ip2Y U.S. FOOD & DRUG

ADMINISTRATION

OFFICE OF REGULATORY AFFAIRS

Office of State Cooperative Programs
UPDATES

Bess Ormond, Branch 1 Director
Kristina Phelps, Acting Branch 2 Director

September 10, 2020



PLEASE WELCOME OUR
NEW PROGRAM SUPPORT AND SHELLFISH
SPECIALISTS!




Work Continues!

« Compliance Program Review and Edits
— Timelines for completion of evaluations

— Timelines for completion of reports

— Procedures and timeline for determination of
compliance when corrections completed

e Training Courses
— Plant Standardization, Growing Area
Classification

— Advanced Growing Area, Shellfish lliness and
Outbreak Response, Online Basic Shellfish Plant
Sanitation, Online Depuration/Wet Storage
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COVID-19 Impacts

Strategies and Requested What Will Evaluations
Flexibilities Look Like?
o Strategies document Iin  Remote Records Review
April, update in June — Growing area reports
e 20 - Plant and Shipping — Patrol policy document

— Inspection reports
 Hold Open through FY’'21
e Opportunity for field work

e 6 - Growing Area
e 3 - Laboratory

e 1 - Standardization
extension e Flexible!!
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