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ISP i 12679778 (Pharmaceutical Inspection Co-operation Scheme,
PIC/S ) S5 (4 45117 3K % il Advanced Therapy Medicinal Products, ATMP’s)
ot o Uk HERIVER PRI pLRE - A8 S 5L (gene therapy ) ~ fifF!
1938 (somatic cell therapy ) =357 7 (tissue engineering ) 7 [*].V ¥ &
B iy e I PIC/S @ FBIERR A e i 1 TR DL - R EATRR
LR R PORTESEARLD G A8IR. - PISAE PIC/S BIFIEPEE - R0 S A
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® [ FH 1394/2007 o uip@?‘%@ﬁ!#@ ( Regulation 1394/2007 Advanced

Therapy Medicinal Products (ATMP’s) )

[NEE %@%Fﬁ#[m%ﬁ (Danish Medicines Agency ) X% PIC/S GMP
#fh B Dr. Mike Cox (gl » | R IET 1394/2007 L el st e il )

ER G BURE [ S R IESRITISH] P PR T LR g

LN Fﬁ[h (osteoblasts seeded scaffold matrix for bone repair ) ~ ¥% Eﬁ ERR

F Iﬁi’i’ﬂ?’] =zVFE IEE}[“J A (endothelial autologous cells on porcine collagen



matrix ) ~ ' [FH FG]'KFF” NN A i Jﬁﬁ‘ﬁi@?’{ TSN 1§ F};Elqtu
(chondrocyte cells in 3Dscaffold for cartilage repair ) ~ ™ [FIERETE ~
i ﬁ%ffﬁ &V FAS e (epithelial cells on amniotic membrane for
corneal repair )~ ' [ SR i - ‘EEF%TE'@EJEE = ?ﬁ% AR B (human
re-cellularized porcine valve leaflets for heart repair ) ~ ™ [F~ A 'T?F” S K P
i) L Vs R VYAEFMY (myocyte cells in bio-degradable matrix for
muscle repair ) JJE" ﬁ'“’iélﬁ_rif[@ﬁ? 7JUFF ['Jﬁ”ﬁfﬂgcf WA 2R
(encapsulated islet cells for regulation of insulin therapy ) * = [~ d A/F | 2
RS RIFFELTT RS 1= 1V i8ai ) 1@ (fibroblast cells on PGA scaffold

for dermal regeneration ) °

R 1394/2007 LEEREASER il AT % E1Y- o (Objective,
Article 1) F,;;EHFF 54 B ] ?F 2004/23/EC ( EC Directive 2004/23/EC of
The European Parliament and of The Council on setting standards of quality and

safety for the donation, procurement, testing, processing, preservation, storage
and distribution of human tissues and cells) /| [?FEUFE'[ﬁJ ; ’F‘ TF“: pE S S
T E 38 R BT VA [ ETER S 3, PR PSR By
BRI 2 o [ R R
SR 7 5 s I * AP ur i P aTios ¢ 1%~ |
SEBEEIE [ty & %ﬁﬁ‘[ﬁk ( pharmacological, immunological or metabolic

action) I'J"[F7H]= (restoring ) ~ {1~ (correcting ) ﬁ? fZd¥ (modifying ) #
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F&%@Iﬂ ﬁi[“frﬁ* ('gene therapy ) ~ FEHE[?WF,@‘* ( somatic cell therapy )

TP M (tissue engineering ) = MK fﬁ! J‘)*’#‘ﬁ B

m ?‘%—QEEI'J@ All#TIUEA (Complex and highly innovative processes ) ©
[ qf\lj’ﬁéﬁlﬂ 2 &M (Specificity lies in the production process ) ©
D ]‘Ffl f JTEJI#\ ( Expertise for evaluation is scarce ) °

WU R = U AUSELE (Traceability from donor to patient ) ©
B <A (Long term follow up ) °

W OFREREE ﬁ'lj T (Post authorization risk strategy ) e

LI IR A 4 F'Jfli&*#ﬁ Al f* 5% 5 ( Developed by small and medium

enterprises ) °
LIS Iﬁﬁ@ﬂ%@?ﬁ?iﬁfa ('subject to rapid innovation ) e

ISR R T A ? >[I 1394/2007 #1 T H El &ﬁbgﬁ‘ﬁf,’?ﬂ EIN

* ?E}ﬁ?éﬂf{”lﬁﬁm @ (viable “engineered” human or animal cells ) - & &E‘j’f?}tﬂﬁ
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V= Fi (Scope, Article 2) RIE] é“}ffl{ i e R 2 R B T e
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procurement ant testing ) %?B 3V R o R ’Fﬁg %‘FI’?F?H'J\ i iR EE
ppl#l ’ I'%T’r?ﬁ EIJFA'[FK)E P (AP RS RY o B RNEY S A S T

;I‘/ A FE‘,H B Jﬁ 14+ (contains or consists of engineered cells or
tissues, and is presented as having properties for, or is used in or administered to

human beings with a view to regenerating, repairing or replacing a human

tissue ) °

=9t ’F, =45 - ?#FFEFH Fd[™ (engineered ) » E&M ™ T FLA I
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WPV O BVRCRI SR P B % R R 1
EEF %~ [SEEYEEL Y (the cells or tissues have been subject to
substantial manipulation, so that biological characteristics, physiological
functions or structural properties relevant for the intended regeneration,

repair or replacement are achieved ) e

| 7E[qwﬁ‘/*” SARLR | JE/\U%;{FE qg%’p@it [i;cF Ezﬁﬁgy 7 [f‘ Fﬁfj E[ﬁjﬁ“
(the cells or tissues are not intended to be used for the same essential

function or functions in the recipient as in the donor ) °

Z=H 5 ’?I?FJE U EIELZE] (substantial manipulation ) er A el 1l

FBlR > FRIIED] Ccutting) ~ PO (grinding ) ~ %% (shaping) ~ #5%



(centrifugation ) ~ 314/ 7 Pt Sk v Pfif ™t %”’Ji?ﬁrfz ('soaking in antibiotic or
antimicrobial solutions ) ~ Y&l ( sterilization ) ~ ﬁfﬁ H%T (irradiation ) ~ 5f /e
73 BE (cell separation ) ~ JE4# ( concentration ) p%ti[ ( purification ) %{’Eﬁ\d’%ﬁ

( filtering ) ~ 15; ?ﬁll jiz”%% (lyophilization ) ~ Jjuadi ( freezing ) ~ J@ e

(cryopreservation ) '—“?—ﬁcljrf (vitrification ) = mfﬂif B ’F} R E
) D £ AEIET P IOEAES) (08 Cculturing with the
aim of expansion and/or differentiation ) » £l A H-]] l‘iﬁ" REEIPYRL EJH’:'I’?F%FJ'

A o B

AN ’:’l*’rl?'ﬁ 7] ﬁ‘, ?{J—’Jifﬁﬂifﬁt?f%@ il (combined advanced therapy

medicinal products ) » {3 TF[E'"E IR 1V L ifl’i‘*?%ﬁfpﬁ
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9 el Al 2 @it ¢ (active implantable ) FRVE R4 -
u F:ff@pfﬁ[hﬁ’kl?‘qaﬁ‘/ﬁﬁ'ﬁ?zf H Fﬂp?ﬁ ARy (viable cells or tissues ) ©
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EMEATYE/48 HEMEEGEA2011E 12557288 E1] - A28
HICBWP, BWH FE R &0 139472007 % Z R 57 SRR AT B 58 2 e 4R
, GTWPZE)12H E - AA2012FE 12507 - eSS TIEEN
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W@Eﬁ%?%ﬁ ffi 7 b (European Medicines Evaluation Agency,
EMEA) & 13K fi > (central procedure) (Y[ i) > A% % 2 ][ EMEA
LA LB R e & i 7] R A & o T EMEA VLR RS Ehrﬁ
( Committee for Advanced Therapies, CAT ) 3179 i » 2% (5 I H%IF| &
I 1 % o] (=] 3 (combined biologic working group, CBWP)
=PI (= ]AE (biologic working group, BWP )~ JLEMIE AT [ 7 (gene
therapy working group, GTWP) % EMEA 7 [&/] G 4% 150 [ i [f] CAT
FEURL o 7 CAT [F]J EMEA I * E'J?ﬁ%é@ﬁp% Ehﬁ ( Committee for
Medicinal Products for Human Use, CHMP ) ?ELI'* [Ff[i&ﬁ%ﬁ{ L% » CHMP
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® R(E RSB LR RS & i ERVE | (Demarcation of

Tissue Establishment Directives and the ATMP Regulation )

L ?ﬁ*ﬁ#,% ( Danish Medicines Agency ) =% PIC/S GMP %ﬁﬁ[ E' Mike
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PIPRIEHIFIE - SR 5 RO HILRL S ™ 1o ORI
P9I » FIRETRTR R AR T 2 o EI R R R R
YRS S IHAR S AT P AP s L R A -
FURL S BRSS! 103 ETFTR 1% (recast of the sector) - LS * 3

(P PRIV TR RS D B 2 1 -

(5  FRAERRSI I SID VT I - B FIB e
Jﬁ? Fﬂﬁfﬁ[} [g‘[‘f‘fr‘j} SR e 2 i &krﬁ ( National Competent
Authorities, NCA ) + {1 11 f BP0 < 550 7 7 RBER T
SRS APPSR PRIV ~ Ak S Al R
RSt - pRSEB e 1= %FTJEUFHM(accredlte@ ifi & (designated ) »
il Cauthorized ) FFfi* (licensed) ST+ ¥ EAVERISL S : 0+
FMIRT €7 FYBURTERURR = ARER ~ lE) ~ 7~ B SR S R - AT
TIRVITE) SIS FURRLS IR B 12 TR SRR G

FIETPVRGE ~ ke~ SRR -

[T * PSR ORI+~ R ARSI I N
B l[fjp Y%7 [l fr[ EJJ‘ " JF‘E‘,H ;125\'7[%&’“7[‘% ( Tissue Establishments ) == %4 3
K PJ ( Biotechnology Companies ) @*’ﬁ*%? T%WF“ ( Health Service Structure )
?Fﬁﬁf [~ % ¥ ( Commercial Industry )~ @?ﬁ&“ﬁfﬁ‘%ﬁ*ﬁ ( Traditional Processing )

SIS (Complex Processing) ~ fifffT (= (“Simplified”) === A
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(”Engineered”) ~ WhIs 191 (1" ] (Used Locally/Regionally ) ==[I[* | ]
(Used Nationally/Internationally ) ~ {#7#4F355 ( Traditional Services ) == f[[#r
175 (Newer & Start-Up Services ) F’* S (Cooperative Network ) =i
43 j ¥ (Competitive Market ) ~ 5% ?Z%L ff FIf| ( Well Established Sector ) =2
At ﬁ FEEE pﬁ#ﬁgﬁk{ﬁ ff] ( Newer Sector Linked to Medicinal Products ) ﬁ‘ﬁ ﬁ
YT 'ﬂ (B }JF'[ _'AJ (Recent EC Regulations ) Z ] %Hﬁ I T Rk lﬁ#[
L F (New in Existing MP Framework ) ' {%{ ”F"h’ E’:F ( Low Fee Structure ) ==

F!J%%ﬁ (High Free Structure ) =~

S 7 OB RS S BB - RS S e

R A R i -
WS T RTBTRSAEAS f A= 7 -
W R R )

[ [iEjEHJf H E,‘ SIS FL‘,TF? k E"l ( Qualified Person )= Efl ‘Fﬁ * E;'I ( Responsible

Person ) °
. 7\ [Fﬂ W%ﬁi—i FIIEIIEJ;‘I‘i o Eﬁ%ﬁ%g‘l %FlEjﬁ[zr F;’:FIJ Ig\g}ﬁ_ju .

W AU AL R EMEA “”’%&f&&*ﬁﬁ &\kﬁﬂ
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W LIRS R AT AR A -

TAFA R » TR b SR P R AR S - )
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B CAT i [l D) D W ) o S R RS

e o

W SRR PORRR]  SUETEERPR] RS ) CE RO

7 o

® ErUNHp J??*—&%Elqw”'%&jfliﬁt w—,ﬁfﬁ ( Proposed Regulatory Framework for

Cell and Tissue Therapy (CTT) in Singapore )

I R R F[Jggl,f_”fl{[ f B 7 GMP g‘ﬂf( Jessica Teo i]&r, E|
%% S RIS 1%&#“%’* ( Cell and Tissue Therapy, CTT) ﬁjﬁﬁéj
(RSR[50 ERPIRITRS > T 2006 5 R FpBL H#E}Ji%@$
TP AR e ERURER AR RO S 2] 2006 £ I - (T
(s %fﬁilﬁi%* L S 3%“Wifjﬁ$&3@ﬁwfi@?§ﬁ#[$ﬁ

B 0 2006 & K = 2007 F o A ﬁﬁﬁ*é’?ﬁ‘ i~ IQE’FIT?Z[‘Q ( study
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need/feasibility of regulation ) ~ 7' Ms 'ﬂ”"?&if[)ﬁ‘@%ﬁ P EJ?@W}P

(study of regulation of CTT products in other countries) ~ /= iiﬁ’ﬁﬁ%

( study

of current legislation ) = 3 || 4/ i Tﬂfﬁjfﬁﬁ = il #ipL ( different

options of regulation explored ) =A™~ » FERHEE o = 2008 F » [FHE[E)

HEV T2 150 | VI GRALVIURE RE e i 00~ 7 i

T

ey

AR e Rt SUREE

B A

1.

2.

3.

4.

5.

m k-

{5k ﬂjﬁ‘ Fﬁ% [ (Public Health Concerns ) :

[7% 1H % @98 (preventing disease transmission ) ©

"QJ?EFI rﬂjl JER s [ A ARIFS (process controls to prevent

contamination and preserve functionality of tissue )

(Wb 3545 =25 = (assurance of clinical effectiveness and safety,

where appropriate ) °
=N J’p’éﬂé\'iﬁﬁf]‘]’ﬁi M| (labeling for proper use ) °

Ry i S R }%Jf%ﬁ ( monitoring and communication with

industry ) °

WTJLE Lifg ( Consolidated Regulatory Approach ) : i %‘ R £ i
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PR RIVEE M RS (F305 CBERFDA) B[O -
WS TR R R B -

W PR - P

BRI M R G T R R

B RVHERIE (tiered) SR o 1P I AR
ffr = HRE GMP 2 i RS  fS iR (high risk)

APaEES R FﬁﬁlF‘ffﬁj"f*E'ﬁg °
W PERE D PR A R
W R Y P (emerging ) ﬁrfﬁ#llﬁ > SR

Fﬁ%ip%’ﬂﬁﬁavrﬂiﬂ)ﬁ*if?PF[} i J?TT*—\L_'*%I#[T%‘ T TR

fi' o3 B .'Jrirt g =7 “E'ﬁﬁ”"%i“@ifg lﬁ} (high risk tier CTTs, HCT ) =4
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| FEAE R e 3 (minimally manipulated cells and tissues, MMCT ) =
Ko S SRR HCT (R 2 0 18RS B PRAR It il & Pty

(BB O o g (O S R R O %

Lo R SRRV RS  EARRLY 2 Pt 2 S AT A 1R

S Idsigh o
2. BIFY E’Hﬁj‘]’ﬁ‘[‘iﬁ]’ﬁi M| (non-homologous use ) .V %E‘ﬁﬁjﬁﬁﬁ'i’\% o
3. 7E‘qwﬁ9“r"i§3’$ﬁ Pl AR ﬁﬁ"?F

PJF’?F@FJ MMCT> [ ?FIT ‘:j_ [F ;L__HCT QL—_;;A_/ BN RN~ s = 85 5
PRATIEA o IO g ik I (BRSPS A o R

VIR R R

EH TR TG S R RONER TS = R

T o H (;gajr%gtﬁ I Erds #2008 = ﬁ%}%ﬁfi'%ﬁ%‘;ﬂ@ﬁﬁﬂ » Z[] 2008

T R BT BEERD VR IGE » F) 2000 5 Y S - B

A& ] > YOSTIRRA] 2010 B 1 E > BT 2 PG VRS T EEE  1E R

7 3 AR £ ORI T RS SRR AR B
! [ A R

SFEFHCT F153 > 2187~ WFS - ORIV VT A e i e e
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R Bl ] A BT R B U - R S B R £

o ISR AR R A

PR SRR HCT 30Ul 7 (S - = 3% o
BN T HEpvRn «

2 HCTs » #E E'E’j%ﬁ * EI R % S PO it HCTs 22
MMCTs [ B >3] HCTs =7 i <0 A de L #5( medical practice )
R PR RS Ra R IR B e

[P P9I B RS R e 1% HOT el -

P SRR HETJJ F 2 PR fﬁJiﬁ"JJEﬁJEﬁ FEER R T

fli"]~ F learn-as-you-go [IVfH4E -

HCT 537 [f7F¢ » £3% HCT ¥ EJEJ;J/ AR Fﬁ#,iiﬁ ( Health Products Act, HPA )

FSETE 1B 5 E Féﬁ% AN A T =

1.

7@%@%@%’&@@&wﬁwﬂéimn“m%mﬁﬁ$ﬁ?ﬁﬁwg

e B LER ALY IR T

R FREIRTI F TSR 2 B -

Y B BRI & gt -
B RS ] R S P T AP BT 0
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HCT 332 WS » RSD 7% (R s 0 5 HCT D A A o o

|'_J‘ o

=4 MMCT fuaT— [EREELF 5 Hlﬁ%ﬁfé“.]%& ’ ﬁfjmﬁ HCT 37~ S AVE
EIFGRT > 77 2009 £ 57 FH H*gur MMCT pusy= [ER - SR 2011
PR A DT E ) MMCT PP o PSP MMCT =
TRy » 1 EIB e
1. U¥&EF MMCT ﬁk#ﬁ 2] (;-:J&Qz?piﬁgwﬁuaa* (HATIZS dEph GTP
KL 5 PR (0 -
2. E;*g‘ﬂjiﬂﬁ@[iﬁﬁgﬂ%% MMCT %’%?Fﬁ[&@%if%ﬁ@fﬁa[ o
3. 5 MMCT *F PR 50 > = % 35405
4, ﬁi’i@l{ iEE 7ﬁJMMCT DHRL ﬁfuiﬁ%‘*
5. fﬁi@&ﬁ#dﬁkﬂl“ﬁ J]%«EJ MMCT fﬁ‘fﬁjﬂ;‘/ﬁ[ﬁ} J }{fj?ﬁz%ﬁﬂr—? o
i AR SR SIORTRE » FERI PRI o ST R B
fff CTT 4.1 GMP ] AT AASAZ T 3 5V IR SRy I 1 CTT i
FrE GMP 9] ¢ 50 = 03 FOR PR CTT RO = Al 5

E‘ﬁ%{ SYPUH R EPFJ[ Efl:i/ur[ Wﬁ]‘ﬁ VSR ﬁkl’:fﬁ%ﬁﬁﬂjﬁ“



fag %t CTT ?ﬁf@ﬁi?’jg‘lﬁ Ay R ﬁ?@gﬂ-%ﬁi TEEIR .
]E,I;JF[ \_GMP? Jljﬁm ' E _'\T/[ngrfglfjlgﬁ

u ] PIC/S F&zﬁ“ifglﬁf GMP f’ J[57— Sﬁn (D57 GMP ?FI [ = ‘EE‘ (PIC/S

GMP Guide for Medicinal Product, Part I ) -
W W5 PIC/S SRR il GMP f5d [V s - HIY
1. [ff##= ~ 24 (Annex 1, Sterile) °
2. [~ F PP (Annex 2, Biologicals ) e
3. PR S E\JJ‘E - 7= " (Annexes 8, 13,15and 18) -

VRIS 1 RIS E PR i (B6) e Bl

WF",@’@ Fﬁﬁ' (B7) [‘J”’Fﬁ’ o

0" GMP 3579120 51 - SRR~ 2V - BRI TR - I
B et ﬁﬂ 2003 = SN ﬂ VAR R '%’_g’[ ¥ Jﬁ?rﬁdu&kfg?’d[
( Guidelines for Healthcare Institutions Providing Tissue Banking, Ministry of

Health, 2003 Feb) V[*|fy -

SRy TRES F = CTT ) fufst [R5 ,ijf/\wl P T LQFE I/ﬁiff# SEE
BIOP 1= #FH ] MMCT g1 HCT 78 - B e =13, (Psise 1 [l
FEH T IRIP RS -
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1. BRI ]'E[I N EI‘F‘EﬁﬁﬁEiﬁﬁf%%(HOSpital - Autologous Cultured
Condrocyte )
i TVETRAVH %’:ﬂ' (fumer) [V Tﬁi’ﬁiﬁf{’?}’ﬁl@— AR
i RS ESLH R BRI RIS DO R 2 S P
1 A -

(A SANNE o

1ii. H 1E[q'ﬂ|&1:f~ (E%B
v R I RUHY S T g
T [ THSE )] MMCT 55 HCT B (5 it 30
G FDA 5 CBER ] [ T o 71| 2 POy » i = S
R S0 I 7] ) f B BLA R 2R ] R (E
TGA H[If J}H E'ﬁw*ﬁ%ﬁﬁﬁ Medical Practice > 7t 7 t R B A S A
(B AR }%@Jﬁ%ﬁfﬁ?ﬁ%@_, PR A T R R -
2. [ﬁﬁ'%‘:’@“ﬁﬂf—ﬂlﬂ ( National Cancer Centre ) '] F"[JE‘EE'JWW%E'?EJE@%@/%
sl
© U e B R [
L ijl{ij’fﬁ faﬂfﬁ%ﬁfiqaﬁﬁ k @ﬁ”ﬁ—ﬂi?ﬁ’ﬁ%m’?Yﬁﬁﬁj@%ﬁﬂfygﬁﬁ%ﬁ

i o

22



O HFEILEY 2 IR AR 1y B A

i o

FEFTE S RS UR T HCT AR > S FDA i CBER SRR
FUFORCERES » FRIV S AT & PSRRI o TR TGA K
A G P Te T G S B SRR o IR

FIF A PRl SR R R
IR R S CTT 2R - (9% 7% 298 R u iy - fdp 7
- HCT S MMCT [ &3 « g A1 51 CTT o | o7ty
B PR RHOEETOR > SRR AR By

ST R AL R T -
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ko A ;,\Elﬁcd)[%‘ﬂ% Iﬁ;@%ﬁﬁﬁ

° iﬁﬁgj%[ﬁw ( Expert Circle Workshops)

7+ 7% PIC/S E’j%[ FIPAIEYS i CIRRPATE B — 4 ) RV
ARG HE ST IR R B (R H TR R A )~ A
AT S B AR R T TORE ORSRTR ) WA

B PIC/S TYPERS FYEtl (o sk VR A ORI - S - 7E 1

L R AL S R S

S WSRO AR FT o R IR - > B RN
A TI# PIC/S A I Bt WA R U BRRL A A [

R

7 RS R RS PIEIT - 1 e H GMP R BT PIC/S B¥ A

WE Dr. Gita Nayeri ¥ 4 A% [[E 278 k][> %ﬁ%&?i‘”ﬁ[ﬁ@iﬁf_‘gjﬁ—a’{i}l Bl

l

KA = B PIC/S SR IR EF G 5T - HIERRS

-

e E,T%%"Tj’{i}; (critical deficiency ) ~ = fIfgv (major deficiency ) ﬁ?ﬁ’ﬁlﬁ—a’{i};
(minor deficiency ) - Vi F|HEEFIR B > Qm’?‘/F g Fi EEES
SR KA Y ’;EJ?IJ”'{L_’FS)*F%(WJ'C‘H{%J/ 73k > f& % Dr. Nayeri F| #1107 f

i aEOSEPEE l  RAE PRINEROTE H O 1R - R TRl

Tl (e YT R D -
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o " RS RS R S R TP T o e R (R R 75 5 (Health

Care Inspectorate )& ¥ g\ 4 £1 Dr. Alice Van Sliedregt =7 s jit L& PF[‘[ =
( France Agency for the Safety of Health Products, AFSSAPS ) €% E‘l 4 £1 Dr
Fewzi Teskrat fiil— [Hﬁj)ﬁi 7] F‘ﬁ”ﬁ‘ﬂ} F‘I?]‘Fjﬁ? ’ ﬁ{%—_'%ﬁ%% ‘ %ﬂﬁ@
FEEECR TS EY > Dr. Sliedregt = Dr. Teskrat 7 ${ 1 'ﬁs‘jfﬁg‘ REARQINES
Wl AR NBRO TR TR (R TRCERL TR H R R B A

RECE [ O RIS

1(’?%%7‘ ~ IR ARl (Case Study: Human Veins Processing and

Storage )

5 AFSSAPS ¥ i1 1 Dr. Teskrat #4570 e

Fg‘f‘ﬁﬁ At If]li% (human veins processing and storage ) EM‘F‘ £l ';,F FJ o

W {7V (Procurement )

FLAIE] S BRI
TV F O P

U I 2 AR

AT RN Y

(i/[' Iilqgﬂl PRIFSZ 4 P’—IIJ
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AN i E VIR o e AV SR **l?‘ﬁrf TR S
ﬁfﬁ]ﬁl?‘} ’ fI;['F R ﬁiﬁﬂfﬁﬁﬁ (saphen vein) Jflis= * FIE s

SEIP RS » SRRV E TS P R -
P f&q&ﬁ[j[ﬁ%ﬁﬁﬁ’faﬁ”'@ ( Ablation of the fat tissues all along the vein )

FEIR (e T PR (B 9 T 7 PICUS 5.4 (4P A

Al (class 100) ElfJ*F‘fﬁ‘]ﬂlEth‘;H BES S THER P 9 P e

AT R

BB B

N A

YRR SR o Al el *“&%’P@HEJ*%' IR (7 D -

:'-;»E‘ﬁ% fﬁ' ( Realization of an Anastomosis )

HEPIoRg - EIT 4
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5100 3 JE@?%@E'?&VH » i 80 r%*&jﬁ*fvﬁy%% %’E—"IHIEJ%'J?% ,

EE |54 20% Y [pIH TR S -

ilLF[ F }:fk}'IEIJ"' ! ﬁ?”@?‘l » E J‘J E‘TEE’[ o S 7‘#1'%,
(watertightness verification ) J[R¢ » T FEFET 4 I ERT 2 7] 200 mBar

F BT B <
y@?J%@J@ “< (Allograft Conditioning and Expedition )

HEE PRER N N S
Fh R ‘,_?;FF#I{_ E.r*x Aﬁuiirrj EJJ%TE

IS B R 4°C B (1D

B FI{ R Y B R R] R e

( polyethylene, PE )i#e &

&
i3

8
T ﬁ!ﬁﬁz;fgju# SEU

=

Dl F&F' L o
Hlio 2 2 = 8°C [ |
FRRFT: 24 /1B CrilpD
PO R TG
18 | - El[J%TiEUE‘Hﬁﬁ%E
g2 .
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L if i [IE Y EIP] (Therapeutic Use or Indications )

Lo R T

o ?ﬁﬂ VNI o490t Aorto iliac 15

ﬁjf ({ f;' 1@ (Distal

liofemorat 4%

revascularization of

50%Femoro pogliteal\,

lower limb in case of
Popliteal 5%

non availability of

17%1 Tibial arteries

autologous vein

material ) °
PR e F,"ﬁ‘f ( Treatment of bypass prosthetic infections ) °

3. *J‘ﬁ BT A 8 (Treatment of arterio-vein fistula ) o
(Rl

H

4. "Fh[ JJELE VIR (Attempt of reconstruction instead of amputation )

Tt 1989 F Vi RN PR IO AR - R
R 53 HIED 70%% 40% » (F17E 1989 F 3 8 AFSSAPS /i * M IR
BB o PR - M OGRS A ] 829

57% » G- L TR % PR P -

]_ﬁJi if’?ﬁ]ﬂ??’[{ ’ F'Ijhﬁlj‘ﬁ'?r E\W s Lﬁ?iﬁﬁfﬁﬁﬁﬁﬂ‘y F[ﬁ' FEA‘

a

= PP R R SR TR AR
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LRV -
2. KRS RUEHE -
3. FHRSE A S LSRR R R R

4, WP o

F ¥ > Dr. Teskrat F [P @ = Fﬁ‘ﬁﬁﬁ%’Eﬁ\ ARNGIRI R ]

95 P BT WS T B B A

D R

WY 31 BRI IR AR A » SR
i AT YR 1 o PRI B i s

FFA - IR -
BHEFFS 2 R T 2
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FI IS BSOS R R R ORI ARSI & B

K PSS TR0 o =R 38 -

" ORI AR S SRR R
?’J ’ flglﬁlbléf—?ﬁ[%%{ fﬁﬁ%ﬂﬂ b E[”F::_ﬁ [’ﬁlm 1 j'ﬁﬁ?‘[ @‘Eé‘f j\gy:/

-

BRI L ey k%%“ ﬁ“xuﬁ’:llﬁvﬂg‘%“ > b ARl Rl f
[y P LY P R LR - SR B A

W o SRR S -

W R T S T * PR S B S

D AR R AR

B RBRTER 1 S [R RRE

F’[U?ﬁﬁgﬁm o
WY IR A N B TR
2R A e TS R e

2 R R ST R T ] L e

a:j’ 3\' g %J@@ Fﬁ#ﬁ[fjﬁl%ﬁﬁlg{ o
3. Fenel S (Ve R R e 0 BRI in e
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Fi o I = RS

4. PR EIEERLAT S FIPVRIE SR (R P AR I E

Bl Ehﬂ%&Pﬁﬂ7 VR EIRTERAR AT
. ?&jmﬂjl_ AN EEE e Sl T ol r‘f‘j]":f[ TR

6. = FH[EJ Ff[‘[ BT+ £ (qualified person ) | AR AL _@Eﬂ iy -

P Y (R
7. fﬁﬁﬁfi‘&‘#fﬂ'ﬁ'g‘l*%fh ﬂ q‘l*ﬁyf[
. RIAH A RS

(M A #f“'ﬂif@ﬁﬁ R éirszj TSR 7 A

?TEJJ:H”P:%{&F NERES L SR ?’Tﬁﬂjﬂlwﬂjﬁ%ﬁq T

H ;a»;h)éﬁ}%g S éiﬁﬁﬂﬁﬁ%’z  l Iﬁ%fﬁi%??z IR tzF".FI‘

PR PRI -
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B TR RIS TR

( Inspection of Tissue and Cell Procurement and Tissue

Establishments, Guidelines for Competent Authorities )

2005 F o [ AT A ﬁ&ﬁéﬁﬁﬁ’g”“ - 7% ( European Union

Standards and Training in the Inspection of Tissue Establishments, EUSITE ) == V"

= Fl"?l' ( European Commission ) fﬂJ %er ( Grant Number 2005204 ) ?FJ[;% Eﬁ £

o 3 F BAEAD A Q“E[ﬁw}fﬁgv%#ﬁéﬁﬂﬁ&]ﬁa w#?e%ﬁﬁﬁ}‘{l (Inspection

of Tissue and Cell Procurement and Tissue Establishments ) ;> {# [&{ f] &< f' E Bl =

Ff J% (L ﬁ‘ PR A A B W ﬁbﬁﬁ J ?‘F'l 3] ( Guidelines for Competent
Authorities ) °

i EUSTITE Sy 1 - &0 5 (R €7 F1B% (BU Member States,

MS) *H] P EEE 325 (World Health Organization, WHO ) [ 11 ]ﬁfﬁ\kfﬁ NE-SaS

FllBsi 24w fl1- (Italian National Transplant Centre ) FiF P [ 75”“

Iﬁﬁ [:gyl I/ =
ArFERRE - FE"”'\T‘&E*I’EIWE U= (iD Ti\kFi% ( Competent Authorities, CA ) » #2006 =

12 £| T R, -

CERERIRE > 2 R Y RPN -
® - #i - fif (1.0Preamble)

FARAIV I Gl @ B - ]

oy

] R A A 1
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_'AJ 2004/23/EC ~ 2006/17/EC == 2006/86/EC I/ *ET‘EE/C (&> [“J?}’?l?}%’:—, 8 JF‘E?L';T%S\'
454 (Tissue Establishments, TEs) ﬁif‘j} ARG o
i ?Xf?ﬁa[*éﬁ?i G P I B R RS
ASEICER S o NIV (B R R l“ﬁi‘?ﬁ—?&ﬁﬂ‘ ° ?’x?ﬁ
905 B RGP R * R 2
Bl R ORISR [ LR R AR i S FUR] (starting

materials ) EJJ‘ VA > 6 g (SO RE M VR L

?ﬂp@ [V 1% m*ﬁ’j; BiseHyk s AFSSAPS ° SUNEE: E?QE'EJ@} g\ﬁ,ﬁﬁ
L% ( Aide Memoire for the Inspection of Tissue and Cell Banks, 2004 ) ~ }TE’]?V
TR e R ERAY R e g‘ WTFVJ [( Inspection Guidelines Relative to the
Procurement of HSC and Mononuclear Blood Cells, 2007 ) =2 E@’fﬂﬁf"%?ﬁlﬁ
Jas I/ @ WTFFJ [ ( Sub-Guidelines Relative to the Inspection of the Procurement of
Cells from Umbilical Cord Blood, 2007 ) ~ F“*[JE% I?J%Tlf (+ (Blegian
Competent Authority Document ) : ?J?%&’Fflﬁ[ﬁﬁﬁ .45 ( Aide Memoire for
Tissue Bank Inspection, 2006 ) =255 1E"§n1’1?;| Hrevk] (Site Master File for
Tissue and Cell Banks ) ~ %*ﬂj[ﬁﬁl%}‘:’%ﬁﬂi@ (National Transplant Centre,
Italy (CNT)) “*fif %’J?’%&’E[@ W?ﬁﬁl ( Guidance for Tissue Bank Inspection,
2005 ) ~ AR YRS (EN ISO) ) 1 e di i et Bffa”ﬁ?i[ﬂ/ TR RYE (EN

ISO 14971:2007 )E?Fﬁ#[m?ﬁﬁﬁ,' S ARFES /ijﬁ_%"-( ISO Guidance for Quality

fl
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and/or Environmental Management Systems Auditing, ISO 19011 ) ~ = [ FDA
BN ING ‘iff EE R T =t & = f| ( Compliance Program Guidance Manual,

2005 ) ~ e~ IR ﬁfﬁkfﬁ ( Human Fertilization and Embryology
Authority, HFEA, United Kingdom ) *f ”‘J' A Al Mt M=, (Tissues and
Cells for Assisted Conception ) ~ i gl * FE,;'{ S ?*-‘S)ﬁx*k?f“ﬁ ( Human Tissue Authority,
HTA, United Kingdom ) * ff ”‘J 4 %Hﬁﬁéﬂ‘ = ] (Inspection Site Visits: Manual
for Specialist Assessors (2006) and Guidance for Designated Individuals
(2006) ) ~ T [ FHRZE= [EL{H FF[E A5 (Medicines and Healthcare Products
Regulatory Agency, MHRA, United Kingdom) * . I'['et e E3 FL#E 1 R LB
lﬁtﬁ ﬁfﬂg‘[ ff‘j};{‘%,g’ﬁ; ( Consultation on a Risk Based Inspection Program for
Good Practice Inspections ) ~ Z82 [ @Eﬁ"fﬁ !ﬁl (Irish Medicines Board )

N "JF'J N ?E‘ s Y =t fﬁ*”r; UF . & ( Aide Memoire for Tissue
Establishments ) - ?E‘ S ESE AL }“F'[ J&_YF (I AN 5 ( Authorization of
Prescribed Activities carried out in Relation to Human Tissues and Cells ) ==&

@E;{Elqajﬁ HME E#ﬁ} HiH1Zf1 (Points to Note for the Inspection of Reproductive
Cells ) ~ J JEW S jﬁ 2k FF# Kl ﬁ‘[]%“ E 7 ( Medicines Control Council,
Department of Health, RSA) * 1 J_ = Rl rfF ?FIFJ ( Guidelines for the
preparation of Site Master File ) E[ESZI@"F?—?.\%FF # ﬁff'ﬁ@? B #"ifﬁﬁ‘}ifﬁfﬁﬂl

( PIC/S Guidance for Blood Establishments, 2004 ) %"V M?‘,’ > 2 R R
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S R B~ R S YR R T

T F"[ %ifﬁflﬁ’\? ”F‘zﬁ“ﬁllq lﬁ[ n@ixg’ﬁw ﬂi%{;ﬁ*ﬂﬁ( good manufacture
practice, GMP ) A £5 45 d[ 1% ﬁféﬁbﬁ'ﬁif“ i ﬂ}ﬁyrl /41 (CoCP
(Compilation of Community Procedures) Inspection Conduct (EMEA/INS/

GMP/313513/2006) and Report Writing (EMEA/INS/GMP/313539/2006) ) -
BT Fi j‘lﬁ}gi ”‘F{E%"Wﬁ‘ (2.0 Qualification and Training of Inspectors)

_.ﬂgﬁr ij,fJIéEJ%"‘ FE ?ﬂm@lﬁ'*&kﬁﬁﬁ" ESITFJIETEH#F‘[_'AJ

2004/23/EC 5 17 i [‘j?}’ﬁ’ﬁﬁr E1F1 " f1 (Responsible Person, RP) Jﬁlfjg}’ifﬁ ;

1

A RS A e = ﬁlﬁﬂ} (lead inspector ) ! [fE PSS BEPIR]SE

1\

S I R e -

9 FV = RS B 05 R AR € R 7B
e PO TSI Y~ PSR TR R

S R~ P R A -

E\W EVE ¥k 5l ( initial training )~ ﬁj]ﬁi?”{ Wi( specialized training )
K ﬁk 8 F] % " Al ( in-service training, certification and continuous

TN

development ) o ¥/ A > 1t

- \

N QEBYRE I RPET A

W AR 4 4 -
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BRI (A -

B BFISO S EN I BT HzE
B B TR A R A -

I RIS T

W BRI = A A LA (PIC/S) -
bidan it I RS I N

WP PR R S R b AR S Y LA
W ERCRAT R A A

RS R ey

W BT AR

m ﬁ’sﬁ%ﬁiﬁﬁf@@zm ( conflict management ) °

W RS AR~ RRCE

W L@ (general hygiene) o

m [?J%Efi?ﬁ\%i 7 % (illegal or fraudulent activity ) FUSEH[[%= g «

W YRR T RSP AR A PR TR PSRt R N
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R TR R -

W Rt

W R R L o

W IR Y AR SR SRR AR R R NS B A -
m e -

W ERSEEEGE (vigilance and surveillance) ©

SRR BRI - BT [ 2 FOHECR - AR

FIZecs LAY YRR SRR A SRS
5= ﬁ'{ . *’ﬁﬁ%aff%} (3.0 Inspection Scheduling )

(NEGE F" 2004/23/EC 41t = RS TJ PR S = s g

Ll

p=

A R 2 AR R 4 F 2 R SRR - e
TR I BB R iy o T T R R [ TR - R ot
SR AR R B P 2 U R R R S
RIS VA el 2 o ] @ TR PRARS A

R -
iSRS g‘ (Routine Inspections ) VFFgHZ SHEDEE FR=EU ) Fi2f

W BBV
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W IR VR G

W VR (RS (TR RS e g -
WUV AL R T [ R

W W AR R O A

Fﬁ’éﬁw%&ﬁﬁﬁﬁﬁﬁ%ﬁﬁ’Fﬁwﬁiﬁ%WT%iﬁ@
SSREFPHTE 5 11 L I RS S SR -

PR o

W RS E R T L T A Y S
P4 -

B YRR

WG AL R U R R SRR - B P
e
ST AL 2RI IERER - QIR PEIYRT SR e

IR R -

B B R i

N EFHT VBRI -
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® SIP4E ~ %ﬁ@gj (4.0 Type of Inspection)

P"*%&EE 2004/23/EC sl s PP IRIFVE TRV > 2 %FTJ ANE =Y
= pf&riigl??'] IURE f il & Eir[;mﬁﬁi[m ity ( system-oriented inspections )
F ity ( re-inspections ) /&bﬁﬁ EJ% I FE s ( preparation process-related
inspections )» THE%H?{ ﬁaﬁ?g’ﬁ[ (i Wi ity ( donor testing and quality control
laboratory inspections ) * 37— H [%3‘?%} ity (third party inspections ) = o

FREEA) » <P 4 I I R (general,
regular, periodic, planned or routine inspections ) £ fi 14l b (RS 1/ 7217
G~ PR U TR R SRR A T
FHITY A R T RS SR AR
WSV R ~ O~ TR OR > AL E E SRR A
ES- AN Ty

Fﬁﬁﬁf\/?ﬁ%?g@ ‘ |&1§%ﬂ1ﬁ”4ﬁ—ﬁ9f— ]‘Ffl (re-inspections, “follow-up” or
“re-assessment” ) » {72 ﬁ%%%ﬁ o SR ks 7
TS -

TR RV R 560 S B IR (special o problem
oriented ) [IVRERY » H[I' | fREFRTE=A A0 JFj%J VY R

Koy {F (AL IHFI%@?%:—} » PR W’“F—qu E”&kﬂgggifﬁ?%quip‘/
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7 ISR+ PREETE F S  RFDORE SR (e - e (g
TR B R AR B R )« G RPN (1 IR (A
o TR (S PR ISR P R

e B b R fits e tZr;ug TR TR AL A BT

B P IEORY 0 T R FYBSI o 1 PR -

2 e MR R R ] I

9V RIS o ST R ORI TS H I RS
H - BERAGT H ET BEREL  PR  R E
HEIE e -

5 ;,ﬁ, . %ﬁf—”x‘;‘w (5.0 Conduct of Inspections)

PSP 5B PR S T R
F‘ﬁj%ﬁj@ H- (inspection procedures — before the inspection ) » 71 & F%IJ‘}

ﬁ\-Hj—%

W SRR AR S A e R 1

mOET R W RS R  E CR TR  CRR A
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W ORBEF A LY el -

BB PR AR PR A S (-
B+ BRG]+ B AP R

AU AR L R -

W R R R TR (MR i

&
e

W ERARTY RS FIEE S P

R P

R

W SPERRCR R SR (OIS SRS R
W R - R 2 e PR IR R B

B R A R G R S PR

B IPRES KA N A P S T -

CUR (I *ﬁﬁ—??ﬁ?’l |'Fr, (6.0 Evaluation of Inspection System )

[}%@TEHI%J%: » 2 *ET%%%’EEIZ"*%@[% EF :ﬁhr‘%ﬁ{;%ﬁﬁgj Iﬁl .
= PRESE 1= (BRI AT E[J}ff
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FRRISFD 1 =PRSS I RED ST -

& HE

& HEBGHHRT - EREFT Y

& [ERRIG S A L SR

& ST L

& SRR TR

& USRI R A 0 SR -

P9 e Ay IR e E TSR R

b ST - £ % DR SIS 1 -
® LTFE fi’ﬁ;ﬂ} F 1k {‘?ﬁ[ /N T

& SIS PBFRT - R -

® SRR IS R WA T R

® 5 Y VR R RS

& I TR Y S

g\ﬁ, %ﬁ@ﬁ :ﬁECIJFA—LEFiﬂljg\W }"5{* Il—:f[ {/[[ jj/\i% /Ejj
FIPIEEEESE ) AP P40 8 £ 1 i 5 -
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5 ETE'W%@?IE@%“%?B ( Cell Facility Tour)

® Peter MacCallum JgﬁﬁE{llfL« (Peter MacCallum Cancer Centre) V “jksf o

#i"Rfl1-~ (The Centre for Blood Cell Therapy, CBCT)

5 PICIS BB AR [T PR RS A Peter
MacCallum Jg}!ﬂjf—ﬂl ‘= (Peter MacCallum Cancer Centre ) 5r/gf =k o) F,Jﬂ“rH

( The Centre for Blood Cell Therapy, CBCT ) 1% ?‘if% °

MacCallum ] 1o FRRYV R LR SR 1= > Peter Mac HL{H L
TR - SR S R AL 9§ - Peter Mac TRV Y BF L
A RS TGA 1w 7 BRIy SO 524 CBCT =1V TGA
88 = SRR R A A R P AT TR R A A T
ST - SRR GMP SRV FER > 2 A [

NATA FQ’ZH » VA M E f ; Class 100/10,000 <~

4*%

* =

PR N RN S T P B AT - MacCallum S
oV CBCT » A5 (U257 e & Pogi sl GTP gk s ==l fisfe iy s
l-CAp g B ] o - o BT VRPN TGA =1 TS i 7
[ BB R (2 il (0 Tl o [ BT 53 P ke etk Popee e
Foo =9t > P s @y R LA O R AT e e s

S FYRIE)  CRRE S 5 2 G D AR SRR TR
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ORGP B ~ R TR (1 ¢ 1

WERS AR LR (987 T -

45



S EERR

475 2008 2 5V 1S b PICIS S AT (R IRV

15 ( Therapeutic Goods Administration, TGA ) = &% H & | Serupar A fgEE Sﬁﬁ ( Health
Canada) ~ &) % Ff%ﬁ#{ﬁ?ﬁ,[ %4 (Danish Medicines Agency, Denmark ) ~ 75 [# Ff%ﬁ[h
BES E’“fffj' Wb (National Agency for Medicines, Finland ) ~ 3 [ [HURUE Ff# =R
( France Agency for the Safety of Health Products, AFSSAPS, France )~ i [E)«'ﬁ!éF LR

GMP g‘ ﬁf&\%ﬁ HIESZIEES fJIé'“ Fi- ( National Institute of Pharmacy,
Hungary ) ~ fi [ fHUSURFE F'E\' b (Health Care Inspectorate, Netherlands ) ~ f#f g
£ (il AR R (Norwegian Medicines Agency, Norway ) ~ & %J%?’U%ﬁ[ b (Main
Pharmaceutical Inspectorate, Poland ) ~ &% 77 885 Fﬁﬁﬁ = (HRL Ff[l[ %y (National
Authority of Medicines and Health Products, INFARMED, Portugal ) ~ #rJ[ i S &
%4l (Health Sciences Authority, HAS, Singapore ) ~ [17/7 F‘ﬁﬁ # lﬁilﬁsé‘izﬁ[ b
( Spanish Agency of Medicines and Health Care Products, Spain ) * flﬁ.ji[' Pk Fﬁ#[?ﬁé'

%8 (Medical Product Agency, Sweden ) :ﬁJ* %Ff # ARy (Swiss Agency for

Therapeutic Products, Swissmedic, Switzerland ) f}'\[ﬁ&[?%ﬁ = (L Ff# AR R
( Medicines and Healthcare Products Regulatory Agency, MHRA, United Kingdom )

=7 PIS/S F’l A @'J@?’i’%ﬁ@ i E'I?rﬁl > I E | EG e diR s L Ff# ﬁ?ﬁﬁ i (Korea
Food and Drug Administration, KFDA, Korea )~ [ I 7 B /7 %1% * Ff%rﬁ#[%’gﬁ%%g
“?[ ﬁ ( Pharmaceuticals and Medical Devices Agency, PMDA, Japan ) ~ a7 [/ I
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(s ﬁ[&?ﬁ\' ﬁ[ﬁf'ﬂ Medsafe (New Zealand Medicines and Medical Devices Safety

Authority, Medsafe, New Zealand ) ~ ['I®J'1[8/% 5 [ 4 ( National Health

Surveillance Agency, Brazil ) =7 [E 1B GMP jﬁ i E’}’fﬁkg\ﬁ ‘ *——?f B IE
TR P A o D] B | R B O AR

I PIC/S [0t » (7KL ¢ PR LB P AT A B T 2
RS R ST RS R B - NIPH @ YRR 2 ) 2]
STEREPRR R FAPRA o SRy - AR I A LIRSS A R
ERE B PV E & R PIC/S Y GMP A SRR~ SRS
AP FTEEEIS PV TR RUT - S A PR LA S e~ ISR
[ VR A AY B T R R 0 RN GMP AT SR S (medical
technology ) Eﬁi ’Jflﬁaﬁu SRR El%iraaﬁlj Jenti J* py GMP @Wﬁj s
TR AW RS TR R S SIS R A
SRRV Bk PR GMP it~ s -

[P - BERELS 7 LY AT Y PR BRI - 17
FiAE = JTRSRH COMBYY TGA ~ 3R AFSSAPS ~ 8 MHRA =7) 3> H ity
FARVER SO » AR FY oA B R R g e - e 2 IS S
&l R B = ISR ST R o R TGA K
ETWF'I Tony Gould ]%{Ej[l& » EIFIF’P“: A i&[ﬁﬁciiﬂﬂlﬁ%ﬁ iy PIC/S > rj%“ﬁz'i“%

B SO P ST S ISR 0 s RS GMP



FEY > T b o] -

PP R RS B YR o ) BRR -

7 0 e TEDA F7% 2 [ [ LS R A9 72

Lyl

I

Gt Ui&[ﬁﬁ«lquwg e s Elﬂi IR RSP T R Pplhﬂgf‘[ Aﬁg\f
ﬁﬁ?ﬁ—? > j’?@jﬁ';ﬁﬁ %ﬁz ljp[#[ GMP = *+ f}%%gﬁl[ﬁ"[a?l GTP “&
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