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Drug repositioning in cancer: The current situation in Japan : Cancer Science. 2020;111:1039-1046
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Section 505(b)(2) NDAs

v" Submitted under section 505(b)(1) and approved
under section 505(c)

v" Contains full reports of investigations of safety and

effectiveness, where at least some of the
information required for approval comes from
studies not conducted by or for the applicant and for

Abbreviated New
Drug Application 505 (j) » Generics } a1
(ANDA)
KENCEH T 5 EHEHOHRFEX S IE. Tid (X) 1IR38 93X 715 5

NTEH., HERDHG [ICDiO #H\mé%vtmﬁwx 505 (b)(1)1Z
HATWS & ZADHEXT(D)F BN &R ERMICEZY L. ?—73?2}’)
HHTEE D HHEEX 5 T%% u@ﬁﬁ@ﬁﬁﬁﬁTbﬁﬁ Frk & 4 < [H]

CHERE, AllEoy =4 Y v 7EEMIE, 505(G) THiFEI NS, HAD
(m®$%@@m:mMﬁ%§%%<ﬁmwm£ CEMT R, F0Lb
LB R VHFHERXS. I hbbHATH Y, Q)FRGRE. (DI
ﬁb\ G)#FAIE.  (8) %Uﬁ;un% . £E&®»T505(0)(2) L) Eﬁiﬁx

CHEEINS, ZOHFEXSIZFDAD FEEEcELE X ., K%
ﬁﬂktfﬁﬁéhéo %ﬂﬂ%

which the applicant has not obtained a right of
reference or use

Allows for flexibility in the characteristics of the
proposed product without having to conduct studies
on what is already known about the product

HE 505(B)(2) REGULATORY PATHWAY FOR NEW DRUG APPLICATIONS
.gov/media/156350/download
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S05(b)(1) 64%

Development strategies
that leverage the 505(b)(2)
regulatory pathway can be

particularly relevant with

rare disease patient
populations, for which full
Phase 1-3 clinical
development programs
may not be feasible.

HigL : Premier Consulting
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FOA
E les of ref d studi . i
xamples of referenced studies Examples of 505(b)(2) NDAs .

; iz:'lclinical v" New chemical entities/new molecular entities
v Toxicology v" Changes compared to previously approved drugs
¥ Reproductive toxicology v Indication
¥ Carcinogenicity v Active ingredient
¥ Dermal toxicology v Fixed-combination
v" Clinical pharmacology v Dosage form
:- :n;;h:msm of action v" Route of administration
v Special populations v" Dosing regimen
v" Clinical studies v" Strength
v Clinical safety and/or efficacy information v" Formulation (not approvable under section 505(j))

OVERVIEW OF THE 505(B)(2) REGULATORY PATHWAY FOR NEW DRUG APPLICATIONS
https://www.fda.gov/media/156350/download
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Examples of sources of reliance POREHIZOVTIERIBTHRICIEIATWLS
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