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R I
Developm ent T| mes and Approval S uccess We gathered data from three pipeline databases and other public sources on development stage and clinical trial

. . metrics for 1,914 investigational drugs, biologics, and vaccines and 2,769 clinical trials intended to treat a wide
RateS fO'r DI’U,C_{S tO' Treat InfeCt|OUS D|Sea SeS variety of infectious diseases. We included new molecular entities (NMEs), new formulations, and new combinations
Clinical trial times decreased from 2000-2008 to 2009-2017, varied by disease class, and were longer for trials
with more subjects or more sites. Clinical approval success rates were higher for this set of diseases than these in
the published literature for drugs across all therapeutic categories. NMEs to treat HIV had a success rate (16.0%)
= H=—7= that was similar to those for drugs in general, whereas NME success rates for influenza and pneumonia were much
Hﬁﬁd)iﬁ — _C :5 » higher (48.1% and 50.5%, respeitslvelff

RE Rl CORFEMINZ (PL/P2/P3/ L)

NiREHD E. HIVIBEETIE. B3RS (P2) TBRIfFE
(C T DEMAEE BT ENE ULV AN D,




Approval success rates of drug candidates based on target, action,
Clin Trans! Sci. 2021;14:1113-1122,

modality, application, and their combinations

R ORERAFM(2000-2010) : FHFIVU—DEETDONHEBOMRIHESEK

(BFEHFTTIV-)

a) Target molecule

b) MOA(mode-of-action)
c) Modality

d) Application(disease area)
A. alimentary tract/metabolism
B. blood and blood forming organs
C. cardiovascular system
D. dermatologicals
G. genito-urinary system and sex
H. systemic hormonal preparations
J. anti-infectives for systemic use
L. antineoplastic & immunomodulating
M. muscule-skeletal system
N. nervous system
P. antiparasitic, insecticides & repellents
R. respiratory system
S. sensory organs
V. various
TC. multiple anatomical therapeutis

WHAT IS THE CURRENT KNOWLEDGE ON THE TOPIC?
Differences in drug features affect their probabilities of successful development.
WWHAT DOES THIS STUDY ADD TO OUR KNOWLEDGE?
TI Approval success rates of drugs with a stimulant as drug action or enzyme as drug tar-
in get and biologics (excluding monoclonal antibody) as drug modality were high. The
ta multivariate logistic regression analysis showed that a stimulant or “B” (blood and
thlpod forming organs), “G” (genito-urinary system and sex), and “I” (anti-infectives
for systemic use) as drug application were statistically associated with high approwval
SUCCEss rates.
HOW MIGHT THIS CHANGE CLINICAL PHARMACOLOGY OR
TRANSLATIONAL SCIENCE?
Our results help pharmaceutical companies to evaluate the approval success of

a drug candidate based on the parameters and, thus efficiently advance its clinical
development.
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