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Proposal for Task Force Consideration 
at the ISSC 2027 Biennial Meeting 

 

1. a. X Growing Area 
b. ☐ Harvesting/Handling/Distribution 
c. ☐ Administrative 

Submitter Titan Fan, Ph.D 
Affiliation Beacon Analytical Systems, Inc 
Email titan@beaconkits.com, holly@beaconkits.com 
Proposal Subject Detection of ASP biotoxins in Mytilus edulis (Blue Mussel) shellfish by ELISA for 

Domoic Acid 
Specific NSSP 

Guide Reference 
Section IV. Guidance Documents Chapter II. Growing Areas, Table 2. 

Text of Proposal/ 
Requested Action 

SLV Proposal supporting the use of Beacon Domoic Acid Plate Kit as fit for 
purpose as an Approved NSSP Method for quantification of ASP toxins in Marine 
Biotoxin Monitoring Programs 

Public Health 
Significance 

Shellfish consumption can pose a mammal and bird health risk (1) 
when toxins produced by cyanobacteria present in water and 
shellfish growing areas, concentrate in shellfish meat due to their 
filter feeding system. A Closed Status for any growing areas with 
shellfish tissue levels of ASP of 2 mg/100 g (20 ppm) or more have 
been established to protect the consumer from exposure (2). The most 
common clinical signs of acute toxicity are gastrointestinal distress, 
confusion and neurological symptoms, disorientation, memory loss, 
coma and death (3). 
(1). M.Fernanda, F, Mazzillo, C. Pomeroy, J.Kuo, P. Ramondi,R. 
Prado, M.Silver. 2010. Aquatic Biol. 9:1-12. 
(2). NSSP Guide for the Control of Molluscan Shellfish: 2015 Rev. 
Sec.IV Chp. II., p 231. 
(3). Kathi A. Lefebvre, Alison Robertson, Toxicon, Vol. 56, Issue 2, 15 Aug. 

2010, p. 218-230. 
Cost Information The price per sample is eight to nine dollars dependent upon the number of samples 

tested during one ELISA run, and/or the volume of kits purchased. There is an 
ELISA Plate Reader requirement. They can range in price from a low cost unit at 
approximately $2,600 to a higher cost of $15,000 USD unit depending upon 
complexity. 

Action By 2017 
Laboratory 
Committee 

Recommended referral of Proposal 17-108 to an appropriate committee as 
determined by the Conference Chair. 

Action By 2017 
Task Force I 

Recommended adoption of the Laboratory Committee on Proposal 17-108 

Action by 2017 
General Assembly 

Adopted the recommendation of Task Force I on Proposal 17-108. 

Action by FDA 
February 7, 2018 

 

Concurred with Conference action on Proposal 17-108. 

Action by 2019 
Laboratory 
Committee 

Recommended referral of Proposal 17-108 to an appropriate committee as 
determined by the Conference Chair. 
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Action by 2019 Task 
Force I 

Recommended adoption of the Laboratory Committee on Proposal 17-108 

Action by 2019 General 
Assembly 

 

Adopted the recommendation of Task Force I on Proposal 17-108. 

Action by FDA February 
21, 2020 

 

Concurred with Conference action on Proposal 17-108. 

Action by 2023 
Laboratory 
Committee 

Recommended referral of Proposal 17-108 to an appropriate committee as 
determined by the Conference Chair. 

Action by 2023 Task 
Force I 

Recommended adoption of the Laboratory Committee on Proposal 17-108 

Action by 2023 
General Assembly 

Adopted the recommendation of Task Force I on Proposal 17-108. 

Action by FDA July 7, 
2023 

 

Concurred with Conference action on Proposal 17-108. 

 

 


