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Introduction to the ISSC Laboratory Committee

• Current Composition
• 28 Committee Members

• 17 Voting Members
• 11 Advisors

• 10 State Representatives (2 SE, 2 Mid-Atlantic, 3 NE, 2 Gulf, 1 Pacific)
• 2 International Representatives (Canada, New Zealand)
• 2 “Industry” Representatives
• 14 Federal Representatives (1 EPA, 4 NOAA, 9 FDA)



Introduction to the ISSC Laboratory Committee

• Subcommittees
• Biotoxins
• Microbiology
• Checklists
• Method Validation
• Method Portal
• Engagement



Introduction to the ISSC Laboratory Committee

• Meeting Schedule
• Subcommittees

• Monthly Standing Meetings
• Typically 1 to 1.5 Hours

• Full Committee
• Monthly Standing Meetings (3rd Tuesday of the Month)
• 2 Hours



Laboratory Committee Method Review Process



Preproposals

• ISSC Constitution, Bylaws, and Procedures (link)
• Procedure XV – Procedure for the Approval of Analytical Methods for the 

NSSP

• “Prior to NSSP adoption, all laboratory methods shall be evaluated by 
the ISSC.  Persons interested in submitting a method for inclusion in 
the NSSP must submit a pre-proposal outlining the following:

• Description of Method
• Proposed Use of Method
• Time Table for SLV

• Timeline = 1 to 3 months after receipt by LC

https://www.issc.org/constitution-bylaws-procedures


Proposal Liaison

• “Submitters of pre-proposals receiving approval will be requested to 
submit a full proposal to the ISSC and a liaison from the Laboratory 
Committee will be assigned”



Full Proposal / Single Lab Validation

• Proposal submission should include:
• Summary of the Need for the Method
• Purpose and Intended Use of the Method
• Method Documentation (i.e. equipment, sample collection requirements, test 

procedures, QA/QC)
• Study Data – Tests To Evaluate Performance Characteristics of the Method
• Data Evaluation and Discussion
• Laboratory Evaluation Checklist

• A submission protocol and a summary of required elements are 
available on the ISSC website (link)

https://www.issc.org/single-lab-validation-for-laboratory-methods






SOPs For Data Generation
• Also available on the ISSC Website are SOPs for generating the data 

necessary for the Lab Committee to evaluate method performance 
(link) 

https://www.issc.org/single-lab-validation-for-laboratory-methods




Following Proposal Submission…

• ISSC Executive Office will assign the proposal to the Laboratory 
Committee

• The Laboratory Committee Chair will provide the proposal materials 
to the full Laboratory Committee, and will assign the initial review of 
the proposal to the appropriate subcommittee



Subcommittee Review

• Small group of specific subject matter experts, along with the liaison 
and other interested parties.

• Will review the full submission, including method documents, data 
generated, data analysis, lab evaluation checklist, etc., and will make 
a recommendation to the full Laboratory Committee.

• Timeline = Typically 1 to 6 months following receipt by LC



Laboratory Committee Review

• Subcommittee recommendation and summary of deliberations 
presented at next full Laboratory Committee Meeting.

• Laboratory Committee will vote on the Subcommittee 
Recommendation:

• Recommend Acceptance
• Recommend “No Action”
• Provide questions, comments, summary of additional data or analyses 

needed, etc.

• Timeline = 1 to 2 months after subcommittee recommendation



Overall Timeline
• Typically 1 to 2 Years From Receipt of Preproposal to Final Approval, Although That Timeline Can 

Vary Significantly.
• Example:

Preproposal Received By Lab Committee - February 2016
 

Approved - April 2016

Full SLV Received By Lab Committee - April 2017
 

Approved at Biennial Meeting - October 2017

• Others much longer 
• Multiple reviews
• Difficulty generating follow up data
• Staff changes/retirements
• Funding limitations



Matrix Extension Guidelines

• ISSC Constitution, Bylaws, and Procedures – Procedure XV (10.)

• “For methods already adopted into the NSSP, consideration of 
expanding a method to a new molluscan shellfish species is 
accomplished using the “ISSC Method Application Format for Biotoxin 
Methods Matrix Extension” and the “ISSC Method Application Format 
for Microbiology Methods Matrix Extension.”  The simplified, reduced 
approach to method validation for expanding an NSSP method to a 
new molluscan shellfish species is visually represented in the “Matrix 
Extension Guidelines” schematic.”



Link: Page 18 of this document

https://www.issc.org/Data/Sites/1/media/2019-biennial-meeting/task-force-iii-10-3-19p.pdf


Link: Pages 19-24 of this document

https://www.issc.org/Data/Sites/1/media/2019-biennial-meeting/task-force-iii-10-3-19p.pdf


Method Approvals







Questions?

Andy Haines
andrew.haines@deq.nc.gov

252-808-8149
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