Shortening Development and Approval
Timelines for Novel Medicinal Products

With These Special Designation(s)

The FDA and EMA offer expedited regulatory approval pathways to accelerate the development of therapies
intended to treat serious conditions and unmet medical needs. We recommend that you build a strategic
regulatory plan and leverage the right pathways to drive faster and more efficient drug development.

Below we highlight the benefits of twelve key special designations, many of which reduce clinical development
and review timelines. Overall, these regulatory pathways can save time and reduce the cost of bringing
therapies to market—and to patients—sooner.

BENEFITS OF KEY SPECIAL DESIGNATIONS
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Get Trusted Regulatory Guidance from the Experts at Veristat

Special designations and expedited pathways can potentially accelerate the speed at which your products
are developed or approved. However, these are not always granted. Work with the trusted experts at Veristat
to ensure a seamless regulatory strategy and submission plan for both U.S. and global registrations. Veristat
teams have prepared more than 160 marketing applications that have resulted in more than 80 regulatory
approvals to date from various regulatory agencies around the world.
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