesting vessels and ensure that they have access to the resources that enable 

immediate cooling such as containers to maintain shellfish at cooled temperatures.  Additional 

obstacles, such as the availability of “approved” ice supplies may need to be overcome.  

Therefore, it may be appropriate for the ISSC to consider a stepped process to allow industry to 

achieve full compliance over 2 years.  
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Appendix A 
On Board Oyster Icing: Frequently Asked Questions 

 
What are vibrios and why are they a problem? 

 Vibrios are naturally occurring bacteria commonly found in oysters during warm months 

 Vibrios can cause diseases ranging from diarrhea to death 

Why is rapid cooling of oysters needed? 

 Vibrios present at harvest can grow until oysters are cooled to 50F 

 As the vibrios double so does the risk of illness 

Is it feasible to cool oysters rapidly on small harvest boats? 

 Ice is the most effective means for rapid chilling of oysters on-board small boats 

 Either layering ice with oysters or dipping in ice slurries are effective cooling methods 

How much ice is needed and what is the cost? 

 One bushel of ice in a slurry produced with 90°F seawater can cool 2 bushels of oysters 

 Reuse of the ice slurry can reduce ice usage to 1 bushel of ice for 4 bushels of oysters 

 The additional cost for purchase of ice is approximately $1/bushel or 80# sack 

Is it safe to reuse ice slurries for repeated dipping of oysters? 

 FDA research indicates that dipping oysters for 10-20 minutes does not allow any bacteria from 

the ice slurries to enter the shell and contaminate the meats 

Will ice slurries kill oysters? 

 Oyster dipped in ice slurries survive over a 2-week period as well as with conventional 

refrigeration 

What new equipment and boat modifications are needed? 

 Dipping container (5-gallon bucket, ice chest, plastic drum) 

 Cold storage container (external ice chest, insulated hull with lid) 

What are the benefits from rapid cooling? 

 Reduced risk of illness 

 Fewer closures from outbreaks 

 Potentially higher prices for oysters produced under best management  practices 

 Longer harvest periods 

 Prevents delays for out of state shipments 



Increase in Vibrio parahaemolyticus illnesses 
associated with consumption of shellfish from several 

Atlantic coast harvest areas, United States, 2013

Posted October 21, 2013 11:45 AM ET

Investigations

At a Glance:
• Case Count: 104 (/vibrio/investigations/vibriop-09-13/epi.html) 
• States: 13 (/vibrio/investigations/vibriop-09-13/map.html) 
• Deaths: 0
• Hospitalizations: 6
• Recall: Yes (/vibrio/investigations/vibriop-09-13/advice-consumers.html) 

See Interstate Shellfish Sanitation Conference (http://www.issc.org/closuresreopenings.aspx) 
(http://www.cdc.gov/Other/disclaimer.html) for a list of Shellfish Closures, Reopenings, and 
Recalls.

More Information:
• Advice to Consumers (/vibrio/investigations/vibriop-09-13/advice-consumers.html)
• Signs & Symptoms (/vibrio/investigations/vibriop-09-13/signs-symptoms.html) 
• Key Resources (/vibrio/investigations/vibriop-09-13/key-resources.html) 

Latest Case Count Map

 (/vibrio/investigations/vibriop-09-13/map.html) 
Click map to view larger image. (/vibrio/investigations/vibriop-09-13/map.html) 

Latest Epi Curve

 (/vibrio/investigations/vibriop-09-13/epi.html) 

Page 1 of 3Investigation - Increase in Vibrio parahaemolyticus illnesses | Vibrio Illness (Vibriosis) | ...
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Investigation as of September 30
Public health investigators are using the national Cholera and other Vibrio Infections 
Surveillance (COVIS) system  [PDF - 4 pages] (/nationalsurveillance/PDFs/cdc5279-covis-
vibriosis-508c.pdf) to collect food histories. Food histories have been reported for 82 ill persons.  
Of these, 75 (91%) reported eating raw oysters or raw clams during the 7 days before their 
illness began.  

State health departments work with regulatory partners to trace the source of the shellfish. 
These efforts have determined that raw oysters and clams consumed by Ill persons originated 
from shellfish harvest areas in Connecticut, Massachusetts, New York, and Virginia. 

The Interstate Shellfish Sanitation Conference maintains a list of shellfish harvest area closures 
and recalls (http://www.issc.org/closuresreopenings.aspx) 
(http://www.cdc.gov/Other/disclaimer.html) . Harvest areas to which illnesses were traced remain 
closed in Virginia (closed July 12) and Massachusetts (closed August 30). New York closed 
harvest areas which were associated with illnesses from June 29 to September 14and 
Connecticut closed illness associated harvest areas from August 2 to September 17. 
Massachusetts issued a recall of oysters originating from harvest areas associated with illness 
and Connecticut issued a recall of oysters and clams originating from illness associated harvest 
areas.

Click epi curve to view larger image. (/vibrio/investigations/vibriop-09-13/epi.html) 

Highlights
• Read the Advice to Consumers » (/vibrio/investigations/vibriop-09-13/advice-
consumers.html) 
• CDC and state and federal partners in 13 states are monitoring an increase in vibriosis 
since May 2013. 

• As of September 30, 104 cases of a specific strain in 13 states with 6 
hospitalizations and no deaths were reported to CDC.

• Vibrio bacteria live in saltwater. People can get vibriosis after eating raw or 
undercooked shellfish, particularly oysters. Several species of Vibrio, including Vibrio 
parahaemolyticus, can cause illness.
• There has been an increase in infections caused by a specific strain of Vibrio 
parahaemolyticus. 
• These infections occurred among people who, in the week before they became ill, ate 
raw oysters or raw clams harvested along the Atlantic Coast.
• Before 2012, Vibrio parahaemolyticus infections of this strain were rarely associated 
with shellfish from the Atlantic coast. 
• Symptoms typically consist of mild to moderate diarrhea, but can sometimes be severe, 
especially if the bacteria enter the bloodstream.
• Safe shellfish preparation is necessary to avoid illness, especially among high risk 
people. High risk groups include 

• People with weakened immune systems
• People with chronic liver disease

• Public health investigators are using PulseNet (/pulsenet/about/works.html) , the 
national subtyping network of public health and food regulatory agency laboratories 
coordinated by CDC, to identify additional cases. PulseNet matches DNA "fingerprints" of 
Vibrio parahaemolyticus bacteria submitted by several states
(/vibrio/investigations/vibriop-09-13/advice-consumers.html) . 
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Illnesses are still being reported, but have decreased since the warmest months. It is unlikely 
that all harvest areas associated with illnesses have been identified. It is likely that many 
illnesses have occurred that were not detected through surveillance because some people do 
not seek medical care, diagnostic testing is not always performed, and some laboratories do not 
routinely use the specific culture plate necessary to test for Vibrio bacteria. The investigation is 
ongoing. 
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