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Reopening Trade for Safe Shellfish
• FDA stopped accepting raw bivalve molluscan shellfish 

imported from Europe in the 1980s due to public health 
concerns.

• The European Commission (EC) requested an equivalence 
assessment in 2008, which FDA initiated in 2010.

• Shellfish exports to the EU were stopped in 2010 due to 
findings by the EC that the United States/European Union 
(EU) programs had fundamental differences.

• FDA and EC technical experts finished their individual 
determinations in November 2015 and each authority 
recommended a finding of equivalence.
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Reopening Trade for Safe Shellfish
• FDA published a proposed equivalence determination for public comment on 

March 9, 2018 in the Federal Register.

• FDA addressed public comments and published its final equivalence 
determination in the Federal Register on September 24, 2020.

• FDA’s equivalence determination applies to raw shellfish harvested from Class A 
production areas in Spain and the Netherlands. 

• The EC’s equivalence determination applies to shellfish harvested from U.S. 
Approved growing areas, initially in Massachusetts and Washington.

• We anticipate a resumption of this shellfish trade with the EU this winter.

• FDA and the EC signed an arrangement for a streamlined evaluation process and 
letters of understanding.  



4www.fda.gov

What is Equivalence?
• Equivalence is the tool defined in trade law (the 

WTO-SPS Agreement) that can be used to assess 
foreign food safety controls to ensure that they 
provide at least the same level of public health 
protection as domestic controls.

• The WTO agreement requires FDA to evaluate a 
foreign system for equivalence to ours when 
requested to do so by a foreign government.
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The Shellfish Evaluation Process used by FDA and the 
Directorate General for Health and Food Safety of the 

European Commission (DG SANTE)

• Document reviews of food safety laws, 
regulations, and controls by technical experts.

• In-country audits/evaluations covering 
state/member state implementation, laboratories, 
and oversight of growing areas and processing 
plants.
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In-depth Review
• The following areas were identified for in-depth 

evaluations:
− Procedures and enforcement for growing area controls 

(including water quality testing vs. shellfish meat 
testing)

− Marine pathogens (Vibrios)
− Marine biotoxins  (different approaches posed a concern 

for DG SANTE)
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Classification of Shellfish 
Growing Areas

• Safety and the Classification of Growing Waters 
Through Water Testing (U.S.) vs. Shellfish Meat 
Testing (EU) 
─ Statistical analysis of 7,300 water and meat samples 

concluded that “no statistically significant level of 
disagreement can be established between failure and 
approval outcomes using U.S. Approved and EU Class A 
criteria.”

─ Technical experts on each side concluded that the other 
classification system provides the same level of public 
health protection.
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Resolution of Growing Areas 
Management Issues

• Growing area controls: the United States use 
sanitary surveys;  the EU tests for bacteria in the 
meat:
─ DG SANTE agreed to adopt additional EU controls (U.S. 

standards) for pollution sources and buffer zones.
─ FDA assessed the new controls in specified growing 

areas in the Netherlands and Spain and found them 
effective.

─ DG SANTE agreed that only growing areas applying the 
additional controls could ship to the United States.
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Restriction on Certain U.S. Shellfish
• At this time, the EU will only accept U.S. shellfish 

harvested and processed from Approved growing areas in 
the states of MA and WA.

• The EU at this time will not accept shellfish products 
harvested from states with documented illnesses linked to 
the pathogen Vibrio vulnificus and operating under a 
required management plan.

• The states that fall under this restriction currently are 
those that border the Gulf Coast (Florida, Alabama, 
Louisiana, Mississippi, Texas), New Jersey, and Virginia.
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Additional Steps to Address Vibrios
• Both the U.S. and the EU recognized Vibrio 

parahaemolyticus as a public health concern.

• FDA and DG SANTE agreed to pursue technical 
consultations to improve understanding and control of 
Vibrio parahaemolyticus under the administrative 
arrangement.

• The European Food Safety Authority has agreed to 
consider an FDA proposal regarding the efficacy of post-
harvest processing options for Vibrio vulnificus. A positive 
evaluation is necessary to allow export from Vv states.
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Biotoxin Monitoring and Testing
• Differences in surveillance and laboratory methods 

for control of biotoxins in shellfish were fully 
evaluated.

• FDA documented that the monitoring and controls 
in use in Spain and the Netherlands were 
effectively managing the hazards, based on the 
absence of biotoxin illnesses/outbreaks linked to 
shellfish.

• In Nov. 2015, DG SANTE accepted FDA assurances, 
an important step to reaching an equivalence 
recommendation. 
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On-site Evaluations

• FDA and DG SANTE conducted on site evaluations 
and each identified deficiencies in the other 
system.

• These deficiencies were discussed and both sides 
committed to taking the necessary corrective 
actions.
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The Equivalence Determinations 

• The determinations open trade for shellfish harvested from 
U.S. Approved growing areas, initially in Massachusetts and 
Washington State, and for raw shellfish harvested from Class 
A production areas in Spain and the Netherlands.

• It covers only the growing waters classified as U.S. Approved 
and EU Class A. 

• U.S. shippers must be on the EU’s list and obtain an EU 
export certificate from the National Oceanic and 
Atmospheric Administration (NOAA). 

• The determinations do not cover requirements for food 
labeling, food additives, drug residues, and pesticide limits.  
Compliance required.
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What products are covered by the EU’s 
equivalence determination?

www.fda.gov

Live, chilled, frozen, and processed 
shellfish harvested from U.S. growing 

areas with Approved classification, 
initially in Massachusetts and 

Washington.
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Export Eligibility
Three steps for becoming eligible to export to the EU:

1. U.S. States must be listed on EU List of Third Countries 
Eligible to Export Shellfish, Tunicates and Marine 
Gastropods to the EU.  

• States must submit required documentation through FDA to be 
considered by the EU for listing.

2. Shellfish growing areas and firms in officially listed States 
must be listed on the EU’s List of Approved Third Country 
Establishments.

• Shellfish firms must be listed on the Interstate Certified 
Shellfish Shippers List (ICSSL) and requires application through 
FDA’s Export Listing Module (ELM).

3. Listed firms must obtain an EU shellfish export certificate 
from NOAA for each consignment shipped to the EU.
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EU Lists

List of Third Countries Eligible to Export Live, Chilled, Frozen or 
Processed Bivalve Molluscs, Echinoderms, Tunicates and 
Marine Gastropods to the EU for Human Consumption
(Amendment to Annex I of EU Decision 2006/766/EC)

https://eur-lex.europa.eu/legal-
content/EN/TXT/HTML/?uri=CELEX:02019R0626-

20191214&from=EN#tocId10

EU’s Third Country Establishments List
https://webgate.ec.europa.eu/sanco/traces/output/non_eu_li

stsPerActivity_en.htm#

https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:02019R0626-20191214&from=EN#tocId10
https://webgate.ec.europa.eu/sanco/traces/output/non_eu_listsPerActivity_en.htm
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NOAA Certificates
https://www.fisheries.noaa.gov/national/seafood-commerce-

certification/export-certification-european-union

https://www.fisheries.noaa.gov/national/seafood-commerce-certification/export-certification-european-union
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Listing Additional States

• FDA and DG SANTE established a process for 
considering additional U.S. states or EU Member 
States seeking to export under equivalence that 
meet the requirements for growing water 
classification and other criteria.
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Listing Additional States
3. In the context of handling the requests by National 
Shellfish Sanitation Program (NSSP) participants to be 
added to the EU List:

3.1. FDA intends to submit to DG SANTE 
requests from NSSP participants seeking to be 
added to the EU List.

3.2. FDA intends to review the information 
referred to in points 3.3 and 3.4 and inform DG 
SANTE that, based on the information 
provided, NSSP participants seeking to be 
added to the EU List have applied relevant U.S. 
measures.
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Listing Additional States
3.3. FDA normally intends to submit the following documents 

and information with the requests referred to in points 
3.1 and 3.2, unless a NSSP participant is seeking to be 
listed using point 3.4:
a) List of Approved growing areas;
b) List of firms/processors harvesting product in those 

Approved growing areas;
c) Most recent FDA audit of the NSSP participant’s 

implementation of the NSSP and any corrective action
taken after the audit;

d) Most recent sanitary survey(s) for those Approved 
growing areas;
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Listing Additional States
e) Most recent inspection reports for firms operating in 
those Approved growing areas and, in case of non-compliance, 
corrective actions taken by firms after the inspections;
f) List of laboratories performing official regulatory    
analysis of raw molluscan shellfish samples and the most recent 
NSSP evaluation report for each lab, including any resulting 
corrective actions; and
g) Summary description of applicable U.S. mechanisms 
for implementing and enforcing FDA regulations, plus 
enforcement of additional measures, if any, applied to those 
growing areas/processors.
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Listing Additional States

3.4. For NSSP participants seeking to ship raw shellfish
harvested from an Approved growing area in another NSSP
participant that is already on the EU List, documentation
normally consists of:

a) The most recent Plant and Shipping Element Program 
Evaluation Report; and

b) The most recent inspection report for each shellfish 
processing firm seeking to be listed for export to the  
EU.
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Listing Additional States

3.5. Without limiting the number of NSSP participants to be 
considered, DG SANTE intends to evaluate promptly the
documents referred to in point 3.3 or 3.4 and notify FDA of
the results of its evaluation.

3.6. Following a positive evaluation, DG SANTE intends to
promptly initiate its administrative procedures relevant to
the context of handling the requests by NSSP participants to
be added to the EU List, without prejudging the final
outcome of such procedures.
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Listing Additional States –
State Responsibilities

• States should notify their FDA Shellfish Specialist 
of their interest in exporting shellfish to the EU.

• FDA Shellfish Specialist will assist the State in 
putting together the information needed to 
submit to the EC for consideration.
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✔ Document Notes
List of Approved growing areas.
State Shellfish Control Authority (SSCA) should provide all growing area information 
in the format of the Excel template provided. “Approval number” is a required field; 
growing area name is not mandatory.
List of firms/processors harvesting product in those Approved growing areas.
SSCA will determine which firms intend to ship to the EU and should include only 
those firms on the list they submit. 
Most recent sanitary survey(s) for those Approved growing areas.
Relevant supporting growing area classification studies should be included.
Most recent inspection reports for firms operating in those Approved growing 
areas and, in case of non-compliance, corrective actions taken by firms after the 
inspections.
List of laboratories performing official regulatory analysis of raw molluscan 
shellfish samples and the most recent NSSP evaluation report for each lab, 
including any resulting corrective actions.

Summary description of applicable U.S. mechanisms for implementing and 
enforcing FDA regulations, plus enforcement of additional controls, if any, applied 
to those growing areas/processors.

Most recent FDA audit of the NSSP participant’s implementation of the NSSP and 
any corrective actions taken after the audit.

Required Documents - Checklist
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Maintenance of Growing Area List -
State Responsibilities

www.fda.gov

• States will provide an initial list of Approved 
growing areas based on the template and 
instructions provided by FDA.

• States will notify their FDA Shellfish 
Specialist of classification changes as 
required under the NSSP.
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EU Shellfish Export List
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Summary
State Responsibilities
• Determine interest in listing and notify FDA Shellfish 

Specialist.
• Work with FDA Shellfish Specialist to prepare and 

submit complete package of documents.
• Use template to populate list of Approved growing 

areas.
• Submit updates to growing area listing as needed.
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EU Shellfish Export List
Establishments/Dealers/Shippers
• Any establishment that intends to harvest, process, or 

dispatch shellfish products to the EU must apply to be 
included on the EU’s list of approved establishments via 
the FDA’s Export Listing Module.

• The ELM is an online portal that FDA uses to receive and 
process requests from industry to be included on export 
lists. Available at https://www.access.fda.gov/
− Certified shellfish shippers will identify themselves for listing 

using the certificate number on the ICSSL.
− Processing establishments will identify themselves for listing 

using their Food Facility Registration information or the FDA 
Establishment Identifier (FEI number).

https://www.access.fda.gov/
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Export Listing Module

www.fda.gov
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EU Approval Numbers

• The approval number will appear on the EU list.
− The same approval number must appear on all product 

labels.
− The same approval number must be used for the NOAA 

certificates that accompany each shipment.
• Strict consistency in the identification of approval numbers on 

the EU Shellfish Shippers List, shellfish tags, and the EU shellfish 
certificate is critical to ensuring trouble-free import review at EU 
ports of entry.
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EU Approval Numbers
• FDA’s standard procedure will be to assign approval numbers as 

follows:
• For firms on the ICSSL, FDA will use the following format for a 

shellfish shipper’s certification number as the approval 
number for the EU List: DC-0001-SS-PHP.

• For processing plants not on the ICSSL, FDA will use FDA 
Establishment Identification (FEI) numbers as approval 
numbers for the EU list.

• If any firm wishes to be listed using a different approval number 
or format, it can upload a letter to its ELM application and 
request to be listed with a different approval number format.
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EU Approval Numbers

• Firms may request a different approval number format based on 
their current shellfish tag  (e.g., DC0001SS-PHP or 
DC.0001.SS.PHP) or they can request to be listed with their FEI 
number as the approval number. 

• Some shellfish firms may already be listed on the EU seafood 
export list using their FEI number and for purposes of 
consistency may wish to continue this practice. 
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NOAA Certificate

www.fda.gov
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NOAA Seafood Inspection 
Program

The Seafood Commerce and Certification website offers information and 
guidance on export requirements.
https://www.fisheries.noaa.gov/topic/seafood-commerce-
certification#overview
The Seafood Inspection Services Portal (SISP) is the NOAA SIP online 
certification request system. 
https://seafoodinspection.nmfs.noaa.gov/customer/customerlogin.html
The NOAA Handbook Part 7:Certification provides guidance on the specific 
requirements of the export certificate for EU Shellfish. 
https://www.fisheries.noaa.gov/national/seafood-commerce-
certification/seafood-inspection-manual

https://www.fisheries.noaa.gov/topic/seafood-commerce-certification#overview
https://seafoodinspection.nmfs.noaa.gov/customer/customerlogin.html
https://www.fisheries.noaa.gov/national/seafood-commerce-certification/seafood-inspection-manual


40www.fda.gov

Summary
Industry Responsibilities
• Notify Shellfish Control Authority of interest in 

exporting to the EU.
• Monitor EC decision and listing for addition of 

State name.
• Submit ELM application.
• Ensure that approval numbers consistently appear 

on all documentation and packaging and match 
EU list for ease of entry review.
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Recognizing Additional EU Member States

For EU Member States seeking to be recognized by FDA, DG 
SANTE normally intends to submit the following for FDA review:
1. List of eligible Class A production areas;
2. List of firms/processors harvesting product in those Class A 

production areas;
3. Most recent EC audit of the EU Member State’s 

implementation of EU measures, additional measures, and 
the corrective actions taken, if any, after the audit;

4. Most recent sanitary survey(s) for those eligible Class A 
production areas;
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Recognizing Additional EU Member States

5. Most recent inspection reports for firms operating in those 
Class A production areas and, in case of non-compliance, the 
corrective actions taken, if any, after the inspection,

6. List of laboratories performing official regulatory analysis of 
raw molluscan shellfish samples, and the most recent ISO 
17025:2017 (or equivalent) audit report for each laboratory, 
including any resulting corrective actions, and

7. Summary description of EU Member State’s mechanisms for 
implementing and enforcing: EU measures applied to raw 
bivalve molluscan shellfish; any additional national measures 
adopted by the EU Member State; and application of 
additional agreed measures.
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Interstate Certified Shellfish Shippers List
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Timelines
Massachusetts and Washington
• Industry: Firms should apply now to the ELM in order to be included in 

initial listing – Due October 24.
• States: Work with FDA Shellfish Specialist to confirm listing of 

Approved growing areas is accurate – Due October 24.
All Other Interested States and Industry
• In order to be included in the first group of requests, complete 

packages need to be submitted to FDA within 3 months of FRN 
publication; by December 24.

Federal Register Notice:
https://www.federalregister.gov/documents/2020/09/24/2020-

20755/food-and-drug-administration-equivalence-determination-
regarding-implementation-by-spain-and-the

https://www.federalregister.gov/documents/2020/09/24/2020-20755/food-and-drug-administration-equivalence-determination-regarding-implementation-by-spain-and-the
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Questions?

ShellfishEquivalence@fda.hhs.gov

https://www.fda.gov/food/international-
interagency-coordination/international-

cooperation-food-safety#equivalence

mailto:ShellfishEquivalence@fda.hhs.gov
https://www.fda.gov/food/international-interagency-coordination/international-cooperation-food-safety#equivalence



	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	On-site Evaluations
	The Equivalence Determinations 
	What products are covered by the EU’s equivalence determination?
	Export Eligibility
	EU Lists
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Slide Number 20
	Slide Number 21
	Slide Number 22
	Slide Number 23
	Slide Number 24
	Slide Number 25
	Slide Number 26
	Slide Number 27
	Slide Number 28
	Slide Number 29
	Maintenance of Growing Area List - State Responsibilities�
	Slide Number 31
	Slide Number 32
	Slide Number 33
	Export Listing Module
	Slide Number 35
	Slide Number 36
	Slide Number 37
	NOAA Certificate
	NOAA Seafood Inspection Program
	Slide Number 40
	Slide Number 41
	Slide Number 42
	Slide Number 43
	Slide Number 44
	Slide Number 45
	Slide Number 46
	Slide Number 47

