Tufts Center for the Study of Drug Development

TUFTS UNIVERSITY
‘-’}\ \’/ I852 mpa ct

ANALYSIS AND INSIGHT INTO CRITICAL DRUG DEVELOPMENT ISSUES

Fast track designations more than
doubled during the last five years

Fast track drugs, on average, had shorter total clinical and approval times

B Fast track designations for new drug candidates have grown substantially, from an
average of 22 per year during 1998-02 to 49 per year during 2003-07.

B Anticancer candidates received the largest share of fast track designations since the
program began.

B Fast track indications are more likely to be terminated during development than non-
fast track indications.

B Efficacy was the primary reason for termination of fast track-designated candidates,
accounting for 74% of terminations in 1998-02 and 49% in 2003-07.

B Total average clinical and approval time for fast track drugs was 5% faster than for all
drugs (73.1 vs. 77.0 months).



Use of fast track designation, introduced in 1998, has increased significantly since 2002
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Anticancer candidates received largest share of fast track designations since program hegan

Therapeutic Categories of Fast Track Designations M To date, only minor variations were observed in
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Fast track indications are more likely than non-fast track indications to be terminated

Status of Fast Track Candidates, 1998-2007 M Fast track candidates frequently were studied also
for non-fast track designated indications.
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Demonstration of efficacy is the higgest hurdle for fast track candidates

Reason for Terminating Fast Track Candidates M Efficacy was the primary reason for termination
_ _ of fast track candidates, accounting for 73% of
Efficacy R | terminations in 1998-02 and 49% in 2003-07.
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Phase transition probabilities reached a low point at Phase IllI-to-FDA review transition
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Fast track candidates have longer clinical but shorter approval times than drugs in total

Clinical and Approval Phases for Fast Track New B Average FDA approval review time for fast track
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About this study

Findings presented in this report were based on analysis of a Tufts CSDD database of 344 investigational
candidates that received at least one FDA fast track designation between January 1998 and June 2008. Data
were collected through a survey of pharmaceutical and biotechnology companies and from the public domain.

Data on nearly 400 designations, which represent approximately 70% of the fast track designations granted
by the FDA, were included.

This analysis was conducted by Janice M. Reichert, Ph.D., Senior Research Fellow at the Tufts Center for the
Study of Drug Development.

For other analyses of the fast track program, see Tufts CSDD Impact Report 2001 Jan/Feb;3(1), Tufts CSDD
Impact Report 2003 Nov/Dec;5(6), and Tufts CSDD Impact Report 2006 Mar/Apr;8(2).

[
Definition of terms
Approval phase time — Time from date of submission of an NDA or BLA to date of FDA approval.

BLA — Biologics license application. An application to the FDA for a license to market a biological product.

CBER, CDER — FDA'’s Center for Biologics Evaluation and Research and Center for Drugs Evaluation and
Research.

Clinical phase — Interval from the earliest of either the first investigational new drug (IND) application filing
date or the date clinical study was first initiated to the date a marketing application was submitted to the
FDA.

NDA — New drug application. An application to the FDA for a license to market a drug product.

Phase transition probability — The likelihood that an investigational candidate that begins a particular develop-
ment phase will transition to the next development phase.

Success rate — Of those candidates that enter clinical study, the percentage that eventually receive FDA
approval.
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