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Health Canada is responsible for setting
regulations, standards and guidelines for

marine toxins in fish and shellfish

The Canadian Food Inspection Agency (CFIA)
has the responsability to enforce Health

Canada regulations



�� Simple Simple validated methods validated methods for PSP for PSP andand ASP ASP

�� DSP DSP toxinstoxins: : pectenotoxins andpectenotoxins and DTX  DTX toxinstoxins

�� SpirolidesSpirolides

�� OthersOthers: : ciguatoxinsciguatoxins, , azaspiracidsazaspiracids, , gymnodiminegymnodimine

�� Freshwater toxinsFreshwater toxins: : microcystinsmicrocystins, , anatoxinsanatoxins

Health Canada needs to assist the CFIA by
developing and validating analytical methods

to enforce our regulations

Health Canada’s research on marine toxins:



�� In Canada, In Canada, the the AOAC Mouse AOAC Mouse Bioassay is written Bioassay is written inin
our regulations our regulations as as the method the method to use for to use for enforcingenforcing
the the PSP maximum acceptable concentrationPSP maximum acceptable concentration  of of
8080µµµµµµµµg/100g g/100g saxitoxin equivalentssaxitoxin equivalents

�� The The CFIA haveCFIA have been using this method  been using this method for morefor more
than than 30 30 yearsyears

�� PresentlyPresently, about 30,000-50,000 , about 30,000-50,000 mice mice are are used perused per
year year for 10,000-15,000 analyses for PSP in for 10,000-15,000 analyses for PSP in shellfishshellfish

PRESENT SITUATION WITH
PSP TOXINS IN CANADA



����������������Development of a validated /Development of a validated /
collaboratively studiedcollaboratively studied
alternative methodalternative method

����������������A A legal legal change to change to ourour
regulationsregulations

����������������Implementing new testingImplementing new testing
methods / technology into themethods / technology into the
CFA inspection laboratoriesCFA inspection laboratories

HEALTH CANADA IS WORKING TOWARDS
REMOVING REFERENCE TO THE AOAC

MOUSE BIOASSAY IN OUR REGULATIONS

This requires :This requires :



DEVELOPMENT OF VALIDATED / COLLABORATIVELY
STUDIED ALTERNATIVES

Over the past 15 years, Health Canada has
foscussed its research efforts on HPLC methods
for marine toxins

�Successfully completed an AOAC collaboratively studied
method for domoic acid (ASP)

�Developed alternative HPLC methods for domoic acid,
okadaic acid, microcystins and anatoxin

�Last year completed and submitted to AOAC an HPLC
collaborative study for PSP toxins in shellfish that can be
used for screening and quantitation



•• IntIntroduceroduce new  new methods slowly methods slowly ––  somesome
resistanceresistance to new  to new technologytechnology

•• InIn  parallel with current parallel with current mouse mouse bioassay testingbioassay testing

•• InIn one lab only at first one lab only at first

IMPLEMENTING NEW ANALYTICAL METHODS IN
ROUTINE TESTING LABORATORIES



RAPID SCREENING
VERSUS

QUANTITATIVE METHODS

• Both are important and have their place

• Cost

• Reliability / Accuracy

• False positives / negatives / interferences

• Speed

• Effective use of methods, combinations



Comparison of collaborative study with mouse bioassay and mist alert test results
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�� AOAC International validation of AOAC International validation of collaborative studiescollaborative studies  isis of  of highesthighest
quality andquality and  theirtheir official  official methodsmethods are  are usedused by  by regulatoryregulatory  agenciesagencies
aroundaround  thethe world  world includingincluding Canada Canada

�� Two years agoTwo years ago, AOAC Int. , AOAC Int. changed its policy changed its policy on on collaborative studycollaborative study
approvalapproval..

�� AOAC AOAC now requires now requires a minimum of $35,000 US to a minimum of $35,000 US to review andreview and
officially approve completed collaborative studiesofficially approve completed collaborative studies.  For an.  For an
additional feeadditional fee, , they will organize and conduct collaborative studiesthey will organize and conduct collaborative studies

�� Laboratories Laboratories / / organizations organizations must must consider this cost before consider this cost before newnew
collaborative studies collaborative studies are are initiatedinitiated

�� AOAC Int. AOAC Int. general referees will assist collaborative study general referees will assist collaborative study leaders inleaders in
finding financial finding financial supportsupport

PRESENT SITUATION WITH THE AOAC
COLABORATIVE STUDY APPROVAL PROCESS




