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17 MONI2 NP .HPYNIA NI DXIND NNIVHY 91DV NOIWNI NINPD
TN HOYYA DOWIN — WONT NNDIN NINYNYNH DIDIIDN DIWIND TYPHN PNINS
4O OO0 IWN 35 5y N NON TN O0¥2 DOWIN N L,40 Syn (BMI) 90 non
STV NPYA NI PRV LN DT NNY NI 10D MINYN MMNWPN MPNNN
SPYN 9TIYN DXYI0N DIWIND TN DY NINAD DXIYN) DMIVNIL DIMN)
,TNNP NN DPYN YTID DIVIN DY DNINGIIL NIMYNYHN NWY DY )
INNROY DNV TN DOPYNN YD MIVY NPNAND DMWY DINVNN TWRD
VINID TNN NI, NTNDN DMNIINMYNRYNN PNIDNN,NINT DY .NINPIN VNI
DN ,NPI) DIDOYN NOWN DY YTNND NN TIFN D100 1)ITIN MMM
NND MYMNI TN NIM NININ NNYND NMPN YNT MNIN .(PTN YN
TN DP NOX DM )0 DY IR D90ND SMYNYN N0 NYNIVHYN
D901 935 DMIYT PAON MIVYD WIND MIYY DNIOY

NYNIAN KD LYND TN NWYI 295 TY NN NNONY NODN MMM NNTXINS  .10.12.5
TN IYNY PYT MN NNPINNY NYIVI YINY HY NDDIAN ,27NIND ININKD
YMS> mm nyavn (Adjustable Gastric Band ADB) napn bv »oyn
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NPN NNAT DY NND XM NP IRWIN NP0 6-2 DY TN PN DV YN
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91291 NN
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NN NPNDP NIXD DPINYW NN L,MVP AN DMINRD IO NYINIY N
9901 NP2 MY NPIINND ANV DY JPRNNY NPIN 90102 .5pwna NP
N2YOND DNNY NN ,INAN ININD DX DIDXD NNIN DY PIYN MY Ny
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NYATY DYS 932 IWND ,012 DMHYS — N1DIN 12 YINIWN MPTN NPXISIN

1292 NN N9IDOP YW NN

VD) 12 INMN PYTIND PNND ,NIAND DY NPHNI NPINN MDD 29 DY

.10.13.1

.10.13.2

.10.13.3

.10.13.4

.10.13.5

.10.13.6
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YR DY MOLYN MIIN NIVMP ,NIIND DT 2VAY IMPIANND TY MYV
NNANN YN NI NNPOIN NP VINOPYW DY DDIINN INIM MDY 11N
DR T DY NN JPNNY D NMAD NIANN TN ,9I1DO¥N NN TINa
PYDI NIANIN2 LNVND ,MIIN NN HY DMININD DN DPMYHPYH MNIND
,MIINN NYIVP JPNN DY DIRTPNN NN Y25V NN NI1ANN .0NY (2110.18.2
NNMY OINRNNN NN P M) NNINND OMIOP OMDN NNOYN DOOON
D099 .71 NI NN VIDY NN NI NINRD NP DT TINY OINNPN

A9N9 10.20 9PY0 XY ,D290N)
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WONIN VIN NN DI 172NN NYDP ININNG ;121175 .CE NN 0P 13NN
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PN P2 NYVI 1T U NP DY N2N YN PNND 9372 N9ANN MOIYN
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NNON PNY .10.15

192NN "5 ONX ,DNTPNN MNP 25w INHD MIIND NP ,NT TYINY 125 .10.15.1
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D) MNND DINYIND MIYND DPNYRT DIDONN 20 NYNN N (17HNX NYIN)

.YIVDING

VIR NN Y CE 7N NNy 19209 191NN ,23.3 YD1 NN D PIY
NOYPNI PIYIND NNDIP JPNN NN PNV NN NYD 725 NO DIVAINRD TWN
NN PV HNNNY NIIND NINDA ,NT NIT TINY NI ,NNT DY INIW)

NN FDA 7R n5ap 9nNRD 79 (09171°82 1M127Y) 02N 2aN72 NY0SP 1PN
DY 21500 TN PV DT TINOY DTV DI DY DPHVIVON DNIYLN

955) FDA-N 7N nDapd 1y .270IN2 7IWn 10 17 MDY DINNA NHaNn
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.DYVUATIN DPNVININ DINYINN YD NP 1NN

1997 ,9952) 2023 MW 79NN NHY DTINN NTIDAP 1PND MM 1372 N9ANN MHYN
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MY wIN2 FDA-N T Sy NIvIN NP>t MYSHND 1IN QWX T N9IN
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YI¥aD 19) NOYNY 30 DY 91 NON TTH OHYAD TYPHN RN IOY NPNVONIN
IN 112 0T YNYHN D) Y210 HMVNN DNAY DMIPNA 27-30 YW G0 NON T
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DMYOP DMDY HY MIRNIN ININKRY 7Mo9 Eli Lilly man oy ,qom
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DIV I NNIN,POITNNIN KV NAINNNI NN ¥ ON,POITINN O DY

FDA-nn NN nYP

D) N ,Roche -1 Pfizer mnan >0 1 DAI%IM N¥IAPA DODN DINNND
9O NINYN NYOIN DY TTHINNND YTYNY NINY MANIN NI N

,2O¥2 AN 1OV 1T DN NXIAP DY NN IR NIIND DY ININN D PIY
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Y
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,ID99190 DY 22MY0N PYIN DY N MNNED DN NP2 NAINNY YN
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The 505(b)(2) new drug application (NDA) is one of three U.S. Food and Drug Administration (FDA) drug
approval pathways and represents an appealing regulatory strategy for many clients. A 505(b)(2) NDA contains full
safety and effectiveness reports but allows at least some of the information required for NDA approval, such as
safety and efficacy information on the active ingredient, to come from studies not conducted by or for the applicant.
This can result in a much less expensive and much faster route to approval, compared with a traditional
development path [such as 505(b)(1)], while creating new, differentiated products with tremendous commercial
value.
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