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There are many different marine biotoxins and validated non-animal tests are not available for all 
types. For this reason, the Commission is obliged to use the mouse bioassay which detects all shellfish 
toxins. This method has a low specificity (cannot differentiate toxins) but a high sensitivity (can 
detect all toxins). The validation of the biological test for the detection of Diarrheal Shellfish 
Poisoning (DSP) toxins is very difficult because of the interferences of some toxins (yessotoxins) in 
the final results. However, a defined protocol has been established and it is used by the laboratories in 
the Member States  
 
In addition to biological testing methods, current legislation allows the use of alternative, 
internationally validated, detection methods such as chemical methods and in vitro assays. The most 
difficult point which has not been achieved for certain toxins, in particular lipophilic toxins, is to 
demonstrate the equivalence between the reference method and the proposed alternative chemical 
method. Moreover, the lack of reference materials for all toxins is an important limitation in the 
development of the alternative methods. Development and validation of alternative methods in this 
respect are the result of a long procedure that needs initial fundamental scientific work to identify 
reference materials. Under the Sixth Research Framework Programme Thematic Priority 5, Food 
Quality and Safety, the Commission is funding the development of new detection methods for marine 
biotoxins in three specific targeted research projects (STREPS) and part of one Integrated Project (IP). 
The first results will be available end 2007. More information can be found on the following site: 
http://www.marine-biotoxins.org/biotoxins/index.html. 
 
This is the picture of the current situation. Unfortunately, for the moment, alternative tests, 
internationally validated, covering the whole range of toxins are not available.  
 
The Commission reiterates its commitment to replace the biological methods as soon as alternative 
validated methods, giving the same level of public health protection, are available. The validation of 
an alternative method for marine biotoxins is under the responsibility of organisations such as AOAC 
(Association of Official Agricultural Chemists), ECVAM (European Centre of Validation of 
Alternative Methods) and the CRL (Community Reference Laboratory).  
 
 
 


