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Osiris AFY] Z7| M EX E A (AE%: Prochymal)7} Aol zbioll A F4 ol Hdl&F
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Auttel 45 Ald & #EA 5 AR A AEF ™Y ZYHY a9
A FFS £HLE AAS7I} o] FolH

Prochymal®] ®]= WjolA] 20081 5¢ 2o} GvHD, 2009'd 1€ 3% GvHDelA 578 Z
AFgo] glglom, 2012 @ 109 Al 2912 Fol AEAHAR 37F AAL T loH,
Athel FAA=A AREAE WS GyHD 9o, 22W 3 /947
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A A B A1 TRl e 7ol I Foll Stk

O FLIEte] prochymal AR M L
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b, 884 &=

1) d2X2ds2l HOAE Met, OsirisAt= A0t GvHD #Xt= L= AHZO0I
c 2824 GvHD XA Z0lM Pochymalll fReds 2Ass £ Jqs 8106 &
AARAALHE JOHHOF StCh. 0] YA = XM EEXZE Y Hluole &
QUE UM(MHE 1) E= SAIEOIHU U H HWEZY EEG IS ZdUE
AP (MEH 2) & SHIIXZ NEHE £ L OsirisAle AHZ0IE eSS4
GvHD & XZ0l UQHM Prochymalll Re4d2 SHE KRodoe=z =)ol 243
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= X2 (SNDS—-c, Supplemental New Drug Submission — Confirmatory)2l &
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SIAlE 2 SXIA0 Uit &oz AMADHEA(CHS HEo==2 &L,

2) M2NS/AK3o HDIASH M2, OsirishAt= Prochymall ¢t AHS =XHot
Il flet SAHC EIIF=H HKXNAECIE DOtoH0F StCh 0 dIXIAEZ = SFA
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- 414 A% (Systemic disease)
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gFEe] A AHATY AHTEAT FEHZE P = o, 2918 dxdTe 57
o2 A

5719 F&9138 tixdT7r AAE ARASTS wd-E(bone cyst) 17, =4 27,
2 FA% 11, E=gmgrr 110|007, FHE Z7|MEA wet FEeH =59
o

A5 =

Fo] 37ola, FUFESVIAEZR wigsiA FHS A5 17, ZZ A E(osteoblast) 2
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Ha o g2 e 97109 ATl et AFAEE o3 Zo] e Ut
Elds =
XA Ltz Zat AlEZ X[ x| F=E7|1Z2t | RER] | =71
SPN; e = Al g | TR (ENES 37| 2 I
Alga: Core decompression + 23 Hj2F Osteoset(cal
—— |ON of femoral i _
Zhao D |2012| &= head BM MSC 100  |cium sulfate| 60M O|&H| Yes | "HI7FA}
ea
L=zt Core decompression pellets)
Al&a1: BMA + autologous laminectomy
bone chi Osteoset(cal
e chips
Niu CC |2009|Eto|2t| Spine(fusion) _ P ) 43 cium sulfate| 36M Yes | "IHXt
Al&2: BMA + calcium sulfate pallets
. pellets)
CHZ=: autologous iliac crest bone graft
_ Al injection of BM osteoblast
Kim SJ |2009| st= Nonunion ! 64 fibrin 3M Olst | Yes | HI7HA}
== no treat
Al injection of BM cell
Wright JG |2008|7HLtct|  Bone cyst J , 77 13-24M | Yes | ®rix}
CH == methylprednisolone acetate
_ A& injection of BM cel
Khanal GP|2004| U | Nonunion ec 40 4-6M | Yes | mIIXt
L= casting
) o |ON of femoral| Al&=: autologous BM cell + CD L=ION
Gangi V |2011 |¥X|& . 24 60M O|AH|  No _
head CHZ=: core decompression IR}
Alga: 21Zol|  fresh autogenous bone Biphasic
Moro—Barre _ ) ) )
oL 2007 | 2H| 2! | Spine (fusion)| marrow 35 calcium 36M No ?
==t 21% autologous bone graft phosphate
A& Aspiration + injection of BM cells
Chang CH|2002|Eto|2t| Bone cyst p. ) ! o 79 60M 0|4+ No ?
CHZ==: Aspiration + steroid injection
Al&#:  autologous implantation of BM )
. - |ON of femoral SERt
Gangii V |2004|H#X|Z head MNC + CD 18 13-24M No ToIx
ea b}
L= core decompression
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T F=(BM concentrate), =1 @3 F(BM MNC), 5Fd8 FE=714EZ(BM
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2012 1€¥ 194

EMA/CAT/CPWP/686637/2011

Committee for Advanced Therapies (CAT)

HaAAe 9= 7% FH 9 (risk-based approach)ol] #+3+ 7}o]=gk<1(¢h

2o
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CRRE F% 34 SERICSR EEE EERCE Ay g | D EE =4
FA9] olstH /X =4 | HLA BUX, BB4 | A9 o], Asko] W FAro] olg, oMo | A o357 /X 27
olg, o], WA | BAe Hul, w: % |7, Mg oo 43 g Ade wed |olde M4 Ao
A At A [ oy Eo] Wl | oF Fo= <dtd x| CNS U487 93} | sk Buutge]
A otel WY s | datx 2= WA9A |2 sl TAY s A g x4 Yo | Yol  AAE Fk
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HuA Aol AEH] | g Bt CTD 53. -
=y QAT BuA Hoj
AZ= o) 9.
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Atk MET w7 A E FH 2R FAA (= 8 /9 F 3| gF #Y g e
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2. FUATEMA)Y] HBAA EFol B A7

2012'd 44 13¥

EMA/CAT/600280/2010

Committee for Advanced Therapies (CAT)
EMA HeAA o] 7 &3 A

1. 8.9

S¥74 (EC) No 1394/2007i A17% (o]F HEX = FEATMP, Advanced
Therapy Medicinal Products)2 F3HE A A3 o] Frlste], 5714140 JAGA 8
ojekF o] E/Fe #HHASY HAAFEA LI (CAT, Committee for Advanced
Therapies)®] #}38+24 HIAME(o]F “HAX gt EF +/7'2 AHS

ish T U=
A AxsE e 5 JA HAG ol HEAZYFEFS Aot A= ATMP
TRl EAZ AL glojA, o' AlFo] HHE VFES TFeA AFE 2F
317] 918 3 9 Y 3] (Buropean Commission)9} 1€ 3t S & 4 J=F 3t o).
ATMP &7 dab= AlFol & 749 H8< IS = e ™ deAs ¥23]

87 sl o8 MEH oA, AEEF, o4 R HFE 5.

o} ¥ Directive 2001/83/EC ¥ H [ T E Ve HAEX =
s AL HA AHoE AAET Yr}. F71FOl HAX|goerE B

v

ook ot ) ol
e AAzAoZ, MEES AFL WA P 2001/83/ECTY] A wet 2]
HEE FHO T sle AETZHoFEolgte Aol ERlEojok i)

Fo1x AFo] FAAR T FF(GIMP, gene therapy medicinal product), HAHZX &
o] ok& (sCTMP, somatic cell therapy medicinal product) H=v 223 8HA|5(TEP,
tissue engineered product)®] & F StUE TZFohe=A, 28 5 HAX 5ok
F9o A& FFsteA ARE HUHs A FASY HEAFO%FE /7L o] Fo
Atk 284, o]l AZ3ASe] HEJ% AES 7HA Ja, AF AL 271G A A=
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medicinal product) 2 SIA A &S HZHO=Z 0}
HE 2001/83/EC B3 12 IE Vel 7)ol
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" Directive 2009/120/EC 7R 83} &7 Directive 2001/83/EC Annex I Part IV:
Directive 2009/120/EC9] <QI1EYl 4.
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