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Taught by a dynamism of approval history of U.S. FDA
as regards the process of changing labels of new drugs
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Abstract

Objective : To investigate a labeling revision of new drugs in the U.S. FDA (Food and Drug Administration),
to examine an approval history, and to study a dynamism of the process of changing labels of new drugs.
Methods : From the database of the FDA Approved Drug Products, Labeling revision of new drugs of new
therapeutic drugs of NDA (New Drug Application) 1 and BLA (Biologics License Applications) were
studied from April 2009, through November 2014.

Results and Discussion : 176 NMEs (New Molecular Entity) were approved by the U.S. FDA. To follow
the NMEs of the label and approval history, the labeling revision of 21 NMEs were observed as regards
their indication and usage, dosage and administration, and dosage forms and strength. They included 8
anticancer related medicines, 3 medicines for rare diseases, 4 psychoneurotic and muscular medicines, and
4 anti-infective medicines and insect repellent. A dynamic change of labeling was as follows: for example,
for anticancer medicines, an indication and usage of ibrutinib and ramucirumab were revised 3 times within
1 year, and 1 year and 2 months, respectively.

Key words
U.S. FDA approved drug products, label and approval history, labeling revision, indications and usage,
dynamic changes
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Table 1 Example of label and approval history *

Label and Approval History
Drug Name(s) VICTRRELIS

FDA Application No. (NDA) 202258
Active Ingredients BOCEPREVIR

Company

MERCK SHARP DOHME

Label Information
Approval History

Letters, Reviews, Labels,
Action Date Suﬁgrf&?nt Ap;_)roval Type Patient Package Insert Note
(12, H/H/4) (BT A PR UKD 5 4 7) (V2 —, LEa—, iRHSGHE (/=1
B R SCE)
07/28/2014 015 Labeling Revision Label (PDF), Letter (PDF)
Efficacy Supplement with
04/09/2014 011 Clinical Date to Support Label (PDF), Letter (PDF)
L1 fig
- This supplement type
07/22/2013 008 Manufag?urlnlg Change does not usually require
or Addition .
new labeling.
& g
Efficacy Supplement with
02/13/2013 003 Clinical Date to Support Label (PDF), Letter (PDF)
& g
Label (PDF), Letter (PDF),
05/13/2011 000 Approval Review, Summary Review (PDF)

* BOCEPREVIR % #iffil& L C/R L 7z (Accessed on May 25, 2015)
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FHRERIEZNER (Final iR, FNERE&EC)
GENSOIZEE SRy T v 4 =54 V)

o ZPERTEEAESE (BMI 30 kg/m” A B3 AR

A fllifE L)
« HUED H R AL ik
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o PR EIAREE

FRCIEEATHE (COC)
R ZKRY T AT T — ¥ 5PHEA

WEER IZHR (Final ki)
GBI ARy 7 v 24— 54 V)

organic pathology who choose to use an oral ¢ ontraceptive

Natazia in women with a body mass index (BMI) of >30
as their method of contraception (1.2).

* Natazia is an estrogen/progestin COC, indicated for use
by women to prevent pregnancy (1). The efficacy of
kg/m” has not been evaluated (1, 8.8).

* Treatment of heavy menstrual bleeding in women without

STENDRA is a phosphodiesterase 5 (PDE5) inhibitor

indicated for the treatment of erectile dysfunction (1).
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Table 6 Other approved medicines
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4. BE

KIEFDA T, #HrIEIER O K% & K4 % %~
12, Kb &2 72312 Letter (L & —) HJEH
Ehb. Z0WEAIE, Table 412/nL 724951
Iri] — & Al Oé+&#£&&% thH%. ZoH
53, AR EWRGICE (Approval and Labeling),
‘(ﬁ’%Hj{%@V\]@ (Content of Labeling), EixH%
#t (Promotional Materials) E»&Ehs. 20
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FER FORE AR FE R0 FEGREIG RIE T O WET DR
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FML 2V ET—ETLT I, PNRO
hEE - AERAERL I h T -onE! Lbfc
FDAZ 5 DL % —121%, BIZ/NEAOR 512
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Tz,

AR TIE3HBITHEE AL - 7208, KRB DR
RERBEEGE R TTIR % DR EME#RE 44 40 =12
RECBICEA S TS, 2=, A Lo,
B ForE, BBERTIREN T A FEL up-
date STV 5. FFEDEEIZEH T 5507k 8.
Use in specific population) &, WHHIZMET 5. 7
HEHONZEE, b, ik, 2O, I,
AN, e, ERRERE S, T REREE R
B ZOMP AT up-date T TN 5,

72, REIOWHGH, fEHER & ?Sf)t)JJ
B8 - PR O A LT 2 O BkE D, il 23
Table 2002 I F 7L VOEGE, T2 VT
TEFT—EDA VUL —Th5T L& IEHE
ML LTGRRT0h 3.

7 3 EMA (European Medicines Agency) O
X #13", FDAD & 5 1B R AN R A A
VAMT T ENBEDTIERL, KL 4 % up-
date & h, EFEXXhTWwW3. 57T, FDAD
WRIDE A F I A LD &S HBPRIEEL V.

— 461 —



BR PR EFf 44%&3%5 2016

KTy 570220, 19734 Wardell i3,
PR 2ORE DT IHTEA S5 & T EED
Thiigl, FEMNEX v v 7 (substantial lag
and deficit) Z#ET 2K ATV, FI 97 -
7 7 (drug lag) OFE&ZAIEL 721 Y ®AEO
Fovr- 77 8WERKGN, 2013FF DK
EEDFT v SR LIFCERFENhTET
W39 o =K S+ ERT ST
B0, FET O, ROETIIZEETTHD Y,
B%E T 7 DR AERE & L Chk> T 3.
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LEEDOFEERT METH 5.
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ftxh, FWHINTWBEATH S, [LFEMM
LEDOHR T 26T % &, fEkiE, 1V 42—
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HULELEBEN, 743 F NEBE (201149
H26 H&®R) 1, 274 v T v 1-Y Vg (S1P)
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NBEDPENI FHNIT > T, SHO#EHE
LT, RIFNEIA DT EIT > T T & gl
WHENT -~ Th 5.

Loth, KREITTHEILZE X IR RS OFGE A AT &
WLUTHAONZZAF I Lnb, Kb
ZOEHEFHXIZE T 2 EO S OMES, T
ETOFT vy 7 3 78HFICED XS IZHFIHA
LTI 2OMET e BEELEZ 3.

TR DR IRE R O F 254 K

AWFIEPMDALY £ 25 b)) —H A4 TV Z2Hf%KD
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AR BE L, BURTRZ SR S 5 10
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