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Fig.2. Pre-human phase, clinical phase, and total out of-pocket and capitalized costs
per approved new compound.
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Table 4

Average phase times and clinical period capitalized costs for investigational compounds (in millions of 2013 dollars).?

Testing phase

Mean phase length Mean time to next phase

Capitalized mean phase cost”<

Capitalized expected phase cost

Phase | 33.1 19.8 496 49.6
Phase I 379 303 953 56.7
Phase Ill 45.1 30.7 3140 66.4
Total

1727

All costs were deflated using the GDP implicit price deflator. Weighted values were used in calculating means for costs and phase times. Phase times are given in months.

b The NDA/BLA approval phase was estimated to be 16.0 months on average (2000-2012).
¢ Costs were capitalized at an 10.5% real discount rate.
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B#  “. Attempt to use RWE from Flatiron-FMI and BRIDGE consortium data were hampered by
methodologic flaws that made these analyses uninterpretable.”

Cit “...because this study report was submitted to FDA without prior review of a study protocol, all
analyses are considered post-hoc.”
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Abstraction Details

> Abstracted by Sue Smith on 4/30/17 at 10:10am
> Physician notes and scan interpretation reviewed
> Medical record from West Florida Cancer Clinic

> Completene:

> Sue Smith is 96% accurate at last testing
> Inter-abstractor agreement: 97%

> Kappa: 0.93
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