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1. What is ‘Regulatory Affairs?

The Pharmaceutical Industry and Drug Development
Food and Drug Administration

US Regulatory Submissions

Postmarketing, Labeling and Promotion

Orphan Drugs, Pediatrics, and Accelerated Approval
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Regulatory Operations
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A GUIDE TO PHARMACEUTICAL
REGULATORY AFFAIRS: SIMPLIFIED

- By Dave Sawyer, President and Founder Opus Regulatory, Inc.

Discovery Scientists, Technicians and other R&D
Professionals:
Round-out your product development knowledge; see the regulatory

submission processes from a different perspective.

Marketing and other Business Units:

Obtain a greater appreciation for promotional regulatory and risk

management; view the regulatory role within a business development context.

Human Resources and Finance:

Improve candidate qualification and hiring efficiencies; recognize the real value

that top RA professionals bring to your organization.

Career Changers and Students:

Acquire a basic overview of the regulatory profession prior to starting an

involved job search; review the RA basics before beginning a more

advanced curriculum.

Outside Consultants and Vendors:
‘De-mystify’ the regulatory organization and role; facilitate greater

communication with clients while adding value to your services.
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