Proposal No. 19-101

R

P ©
2y e
TATION CONTER®

1

ATE SHE},
Liry
3

Proposal for Task Force Consideration 1. 4
at the 1ISSC 2019 Biennial Meeting

Growing Area

b. [ Harvesting/Handling/Distribution
c. [ Administrative

2. Submitter Michael Hickey, Jeff Kennedy, Diane Regan

3. Affiliation Massachusetts Division of Marine Fisheries

4. Address Line 1 836 S Rodney French Blvd

5. Address Line 2

6. City, State, Zip New Bedford, MA 02744

7. Phone (508) 990-2860

8. Fax (508) 990-0449

9. Email Michael.hickey@mass.gov

10. Proposal Subject Conditionally Conforming Laboratory Status

11. Specific NSSP Section Il. Model Ordinance Chapter I. Shellfish Sanitation Program Requirements
Guide Reference for the Authority @.03 B. 1. b.

Section Il. Model Ordinance Chapter I1l. Laboratory @.01

Section Il. Model Ordinance Chapter XV. Depuration .03 J. (4)

12. Text of Proposal/ The requested action is to create a NSSP laboratory status of conditionally
Requested Action conforming. This status is based on a demonstrated proficiency of laboratory
method performance. Laboratories that are found to conditionally conform
for a laboratory analysis may support the NSSP.

MO Chapter 1.@.03 B. 1. b.

v. Performance Evaluation: Conditionally Conforms. Tto be deemed
conditionally conforming under the NSSP, a laboratory must meet one
of the following laboratory performance criteria:

(@) Complete an ISSC Accepted SLV Method; or
(b) Complete a FDA Shellfish LEO or FDA certified State Shellfish
LEO approved Method Verification based on ISSC SLV protocols; or
(c). Successfully complete a proficiency and/or inter-laboratory study
approved by the FDA Shellfish LEO or State certified Shellfish LEO.
(d) This laboratory status will remain in effect until an technical FDA
Shellfish LEO or FDA certified State Shellfish LEO Evaluation occurs
asin @.03 B.
MO Chapter I11. @.01 Quality Assurance
A. NSSP Conformance Required for all laboratories supporting the NSSP. All
laboratory analyses shall be performed by a laboratory found to conform,
conditionally conform or provisionally conform by the FDA Shellfish LEO or

FDA certified State Shellfish LEO in accordance with the requirements established

under the NSSP.

MO Chapter XV. .03 J. (4)

(a) Are analyzed by a laboratory which has been evaluated and found to conform

or conditionally conform to the NSSP pursuant to the requirements in Chapter 11,
using an NSSP-Approved Method;
13. Public Health A technical Laboratory evaluation, as outlined in MO Chapter 1.@.03B.1.b.ii, is
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Significance

conducted to verify that conditions are present in the laboratory which should
result in the accurate outcome of method data. A performance evaluation verifies
that the method data produced by the laboratory and for all analysts is accurate.

A technical evaluation does not examine the quality of a laboratory’s method data
for validity, standardization or for individual analysts. If a laboratory has
successfully passed a proficiency study, SLV or MV, and statistically confirmed
method data results, the laboratory can be assumed to have technically performed
the method correctly. Under current interpretation a laboratory may have
completed and had accepted by the conference a method SLV with accompanying
checklist yet not be able to support the NSSP with data until a FDA Shellfish LEO
or FDA certified State Shellfish LEO conducts a technical inspection at their
laboratory using the laboratory’s own checklist. If a laboratory has proven its
ability to perform a method, then the laboratory should be able to conditionally
support the NSSP with data.

A cooperative goal of the NSSP, FDA and the SSCA is to assure that a laboratory’s
data is accurate, verified and standardized. Method based performance evaluations
confirm data which results in standardization across laboratories. Method based
performance evaluations statistically verify data accuracy. Performance
Evaluations therefore support the legal defensibility of the laboratory’s Laboratory
Quality Management System.

14. Cost Information

Cost of conducting SLV, MV or Proficiency Participation
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