Program Preview FDA Fundamentals

The Food and Drug Administration (FDA) is responsible for approving and

Responsibilities of the FDA and its monitoring all drugs, biologics and medical devices in the United States.
impact on the drug approval and Understanding the unique language and role of the FDA is critical to your sales
marketing process representatives’ success:

® The FDA's decisions, programs, and processes greatly affect sales

) .
Preclinical and phase 1-3 clinical representatives' everyday marketing and sales efforts.

studies * Appreciating how the FDA works enables sales representatives to
understand their business and communicate more confidently with customers,
other health professionals and colleagues.

New Drug & Biological License

Applications; Priority Review

versus Standard Review

The FDA Fundamentals learning program is designed to meet these specific
training and information needs of your sales professionals.
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how generic drugs are
approved; the Orange Book
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Phase 3 studies are expanded contolled and uncontrolled clinical studies.

Phase 4 post-marketing
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® You may be given phase 2 studies that have been FDA-approved for use in detailing
Phase 2 studies often deal with dosing and adverse effects.

® Phase 3 studies may be documented in the clinical studies section of your product's PI, as
well as in other areas of the PI.

Both new and experienced sales
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The Why This is Important to You! feature helps representatives it can be completed in under
understand how the information in each lesson relates directly an hour
to them. ur.

A 25-question Challenge is provided to assess each representative’s understand-
ing of the program’s learning objectives. Results can be sent to management for
tracking, or the Challenge content can be incorporated into your company’s
learning management system (LMS) for online testing and management.

FDA's role in regulating these
products

Orders: The FDA Fundamentals program can be integrated immediately into
esse aariaE The your sales training efforts, or can be tailored to address specific company
or product training needs.
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