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Expedited FDA/CDER drug pathways are
speeding approvals

Fast Track Status

2018 24/59 (41%) 43/59 (73%)
2017 18/46 (39%) 28/46 (61%)
2016 8/22 (36%) 15/22 (68%)
2015 14/45 (31%) 24/45 (53%)

Fast Track

« Drugs with the
potential to address
unmet medical needs

* Increases
communication
between developer
and FDA and
implements "Rolling
Review”

Priority Review

« Drugs with the potential
to provide a significant
advance in medical care

« FDA completes review

within 6 months (instead -

of typical goal of 10
months)

Priority Review

4/59 (7%)
6/46 (13%)
6/22 (27%)
6/45 (13%)

Accelerated Approval

* Drug for a serious or

life-threatening disease

that offers a benefit over

current treatments

Early approval based on

a “surrogate endpoint”

* Phase IV confirmatory
trials required

Accelerated Approval

Breakthrough Designation
14/59 (24%)
17746 (37%)
7722 (32%)
10/45 (22%)

Breakthrough Designation

« Expedited pathway for
promising drugs intended to
treat a serious disease
where preliminary clinical
evidence suggests
substantial improvement
over existing therapies

* Unlike Fast Track, requires
clinical evidence
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Regulatory Science
Ethical Science and Technology to Benefit People and Society
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s — RS Macroscopia I
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* Administrative Procedure Act
* SUS. Code § § 603-604; see also Maeve P, Carey, Cost-Benefit and Other
Analysis Requirements in the Rulemaking Process, Congressional Research
Service Report, R41974, Dec. S, 2014

* Food and Drug Administration Modernization Act (FDAMA) of 1997

* "Food and Drug Administration Repoart on Good Guidance Practices: Improving
Efficiency and Transparency” under the "Transparency Initiative”
« BN
« Rules of Procedure of the European Parllament (I FHF F OBIR LTSN
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* European Commission, Better Regulation Guidelines, July 7, 2017, available at
https://ec.europa.eufinfo/sites/info/files/better-regulation-guidelines. pdf
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