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ORA’S ROLE AND FUNCTIONS

ORA Maximizes Compliance of FDA Regulated Products
and Minimizes Risks Associated with Those Products

4

~4,563

State
Cooperative Official State
Administrative rSL:Ica- Programs - Establishment Operational Contracts. (Eun:umer
ArMass-un ;lnndard Milk, Retail ' Inventory Policy Grants & Complaint Executive
Support rograms Shellfish Ligisons Coardinators Analysts Agreements Coordinators  {eadership

Yy ¢ ¢ ¢ 9
ORA At A Glance
® ®

Civil & Emergency 13 Quality Recall Training. Disclosure Compliance import Communications
Criminal Response Laboratories  Systems Coordinators  Education & FOIA Officers Operations Staff
Investigators Coordinators Managers & Deveiopment

Staff




Office of Regulatory Affairs

INSPECTIONS: ORA’S GLOBAL REACH

ORA'’s Global Inspections:
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UPDATES

 New ORA Leadership
— Associate Commissioner for Regulatory Affairs
— Deputy Associate Commissioner for Regulatory Affairs

— Assistant Commissioner for Medical Products and Tobacco
Operations



Office of Regulatory Affairs

COVID-19 PANDEMIC
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FDA ACTIVITIES DURING COVID-19 AS RELATED TO MEDICAL
PRODUCTS

« March 10 and 18 announcements to postpone foreign and domestic inspections
« Continued mission critical inspections on a case-by-case basis

— Potentially serious public health hazard

— Essential product shortage

— Pre-approval inspection needed for novel or pandemic-related product or
treatment

» Using statutory authorities to collect records in lieu of inspections and other
tools
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COVID-19 ADVISORY RATING SYSTEM

 Created to determine when and where it is safest to conduct domestic
Inspections

 Uses real-time data to assess the number of COVID-19 cases in a local
area

« Helps to protect our staff and the employees of the facilities we regulate
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FDA ACTIVITIES DURING COVID-19 AS RELATED TO MEDICAL
PRODUCTS

« Office of Medical Products and Tobacco Operations (OMPTO)
— Conducted mission critical, onsite drug & BIMO inspections

— Section 704(a)(4) of the Federal, Food, Drug, and Cosmetic Act.
This provision, in place since Food and Drug Administration
Safety and Innovation Act (FDASIA 2012) allows for records

request in advance or in lieu of an inspection

« Section 706, Records for inspection section — request includes description of information
requested, reasonable timeframe, within reasonable limits, reasonable manner.
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RECORDS REQUEST

» Section 704(a)4 of the Federal
Food and Drug Cosmetic Act

« Mutual Recognition Agreement

» Both approaches help inform
decisions related to drug approvals
and shortages
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OPERATION QUACK HACK
COVID-19 and

Leverages agency expertise and
analytics to protect consumers from
fraudulent products

Online marketplaces have removed
more than 500 products at FDA’s
request

Information on reporting fraud or
violations is found on

https://www.fda.gov/safety/report-
roblem-fda/reporting-unlawful-sales-

medical-products-internet

FOA



https://www.fda.gov/safety/report-problem-fda/reporting-unlawful-sales-medical-products-internet
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PRIORITIZED DOMESTIC INSPECTIONS

* Pre-announced
« Ensure safety of employees

« Personal protective equipment



Office of Regulatory Affairs

EXPLORING REMOTE REGULATORY
ASSESSMENTS

» Voluntary mechanism to help make
important regulatory decisions

* Involves a remote view of records
that a firm is required to maintain
for the FDA's review
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MEDICAL PRODUCT PROGRAM UPDATES

 Biologics —
— Workshop for the Reproductive Tissue

— On-site investigations intended to support COVID-19
countermeasures
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MEDICAL PRODUCT PROGRAM UPDATES

» Medical Devices —
— Remote QSIT assessments

— Anticipating 2021 FDA publishing Proposed Rule for transition of
guality system regulation to ISO 13485:2016
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MEDICAL PRODUCT PROGRAM UPDATES

 Pharma Program —

— Center of Excellence for Outsourcing Compounding virtual
conference

— Expanding MRA
— Mission Critical Assignments (inspections & sample collections)
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OPTIMIZING OUR INSPECTION PROCESS

« COVID-19 highlighted interconnected global manufacturing and supply system

» Opportunities to optimize inspectional work through process improvements and
increased collaboration with stakeholders

 Interim report available at the end of 2020 and a final report in summer of 2021
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ONGOING ACTIVITIES

« Hand Sanitizers

« Collaboration on APIs & Sterile Finished Dosage

« Compliance
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GOING FORWARD

Current challenges present opportunities to reassess how
we work

ORA will continue to work to enhance our response
Continued collaboration with other regulators
PICS & Inspection Reliance
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Questions?
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