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General navigation — Use the arrows in the bottom right-hand corner of the screen to advance to the
next slide or go back to the previous slide. Toggle the course menu using the hamburger on the left of
the screen to view your progress and access the glossary and further resources with the top right-hand
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FDA 101: The Food &
Drug Administration

In this module we will cover

* What is the FDA?

* What does the FDA do?

« H s the FDA organized?

* What is the FDA's history

* What are common misconception
about the FDA?

* What does FDA regulation mean

for drugs?
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Pop-up boxes — Various slides will have pop-ups. Just click the X in the top right corner beside the box
to close them after reading, as shown below:

Fast Track

« FDA's Fast Track Designation is intended to speed the
development of drugs treating serious and life-threatening
conditions and that have the potential to address an unmet
medical need

« When a drug is granied Fast Track Designation, its development
program can be sped up with rolling review

+ Fast Track also results in enhanced communication between drug
sponsars and FDA

Clickable objects — As you progress, many boxes, circles, and tiles will be clickable. On those slides, we
will clearly indicate the action you need to take. If you need to go back to the information, just click the



object again and the original text will re-load.

Let’'s Explore: Click on each photo to learn more )

What is the FDA?

4. Vocabulary words - Various words throughout the course are highlighted and underlined in
salmon/red as vocabulary terms with more information. Simply hover over the term and a box will pop-
up with a definition.
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5. You can leave your place and come back to the course at any time. If you cannot complete the
course in one sitting, you will be able to start again at the same place as before. Just log back into your

profile, go to the course again and you will see the screen below, allowing you to resume at your same
place.

6. There are various videos that will play throughout the course. These videos will play automatically
and require you to use your computer sound. You can restart or pause using the buttons at the bottom
of the page. You'll notice the blue line at the bottom of the screen which shows how much time is left
for the video. For slides without video elements, this purple bar will move very quickly.

In this Module

Regulatory Flexibility:
Paths to FDA Approval




7. If all else fails - As a general rule, if you get stuck, select and read through all clickable items on a slide
before attempting to advance. If you still are having trouble, please feel free to email
ipatterson@focr.org or call (202) 944-6709.
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