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Abstract

This study examined and analyzed Booz/Allen/Hamilton Inc.'s Inde-
pendent Evaluation of FDA's First Cycle Review Performance-Final Report.
that completed technical evaluation on FDA's first-cycle review of NDAs
and BLAs to achieve the goals of PDUFA III. The legislative evaluation
of PDUFA III is accomplished through this study. Therefore, this study
can provide helpful reference materials in establishing models that can
enhance competences of our government and the agencies in performing
the efficient legislation and legislation impact assessment through examin-
ing and analyzing how FDA achieves the goals of enabling act-PDUFA III-.
Actually, PDUFA 1II has a sunset provision that lasts for 5 years. After
that, the Act must be determined whether it should be continued or not.
The determination is based on the FDA's activities in the review of the
applications, especially the first-cycle review activities.

Booz Allen's final report assessed the factors(product and disease charac-
teristics, Good Review Management Principles and Practices compliance,
communications between FDA and sponsors on the issues, sponsor cha-
racteristics, and FDA characteristics) that contribute to and detract from
FDA's ability to make an approval decision during the first-cycle review.
FDA reached the efficient improvement of the review processes on drug
approval based on this evaluation that is the goal of PDUFA III. This
lead the enactment of PDUFA IV by giving positive impact to the eva-
luation of PDUFA IIL

Booz Allen conducted a two-part study of first-cycle review initiatives:
a Retrospective Analysis and a Prospective Analysis. The studies focused

on the first-cycle review processes that are conducted on NDAs and BLAs.



The overall study cohort included 185 NDAs and BLAs that were re-
ceived during fiscal years 2002-2007 and reached first action by Septem-
ber 30, 2007. The first-cycle approval rate for the 185 applications was
50%. The FY 2002-FY 2007 cohort was comprised of 74% NDAs and
26% BLAs. The NDAs had a 43% first-cycle approval rate, while the
BLAs rate was higher for both CDER(86%) and CBER(66%).

Booz Allen developed recommendations to improve FDA's first-cycle
review process more efficiently based on the results of the overall study
cohort and informations from interviews between FDA and sponsors. In
general, the recommendations can be classified as either those that are
designed to improve the quality of the submission or those designed to
improve the quality of the review process.

This report consists of 5 chapters. I mention the purpose and method
of this study as an introduction in chapter I. In chapter II, I describe the
study overview of Booz Allen's final report. After that, I describe and
explore the five factors that contribute to and detract from FDA's ability
to make an approval decision during the first-cycle review in chapter III.
On top of that, I examine recommendations on the way to improve FDA's
first-cycle review based on Booz Allen's commendatioin chapter IV. In e
recnd at chapter V, I describe the efforts of FDA to achieve the goals of
PDUFA III and suggest some helpful comments for our government and
the agencies to enhance abilities in implementing legislation and legislation
impact assessment. In addition, I described the FDA's new drug approval

process and our new drug approval process in the appendices.
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Independent Evaluation of FDA's First Cycle Review Per-
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Qv & 67% 63% 61% 71% 77% 67% 67%
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BFHREA 7 2 5 3 4 3 24
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SRR 1 4 3 6 7 4 25
A& 0% 75% 100% 83% 86% 75% 80%
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A wdlE B BA HESIT. 200220078 A S ABAE TH% 9 AAL AE, QAL AR 193] Sle) E6) 9 9, FDA 24, FDA

X
23, 2 FolA 45%7F 9 AAE Bigel i A AAE Bt e

2 A4 F zA AR TR A4 SHAR oHAE BgelA
A ARAE 1A AR ]l viEel 68% ot ol e A ol AR 4271¢] AAMEEI AAEA Wl A e 98 AR E
doz AAY 49 6%t ER Fe gk < gt} (Exhibit 12).
Exhibit 12. GRMPs ©@A|$} &5
2. GRMPs FDA 1 * SE—— [ PP —— | fee P i-_u_-_. ‘
o) [
L AAA 5 20. AAF ;0 e
=4
(1) GRMPs9] W& o 41, A @
] g
2] o Al AalA 31.82% 5 e
20054 49 FDA: PDUFA MI9] Z4dr— 55}0" Guidance for Re-_' ! ! 2. RPM &3 21. %3 3¢ B U
. -’—\g_k . . B
view Staff and Industry : GBo¥—Review Management Principles and Prac-
- _ 32. ¢+
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sgitkan o] A& o]2|xbs} FDA A4S 918 2192 NDA, BLA, AR AE U P
Fad Baxs 4AAY 4 98 A, AHAME 53] A Q212 el
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ZolQtt. o] & Fato] AAL AAfe tish MAS ERE St ATt FDAS] 959 A3 AlE, iv) action goal date ©]Hell A2k 2 A3x} AALE

A% 1 AME guats] glal 88 A dagel g vsw 52 e
James L. Zelenay, Jr., The Prescription Drug User Fee Act: Is a Faster Food and Drug

21) http://www.fda.gov/cder/guidance/index.htm. Administration Always a Better Food and Drug Administration?, 60 Food & Drug L.J.
22) GRMPs= i) AHA e Fle] S mA = Ade AHA 55 71 ¢ &<l 261, 311 (2005). 18}ol, GRMPs] 7|93 2 g9 e kel F 5)
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