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Proposal for Task Force Consideration  
at the ISSC 2017 Biennial Meeting  

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

2. Submitter Brooke Roman 
3. Affiliation Neogen Corporation 
4. Address Line 1 620 Lesher Place 
5. Address Line 2
6. City, State, Zip Lansing, MI 48912 
7. Phone 1-800-234-5333 
8. Fax 1-517-372-2006 
9. Email broman@neogen.com 
10. Proposal Subject Neogen’s ‘Reveal 2.0 for PSP’ for detection of PSP 
11. Specific NSSP

Guide Reference
Section IV. Guidance Documents, Chapter II.  Growing Areas, .11 Approved 
NSSP Laboratory Tests 

12. Text of Proposal/
Requested Action

The intention is for this method to be an Approved Limited Use Method for 
Biotoxin testing for PSP toxins under the NSSP (for mussels and oysters) and that 
it should appear in Section IV (Guidance Documents), Table 4 (Approved Limited 
Use Methods for Biotoxin Testing). Full SLV validation data is provided for 
mussels and oysters.   

13. Public Health
Significance

PSP is a serious intoxication which still occurs in the USA and elsewhere. The 
USFDA and the European Union (EU) have established action levels for PSP 
toxins at 800 ppb (800 µg/kg) STX equivalents in shellfish. PCOX, has been 
accepted as a quantitative reference method in the USA and some other countries, 
although Pre-COX is also accepted by regulatory agencies in other areas of the 
world such as the UK, various EU countries, AU and NZ. Shellfish need to be 
more easily screened for toxins that cause paralytic shellfish poisoning (PSP), and 
they need to be screened closer to growing/harvesting areas to better protect public 
health. A reliable and simple screening tool for end product testing (EPT) by 
industry, for community-based and remote surveillance, and for screening out 
negative samples from the regulatory sample stream. Implementation of these 
approaches would broaden the food safety net and reduce outbreaks of PSP 
intoxication. 
Neogen is the only antibody-based test to detect both the STX and NEO parts of 
the PSP family of toxins at similar levels.  No other antibody-based rapid test for 
PSP can detect NEO to any significant degree. Other ISSC approved “rapid” 
methods for PSP screening are largely limited to laboratory settings because of 
complexity which limits their use in EPT and community-based and remote 
surveillance of shellfish resources. The only ISSC-approved LFA rapid method, 
the Scotia LFI, has had many issues with reliability that have limited its 
applicability in screening for PSP, and concerns about the stability of the method 
have also been published [1,2,3,4,5].  The Neogen Reveal 2.0 for PSP is an 
excellent candidate for rapid screening of shellfish for PSP toxins in both 
laboratory and field situations, and is an extension of a platform used by Neogen 
for many reliable rapid tests in the meat, dairy and food sectors, many of which are 
approved for use by FDA, USFDA and/or EPA. The test has undergone SLV and 
ILV evaluations [5,6]and has been shown to be an accurate and reliable candidate 
for approval for use in the NSSP. 
[1] Cefas 2006 
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[2] Turner et al. 2015 
[3] Harrison et al. 2016 
[4] Dorantes-Aranda et al. 2017a 
[5] Jawaid et al. 2015 
[6] Dorantes-Aranda et al. 2017b 

14. Cost Information Approximately $20 per test. Reader based assay – approximate cost of reader is 
$2,700.00 USD. 


