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7 ZAEES Moz & A2AAY UF ERAAE 2wz Fols}
{

EA%T. F9H dIFEHEMA)NAME FAAXEA L ZE AEXZXEAL A
FA3te  HAAA(ATMP, Advanced Therapy Medicinal Products) #8]3s}al
Rom, "=z Aede MEAEACN EFHE AEeE IFHI AT old F

HRAdNE Z/MEARAS BAE 2o A4 P g Yesg

el AE % 2E B AAe B A
O 599 AZ 2 24 2a AA Bl A7

M 9o AL 2 24 B AAY el AxW @
He] ARael F AR A2
F39) ABEe]

FHY AEAA A9 B2 E AT AP B 784G FHERA AA

<)
]

- .

O v=9 $5o) ARed F A5 x99 v
L] U}

L]

Z/MEABAL AR F FHZ2A A (YD Prochymal)

D 0340 ?jg_.;(_ﬂ

MEa fgel MgAdT A3 v
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MINZNe 81 2 &Y N

QI=9 MIE ¢ XX E MM o JiH

7}. HCT Ps +3

u=e A Alx/zA g ME/EZF 7INE AEMHCT/Ps, HUMAN CELLS,
TISSUES, AND CELLULAR AND TISSUE-BASED PRODUCTS)o] th3dl 7]& 2z
7821 CFR 1271)& Fi &3t At

o 3, Zetd, Ax A

b ME/ A D O NE/EA 7N AEFS AXRSe Al diste ddstd
u

=
o2
il
2
o
ol
o
N
o
o
a
£
Qi
r>~
oL
N,
b FN
o
by
BN
»
rJ
Ac)
N
M\
a
)
ﬁ
T
@)
c
=
®
=]
)]
)
o)
Q.

HCT/Ps& 1zt Aol Al 5% (implantation), ©]2](transplantation), ¥ %] (infusion),

v HY(transfer)d HH o2 Azt AxY XAS st IAY, 12 744
242, W, <o, ¥y, Au, AR #dA=, A Gl 2 AP fEsh
ZYEESV/EAE, 22FE AR A7FRE dSAE, §8 AAA Kol wig=
FIAE, AR B g2 A 5 xgsit

o =422 HCT/Psoll A A9 (5, &AL W)

O o]2S HAHoZ ste o] FAAH U= UA A7 (vascularized human organ)

O AY wE P A wE Fd qo) AF (2 74 A8, 21 CFR 207, 607)

off

I 22 AN EREHAY FE2d AE (B, BA=
HCT/PsZ & H)

O &&AHE(homologous use)= HH OS2 3l O ZH (&, 2748 H[crystalloids]

O O L =
EE U, PY % REA AT FREA g Ar 24 25 (W, £99
2L 259 BUs AR 998 AAH BAS opshA wojot F)

O HCT/Ps¥ A x| o] &= F714 AE+s
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pud

B} Aol A o]
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=

=

Al A 3E

=

4ato] el 73

-

3+ HCT/Ps

T

9
il

=2 X%
T

SR E

S

2 T ol$AREAM HCI/PsE &, T4, °I
e1E5e wEtof g
4) HAZA9 A 9] (minimal manipulation)

Agstel Ak, o EE o

713 el A

o AANETY 2Ae AT
A

O HCT/Pse] A,

-

ojy

|

7

3}
.

sl

=
=

WE= Al

il

T

o &

E

HCT/P %2 el

=i
=

2, HCT/P 5%, A 452

=
¢}
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O HCT/P &2 AF, 71¥, BH, A, ¥4, FF3= EE HCT/PS FoA
A Ee @A}%— AAslE BE HCT/PE ¥3%sfoF 31, Z+ HCT/P7} PHS
Act 3619 &5 WX oARE 7)R) 8ok

O AdEE B HCT/P 55 dHlEd= MFA F718td A, 7hs, =23,
EE HCT/PS} T4 A¥ Ee AAE HAlste BE
HCT/Pell that A, 71€9] 55 9 HCT/P & T@d Aol =

A5 RS QUENES Sn e

2) TR Ao TS A (Subpart C): THHE AFAH 2E = o gt
Tz A 9 HANE EWE I A Aol HIhEoloF shm, Hjol H=

Hjot2 5B Feigk Afole dA ZISASE BAR VISA RFo did 3o

Al tgk Bzt o] FojAof 3

O RE F4qx

U

(@) #d P4 28 24 2 /=9 BhdE 9F 29 2 I ZA: HIV
HBV, HCV, Creutzfeldt-Jakob diseaseS ¥ 33k 7 AGA A HSF 5

(b) olEol Az BAT AP AP A

‘

O Aolgle wWET R AE TE 24 Tolzh vwAdwe B@ d94
A% me Pelo B A4 49 22 9 4853 DdH 97 29 2
QA 2AG Bt FelAe] B ooty F%e HARORA Polgt
MET EN A wE 229 dusjo} 3

O 4N AT EE 27 TR

(@) & Aol UF AP AT B2 L ADEY BAY 99 29 L A9
ZA wakel Feldel wA A /152 BABoEH Folde] 44
AE e 23S Al ol &

(b) Hi=AAA #Hd HdA HAIoEXH Zﬁf\}éﬂ o & ¥&H°o =2+ Chlamydia

trachomatis®} Neisseria gonorrhea” 7F Hl= A

bl
_?l_',
il i

© T, 7Y ABA kel ATt 22 egol WA FeS FUY
F e el s 44 AX mE x2ho AT F9elE MngyB
P8 AdgASe] U WEe] AWAAT 2PHA L

(b) 49l BHog Yoz AU JhA] ods) 44 AL Tt 2P Fohue
3%
(© A AFE mE 4F AW A 4AL 93 Felgez s



oAt Al A ALl H AT, ol % XA
HEH AE &

a9 el FIAE AW D AASI] st AW =A%
Aa & de B

@) 9 47 A2 guAelA FAY BHoz YERPA Wl AF Fe
o9 NFHE ASE, b5 A% Wob: Felxeld Agas] A A
2 ud 1348 A8 2 QAE 98 489 =

A7 FHs A oF .

3) %

BN
™
o

% 2] 7] (cGTP, current Good Tissue Practice)ol] &3+ Al (Subpart D)

4) 361 productel] W3 714 87 (Subpart E)

5) 361 product #F 7]|& dgt AA @ ZAALEE (Subpart F)

_29_



L}, PHS Act 3513 Act 3619 H]

AL M2/ ZHS o] &3 Asd X5AS F+2 PHS Act 351(42 US.C. 262)3
PHS Act 361(42 US.C. 264)& 53} g5 o] 3t

1. PHS Act 351: A=A A Ao #Ast FAHCZ, A& = FDAL FAHo W&

Fos7ke Bew ¢

2. PHS Act 361: AESFHAAZ IFHRA gorg FE537E 5T Hev oy,
715 #g] A< 21 CFR 12719 7|<¥ {7AES FFdor & 5 7434 FH&s&

w7 feRE g FEES BE FE0k T
1) A& ZZ(minimally manipulated)< A |11,

2) AzxAre] AMEEF, FAAMY, B, 8-S ol HIFo HYS u §F A

(homologous use)¥H& FHZ o2 3}H,

3) T &, 243l (crystalloids) == Ei, H5 9 HEA = HCT/Pol # sk
Mz A4 A BAS o7l A &= v= =4 stol, &, 2483
(crystalloids) v H, WE 9 EBEEA o9 & Edie EFHA
Ekem,

4) o= T 3 7HA dFEe BT

a) AA mH7E flew dAF Tlwel oM deldle Alxe] diAEA )

b) A &/ YAY AAF T)eel] dojA Aolde MES AR
CT/PE tYa T % 7HA9 sidste 8%

H
&% A& (homologous use)S HH O 2 3FAY,

- YA B olxt A #BA oY F5F A E(allogenic use)Sl Aol ALY,
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21 CFR 1271

PHS Act

_n
]
ot
(g
e

HRSA

e
2

OIX| XL 2 X0l oI 72 NI EQ} £,

MIZ gl = %] 2|8t I E (HCT/Ps)

361 (Lower risk)
v A A EE]
vHOlo| 2X0 2 ALR
VEIERIL ZHUBLA] O
viEh= = oL
AR gl T ARy
oA EH U '
- ARG Bl CHARZY
O|Z A Q) et& i) At
70| Af0] ALY, i) 1~2
Xt @i o F50]
Alo| LY, iii) A Al 2
52l 42

- 59 A& LHOlIA] R 2| SHO] Xt
7ol At X% Gl M E

¢ ALMIZLE YA Z TS A
5101 ZA| CHAFO 7| O] 4|5t
7#e

- AR5

Expanded
AccessProgram

‘IIIIllllllllllllllllIllllllll.ll

o S gl K E

Vascularized organ
Blood vessels(©] Al &)
Minimally manipulated bone marrow

[2™22 b= AAF: ME L Z3F #F AA]
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O |E9 ME =

#2774 (Directive 200423 /EC)

Z

15, A4 7+, B

2

7

=
S

o] 7]
71% ] 7+ (Directive 2004/23/EC)S Fi &

—

0

E

T

2. 4E&H 4

(4, A, eot

-
X

2, 4

, =7 =714

Ay d

=l
=

, Al

ol

=

ol
=

ol
N

TR
ojo

Mo
Ho

mK

G
o

o
ot

mK

B

Arbel o ol gHm H

=
3

g

NE B4

ki3

]

%O

)

4

& TRl AL H.

o)
B e

i

3. FAWE

-

% 27 AR B 2E, Bd AL AF/AH/37,

-
X

A7+ Al

oo o

2]

1) 3

K

1

;OO

;OO

A

.WL

)

7H A= ol

/%

)l

]

A

Him

AFEHA BT 2006/86/EC):
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L QIZE ME € ZAS 0] 83t X EA| 74 (Directive 2009120EC, Annex I, part IV)

AZE Aﬂ;\i_ 2 Z3S 1%1 N gA ] Aolv Y9I A (Directive 2001/83/EC,

LAY 242 Folol JE® 94d Suo Baw AR 54, 44 75
mE 7z S4e ws® AXY 24, EE TR Folx N FUW
Q44 75 BHoR A P AT 2L FRFAY 22 THH
NS A,

2 AZ 2 2o oestd, WSty it gAY B Fstel AR AR,
d EE Awsr] A% 542 BAsn dE AeE FhuAY, A
1 §H A, FelEE A§

o Ay 7A
718 Tl wEl A dE AAstAY, FESVHE ASS Al#steof el

o =

= = a
B3ta, FHAY AdelA 5 A9 Al-&(named patient use), 7NHEA|E7|H
3] 7} Al (hospital exemption), &2 Al-&(compassionate use)® Z o8 HFAHE
T LT ER St 7 MEHLE FYF5IEE St US.

2. /N A& 7]F 3 7}A (Hospital exemption)

Regulation 1394/20072] Article 28, No.7 &l #4313 U=

1. FoU&

FESVIE BAHOE A F= HGAAER, FolFd FE EFo wet HFTEA
1l % (non-routine base) = 21].:_301 T IA=7F Wl e @Y 57N i
St e st AT o5F AARA Y AleAY FAAQ AEA H st
Fod F =S = A
2. &8
1) /WA= 7|# 37 AFS 7oA SUAstes 3
2) dF=9 o]#HFZ A 2~H(traceability)Z F2-8 XU H ¥ (pharmacovigilance) £.71<

~|’O
=2 ®ol ek 7IEe] v EofoF 9

R=)
L)
(0]
9,
ol
.5
J{m
o
)
ro,
u{u



3.

1)

1)
2)
3)

"

=7t A 2
hvi 151 B 501

T -y

=x X o
A4l @ ARz e 4 oidd oHee A

a@%

3% AA=E AT 798 AAy

EMEA®] CAT= Zt 3= FAg=zet FedFisgs T4%=
Fojste] T =S 7ol s s

o
FEALE AL
QA

Dir 2004/23/EC

Dir 2002/98/EC

A 250 52U A&

X # 5t IWFOIMOH:
e

e LAZIIME 4

o AHAIN|

« EjOobE Xl Ol M| 2

o HHOFZ 7| M| &

s JGHIE 7| M2

-

Hospital Exemption,
Compassionate Use,
Named Patient Use

HoH 5! Yoy AIZ

-
n
L |
n
O|AlL XE7| (Z7IEIQ| 2 Aot 9l.2) E
:
|

[Z#823. e dAFH AXE R =4 & AA]
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O Ol=dt |82 ME XX =& &3 HH2 &d AlAY Hlu

e

#3

21 CFR 1271

- Dir. 2004/23/EC
- ol 9 WAAED o048 &
7l EHE HE ZAsI #

SRIEIRI-

X7 A o] FE

5 SN AHske] A | - W FEe 5D A
o st 24 % AE AN AHsk] A7t ol4she
AAAZY YAZAL AAse | 2H R AE
B AL WL 20 el oldEE Ae |- AEF
A7 52
ZARAT} oholE, BBl | MEATAIL oholx, we
ojema A s | BTANE GTPAIA AT 9| o) Beole od3AE o
(Traceability) | £ C1HFHE =% sha e | faistn g2
- PHS Act 351 vs. 361 - Dir 2001/83/EC
- 7 A A AY AES |- AwA AL NRITE 27,
A 529 249 A4, 59
R A&l At b2z

FAbE, ARA HE71F
of ‘A}e HHo ol
FAgoRA AN g

o] o] AAEIL A+
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B EEEEKEEETRY

0 OIRQ ALSQ T AISHE AIAY

=2 7|2 Ho 2 oFE7HA]A 8 (pharmacovigilance plan) 3711 A] A &3 ==
st lom, o]HFA(Traceability), F+FF2 #2715 (cGTP, current Good Tissue

Practice)d] oz, RE At MEZ, =32, v ME % ZZ7|HEAFHCT/Ps)ll

Wate] Foi4zRE A% wE HAF Aeli(disposiion), 1el3 A5 EE AT
AYARE Felgel o2 A olHFAS AT A2UN ARE HEY 5 =S

skl o

of Id WH(E AFE 7IMe=z 7|EY FEFHA(Pharmacovigilance) €] 9

%
2149 A% F A7 2 AL DAY 278 F AES ol e

* Food and Drug Administration Amendments Act of 2007 (FDAAA), Section 901

Federal Food, Drug, and Cosmetic Act(FDCA), Section 505(0)(3), Section 505-1

* Guidance for Industry: Postmarketing Studies and Clinical Trials -

Implementation of Section 505(0)(3) of the Federal Food, Drug, and Cosmetic Act

* Guidance for Industry: Format and content of proposed Risk Evaluation and
Mitigation Strategies (REMS), REMS assessments, and proposed REMS
modifications (draft)

2. A EA B =9 # A=H

AEZA gAY BES e FHAY Aade gloy, FAAXEAY 4% “Gene
Therapy Patient Tracking System”¢|gt= HE FA A A|2EHES T3 4T A3
2 AT & FHAAAEA N =EEH SAE dPeR FAAG BriE HFo=E 3

&9 (PMC, Postmarketing Commitment): 7o )47} olz}
A AGNI} &7 Faro] Fslr|Z Foldh A4 EW JAAT. AFL Al T kA,
a4 v A8 HASE F 9 MAstAY AF F29 d#AHolY AMIFEE
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Ze17) 9% BHoz Fysiy, o vgow sug PHanAe o,

o ATEF AF 8 F(PMR, Postmarketing Requirement): FDCA Section 505(0)(3)°l
gel sslgae] AASES @ RE ABF AT 3 Qao] maHw, WA
8710z g%,

e A% HrF 4 3} AZFH(REMS, Risk Evaluation and Mitigation Strategy):
Section 505-15 4lA3dto], FDA7F €8sttt —ﬂr‘jw}’— BT AHAAA 2%
frejdol AREE AIst=AE &5 3 2=

ow, FAE AwHo R

FDCA
FE
2 AA}ES 2T

108
4>

l-ﬂ

AAE = Q52 53 9

il
i

4. A F AT &7 AX(PMR)
41. ALY
1) FDCA Section 505(b)ell we} <1E ZFojfF(dutejerF ) Ay oftF A9

w}
2) PHS Act Section 3510l we} 1€ AE3HA A A

42. &3

43. 479 FF
FDAAA Section 9019 <7(B} 7+8¢ &ofolle &S PIAA &+)

1) ?J’}}/\]E(Chmcal Trials): A1 louh AFATL § ol4ke] TAelA A AFo

e FANE FAREs ke W AAse] AAshe AFH JFAY
2) AT (Studies): FoNA AHA Fe PFAT(], BFAT, JHAT F), TEAT,
AP4H A7 5 TP BE b2 dTE
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Mo ARF FA4RY AT 54

s

=4 8THE AL ohiAW, FAH, FE
; %

NBF AT FHE FDANA 27dE Zeole AdE B/ 2 BES IAA
zxo2 71573y U
ZaEd

Guidance for Industry: Postmarketing Studies and Clinical Trials -
Implementation of Section 505(0)(3) of the Fderal Food, Drug, and Cosmetic Act
(April 2011)

Guidance for Industry: Good Pharmacovigilance Practices and

Pharmacoepidemiologic Assessment (March 2005)
Gene Therapy Patient Tracking System (June 27, 2002)

Report to Congress - Reports on postmarketing studies [FDAMA130]
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7}. Regulation EC/1901/2006, Volume 9A
L}. Regulation EC/1394/2007, Article 14 (4)

tt. EMEA/CHMP/96268/2005, Guideline on risk management system for medicinal

products for human use
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(Traceability Systam) (Pharmacovigilance)
FHBEUHY AAH AEHB2 A2E
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A 2 22 2= A 71222 7129971
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AzAb 7SS AEZRY AF7HA
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) MY W AGAEA B AEAA AR
"

5) dE A 2HL &7t AHATE G ok g

Spo nsor Manufacturer/ ——
Animal Facility Importer )
< Traceability % Patient
Hospital/
Tissue/Blood Procurement Practice
Establishment Organisation
L.GMP €3 GLP €3 GCP €D CT 2

(2925 #89 olg 27 @ A2H]

5. & 167/}  Fi(module)e2 FAHHE = AAANLEREYGVP,  Good
Pharmacovigilance Practices)dl] Wit 7Fol=ekl AR AgS Al-¢-11, 2014 39 @A)
=)
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7. AGAA S #EE B ¥

EC/1394/2007 1178olA Aosta A= He
products)©]
AA A -&efEo] AArste AJ=HYAG F71 8458 &

Module A =
MODULE 1 Pharmacovigilance Systems and their Quality Systems
MODULE I Pharmacovigilance System Master File
MODULE 1II | Pharmacovigilance Inspections
MODULE 1V | Pharmacovigilance Audits
MODULE V Risk Management Systems
MODULE VI Management and Reporting of Adverse Reactions to Medicinal
Products
MODULE VII | Periodic Safety Update Report

MODULE VIII

Post-Authorisation Safety Studies

MODULE IX | Signal Management

MODULE X Additional Monitoring

MODULE XI | Public Participation in Pharmacovigilance

MODULE XII Continuous Pharmacovigilance, Ongoing Benefit-Risk Evaluation,

Regulatory Action and Planning of Public Communication

MODULE XIII

Incident Management (tbc)

MODULE XIV

International Collaboration (tbc)

MODULE XV

Safety Communication

MODULE XVI

Tools, Educational Materials and Effectiveness Measurement for
Risk Minimisation

[E 1 I $FERERUEHHAZH(GVP) &

3 A4 %%
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dAA S #dE dx dAY B A=H

A 2 FEY FHRARAEE #o #$ A F(Guideline on safety and
efficacy follow-up - risk management of advanced therapy medicinal
products, EMEA /149995/2008) -3

A Z 718X 241 9] A|#F ZHA] (surveillance)ol] #3F X H o] &) 7 F<.

o
73—1_/

R

m:

o A

O 610

T o= OOH

= [e]
5kl A=

7Fo] = 2FQ1(EMEA /149995 /2008)
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EMEA/CHMP/96268/2005, Guideline on risk management system for medicinal

products for human use

EMEA/149995/2008, Guideline on safety and efficacy follow-up - risk

management of advanced therapy medicinal products

Presentation at ASEAN training, Kuala Lumpur (Advanced Therapy Medicinal
Products (ATMPs)-European Experience and Challenges, 31 May 2011)
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Management System)
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o) 8 22 A] 28] S5 = (EC/1394/2007, Article
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(Traceability) 016
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A cho] ok ] T U(Gene  Therapy  Tracking | ¥ 384 FAHZXAb #S 7F
B8 we 77 System) (EMEA /149995 /2008)
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