RS SR 9: 399-406 2018
Ann. Rept. Food Drug Res. 9 : 399-406 2018

i

103- 106 FEE S EANBRENERGEFEERRIRTHAE

FEH HTE AR e TG FWA

Rk SEY)E R b B A

W B

X B ERAR AR TR ER At hrRE L
BT RE)— 3 o BEABE N AN ERABIERERB R ITRRHAZR LN
A AR IR)AIIF12 A 13 8 A% T AR 4o i a0 8k 4 R34 # 88(Good Tissue Practice,
GTP), & BLiRtE AR Mo L R 2 HATHARTENE - 77 > BTAHBHERAAR S T (40
B )P BE PE B R RS R ST R A RO AT A 2 A8 0 R BIAIS 2 A NS

PABERETRAEREEMNE ) AABARB TRAEEXHE AL EMEL RS AR
BE - B A A REERSL > REI106FE LA 12 RRG RIAFFHT o RFR
AR B B B AT MR - B N BRAE R R BT 0 A5 W 103-106F AR A R AR A

FHZ B3t 5 M A SRR T ARG 04 VB R L S R
SRR AL L H KA IR 0 R L REBHEABE

B ARFEE BAEE -

Bl o RS EF T TIFZ AN
4R Bt A B I Sn AL By e A

RASE - BAES ARREEEREE - ABRERESY

|

Al

I =& 2= B bt e B A ) ] kR il B S
2 GECHRENIRTSEGEBETWm > B
PRI TR By Bk vE DU A AT 22 A TS =
IFRIRIAEEERY » (R tEPEfERAR R -
e EARIRHA KA R SR AN RIK
e - ERERE FHE - A HR R AP 2 A AR
% (el P ARSI A B B A 2
H o RIMEHRE - BH -~ IxX R EESRE
o INMFEE ZHELE R - SRR E R
EEHL 2R E -

E 1980 R » SEBI AL ARSI H a5
B AL 75 R AR AR T KR B AR A
HRRMEBUREGTEED - STz

P H Y N B B SRR AR T S B DL
FARBRRE N B AE ERAE R (R (AR BB A iy
A BRATEE - RyTENIEH B R BIE ZA
R » ORI Fr R B A B A ARE S
ARG - R R 2 2B - EER
T EEY)E HE (FDA) R 199742 25 Title 21 CFR
1270055 » R N RE IR Y.< B B = SR
FE tin 2 s A\ A P BB i 2 HH 0 (Center
for Biologics Evaluation and Research, CBER)
EH - WTE2001 25T Title 21 CFR 60075
T N B B L R P {0k A B B A ) A T
759N » FDATE20054 2 &5 Title 21 CFR1271 »
& LMY 4 (registration and listing) ~ fEHE#
£ 3 M (donor eligibility) 3 (5 ELER 1T A BE AT
FH % (5 5 E F & (current good tissue practice,



400

RSV Ul

cGTP)E = A5 » U 200645 A 25 HFIE
=X E it A e A B R AR P A B R R o KRB R
IR AETES YNNG 8 SR iR 7/ ek = g DR
7E o R\ B = (R ER A iR o R B P —
fREps - BiER A - G/ IMEEE
B2 N E o) - ARFa ok ER
51£55361£(Section 361, Public Health Service
Act”)y ZHIE - HIFIBERE/EAFDA CBER i
BRLHE SR BB SRR - AR
ZFDAZGTP MEER 5 — &g « fiE
B @O TREENE - AREAH
W4 IR 553518 (Section 351, Public Health
Service Act®) G B4 P8I 2 HLE -

AR BN - A BB R A A RS A e AE
Y E I - G5 ECE B ZE F (European
Commission){£20045Ffr #8171 FH IR B ik 2
N B8 A F B R A HEFE 5 [ Directive 2004/23/
ECY » 34155 [ BT MRS B B B R~ A
BEHAE B i AR TR ~ BREE il IERE - R
fFERFL A AHRE 2 8 B R 2 2 R I AR
BRI AE2006F2 HAEY » ERE G B EL
SN E T 11 A RMKIEEZTES | e i BN AR B T L%
TAE o BRAN - BN~ IIER s HA ~ EE KT
¥ EF BN ERFERE - & B HIE T HBE
FUETT ARSI R A D -

H 5@ 4= #H 4% (World Health Organization,
WHO)7E20044E5 H 22 H 5557 @ tH 5 48 kK
G WHAS7. 18R E " Vrp - WS B =
ERREERSO0E S B - HERFERE
HIEREE  IEEFIREAE - DIME(R B R IE A B8
R ] 92 F P (accountability ) Al A 5B HiE 14
(traceability) * 552 Z2ft A WHOFT LRI $ES |
HURRET - DARF & BIRS A ABSAAe ~ RHARAD
SERIEREE - BEAIBEER - GG
AR R G 5 3 1 ) A (AR EE o

2010455 H21 H W5 63 tH R A kg o
IWHA63.224 3" » S T WHORY A BE
ff ~ RHAAISS B ETE SRR - MRS B

HE A E A BT - RS B R AR
HIBER ~ EREAIRUERT - BRI ISR AL -
WHAG63.22 PR S HHE A A R EE /A
MR RIRAE - I ZOR B R e At
firszik - DA BRI « AERSRT &5 5 TR g R
FERyEE TERTAEREE: - SRS R K AR
HYREREAE -

o K W EL 7k 2 B P2 B ER i PR 8 fre B
BIFE S - MFENT AR R E AN E R
MEBEHARE L2 WEFRISEAH

"TNSR EREEEEE Y HELLE
ERE - (EF ARG EE AR - i)
KHATED Z R E SR - B BRI E B
HER s BBy B IRFE - EHEEE SRS
BREGEEEE - WEEREZEE - A
BTl ) < PR~ R i E R B
5 BT RBGEFEE

Rt N e B R LMW E - EIR98
F2H BEIRE R A E R T A Z E
A B - FREEE B A R T ] U R AE
ZEE - mAEFHMAEE  Hig o R
i~ Y EE R BRI A IR AR
BENZHEE - R1014E10 R HE B %
WCE IR HE—GHEIE - AWTFE R R B F B H 71T
EHE - BIANREEE N > AEH103-
1065 5 R 7 EEARRE B kL Z BT o0 A DAFR B AT
RERYTEE R B i 22 ] -

MFERTTE

RERDBAE R H.Z NBEEE - Rk
i 22 = BlELE - TR AT 2R
A R R AR AR - A e R
JeolNE R H R B Bl e e 1 - LIRS
AR E (E Ak i) ke HATEY IR
BRI R - BEPRHRE R E e - I
NESERFEEHEMAZNE - HiEREA
By E R T RE AR e B RIS



401

1031065 7498 A B35 T AR RS A

R —EULER - B EFHACHEREE
K EHE B - (ISR R0k - BRI
T B E DA RF R F L SR T

— EEFE

Fyff RIS G R BOR - R BT
RIFEZANBER « MR~ BRE TR R R
ATESTETEEFEE - LIRSS ERZE
FRATRIRE

Bt IR ER AT SR R
& FERARGE RFHEBFEANETIE -
TEE T R - RE R RIS R E R
AR EORE - HEA B EIR30H A
ARSI - AT ES 30 H (BA— TR IR)
AEARBEAVHM A RS EEEEE
HIR R HRE R AN T3 ]

FHEB B IR A E R EEFCEAR - K
HHETEE R 6 A N SE R R 17 B R GE
o RS A E TR R B R AR

— - EHFEED

IR T R P R B i %
& A SR P 1) A 28 42 HH 28 T B T g B
75 o ABWEIBENERRE R - Bz RRERAT
TSRS i o AR RES] - R
B~ Ok~ W2~ B HE - PR RIS A Al
(B ANBEBERE M8 SR AT Bk R
HYEER Y - JER SRR L -

HRENHFETRE  RERLHFER
J& 5 H HHAG prt B DR T 5 2 2 R AR A
DU E B S B/ INE 2 AR » 35 Pt S
HEAREE - AR 14H NRIE S - BRI
ERAFR AR - RIRIE BN 3T -

BB SER % - B/ IMERF AR R
Hit BB TSGR - RS G -
THEBIENERI4BHRN - X E RS
HETEEHEERE  ABGHFERE®R2

{8 H AEFTIRGE R - FHARTIARR A 58 pldt ok
MEEE - A TR - EREERE - RIS
3R ZFFAIRE A -

= RIBEE

RIS AR B IR B ERT IR
JERE R AR B B E R RE R T & R
R KRR EFEEHIRAZME - HiF A
AL AN RS LR © i - BERE AR A EiE
B BEXERAEZERBER - JERE
BRAOHNAAZTHFEEERL - FHRE
JEERE A B i B R AR B I - FE BT HR AR R A o
AR I R DR L B R RE SO e e T 3 {1 HR
AnRIE - ZREFEURERFR _ERZE
g Ry - HASEEEEE - FRRELER
PR iE REFEAE LR E B - JRER
38 A pirte B iR E A R ERAFE -

PO ~ #RET o4

AR FEH S HT103-1064FE BB E
FREE RSN (R 17 B o0 A7 B (R A Y W) 4E
B DUE—FEr a8 Bl A s B RFELZ
FERIAN o BLAN - Phlg e 3 B B A A R A R
FEEL BB HIAS SR » 35 S mh e B E B ik
KRR LR M AT BT IRF R E(E B AL
HH PTRERI S22 [ o B @ B~ i R B LR
DLE A thia g (Student's t-test) SRAR AT

FEREETER

EIOSEEN T ABSEY B (R I |
F1065F 1L REBRFFZHI64FRTFERE
FHFEZE(Z 103 - 1065EEERT350F) - fEEE— P ER
EHFEER  HP 156U EHIEEI(E103
- 1064EREE361F) - BRIE 112F (RIFERS
PN BT « 517103 - 1064 A B8 E {7
FREEGHEE (B —) - TIEBEE



402
RSV Ul

DFTEREFFY o BB HEY O RREFRREHEY o R REHFR
50 -

10 10
8

1034 1044 1054 1064
E— - 103-106 F A BB B R TFEE 4IRS ARET

R E AR - 140FCPa9 £ 4F) s BHE  (RFEERIFGETH(ER—) IR - ARERILAR
B FHREHLS - 10MFCPI99 £ 11F) ; FCsksEE e ZiiE - FI U R bt s AT =18 -
FHERER10 - 177FCP913 £30F) 5 RUMRIEREE  MKEER/RRXZ - BURREBELDEE R A
B9 - 30RCP32 £ 140F) - MDAOHRAERGE 5% 0 BT RS RAERY SRR ST - RAr 8 fREd
FE Ry R BRI R50% - BRI BT s R E SR SRS E

IS FF A B REAL - BB AN B P RIRAIR - FE - EIRE AR
79% ~ N FEBEREEEE)RING21% © KER1125 TR 0 R R RS MR 2

&— - \BEREREFESENMEEE

SRV EH R

R KR JE= FaRI KR JE=

B HRRILIARAH & 66 TSR A AR 1
L1¢=4 27 SIS s T I 18
) 35 JEE IR AR 26
LA 35 B 6
B 7 FZRE A & 17
A 5 DBRIMERM O 5

JEE R AR A 31 (VAL
£ 25 1mis 9

it 1 A IRIF T T S 2 RAFIEEI P



403
103- 10642 4318 A B8 BT LR A A SR

=T BERRIBAZER A BBRERFEMRET

g E 100 103 106
BHAARIBEHATIEE 7 LE 47(49%) 40(40%) 42(37%)
ZHEBIREAT L L 48(51%) 62(60%) 70(63%)

ok BERFENSAMESE 0
FIBR T AR - MR R E &I - 51
SRR R EE R (LR 1E F B9 AH % R A i
(B =) - HDEE 64 % 5% - HRRFER26
F > HE6F KR 6R - HURILE RFHTY
IR AR - S5—THE - K2 EE
BIRF R B A BB ME - 2R R e
& ERGNERFEIR RS - B85
KRR E G N - MEZL R (R R AL B

< 1035 (60%)HE N2 1065F (63%) B L
FESF - MEFHERA 10045 (51%) .2 #E51(16) » 7
B - 103-106 EE ARER B RIFEFAIZ FENECHERS I BEED) -

EREHIE BRI S - AR TR

T A e S B [ 55 S e I AR - R RT3 1 T i B L 1 38 R A B R A
R R S eR VAR S DA 2 R A A = o R T o 7]
B4 -F 2iiy 10.1(n=28) i 4.6(n=51)
I

e~ o s 7.9(n=22) [ [ [ []]  2:8(n=31)

R % i 18(n=5) LIEEETHLD s3m=se)

g A 9.4(n=26)| LIEEEE RN 22 6tne139)

A TR 1 aon=11) Il ITHITHITTITD e-75)

P 8.3(1:23) || | | LTTTT T 5.4(0=60)

iy a7n=13) | E—TTITTTITITII] 7.40=82) SRR
8_5( =;4) —\I 11.1(n=122)
s s s : [T -
B4 2.5(n=7) gﬂ 0.9(n=10) 0 »cHp 8 at
o0 | [T st
wasr c g
101028 e
WiEd 4l L ERE | g
’ Plesd. ‘ LITNEEEEEENEEEEEET 226tn=139)
w 10.4(n=29) | T zo.4m=115)
EHE el 00 | 00
R 0.0 | 0.0
15.0 10.0 5.0 0.0 5.0 10.0 150 (%)

=~ 103-106F E 31 K#E 21 38R AN AL S 2 FEENIR 5K LLER (nfE /3 & AR AR LR EY)



404

RSV Ul

B sth R iR S I B (BRS B 0

7.99
HIEEEE BUHRAE

(8.97+0.70) (7.99 + 0.28)
(n=278) (n=1102)

n (B R SRR

~ 103-106 31 R HEER 138K HIR L E 2
EERNERL B LEE (Mean = SEM,
p > 0.15 by Student's t-test)

DAEEFRAE RO RAE SR AF T Z BRI T 3t B35
Aty o~ THECEE - M2 - B - T WPREES

Bl ke TEORET ) FHEE G T REEATHT
4% > BURHEE Z IR - RIFEEA BN
A MBS FT IR ATE R ~ fRAFY). 2 Fok sz B
SHERAVE S PR SR B DR AN E
MEEEEEHEREN T - CEEYIRE
HE R R TGS - (BAES —JTH - R — B
RFfEIEE - SIS T IR R AR, - T IESE
BFF o~ TR MIERFEN ) K TEE L Z
R4 R FE A LR A FE i B R F
A BB AR R e PR AR~ BfESE
B ZIERAERE - BAERE . MHE R ER G
I R FRB LA R R R 1 R B S FHRR R RE
PR o RMGlE—F Hl > TR EE
) R AR A RAE R D 2 RS - RIS s AR E IR
ST - RABEE AR (E) - V15 B E R
FHAVEBRMEMLT - R RS
[ — ({7 [y 5o LR T R AL o . R 3 -
FEREE F BRSPS B HE T2
Ao ~ FrPelCEvt - DS HH R R
B RPGE -

(I SEIEENE2CE -7 SENER Lo
FFAlEETS - B {EERSED P RER B IR TP AR
FZ N A By a] R TR EE e B 1 - 2
BN RS E SO AL s IR e T
g8 NMERRE BN AL Z ARIRDL - R
SRR E R LAYRE - AL - BR T EEFRE
IR FEHAVE B BRESL » RIARZBIRF 3
HE HRBOIEAE T IR E R R - (5%
wERFEER A EEEMARSRE
A R R R R R 2 A E -

A

HISFE A B REFEEHEIEASH
1065 1E - USSR EF T 2R FEEH112
% TF@& FRRGEL IR R A Bt - (T mT#E
FERIFEE - FREHNS 2 EH A
Eﬁ%m%ﬁEWWAEZ%E&%@ﬁX%
2 REFE -

HEERS M A\ BE AR A 22 2 ~ e B
WA ERERSEHEEREY S — Bl
RIEE S B E L 7ok » RS B A
AR Y B E B R A A 2 Bk — Bk - T
[t - SN RO B o KK
RERFERES \ERE R TEEHER
FH E BASE (R A TR HAER B - BRZEE N
TR RS E CRAFEEAERR S AT R BRI
R R Y R - A RO B R N FERE
RIFERNMEHZZ 2 2R - N KRB
FIEE R FE I EH  BEE B
R Az A satfkAmiaieeg - DIrEE A HAe
BEITZERWE -

B2EEL
1. Z{E¥E - 2010 - 5 E B IR 2 HE

S E R - ZEERE $3m3%
2. EtH = 2 1996 o fH % B i /& B B



405

1031065 7498 A B35 T AR RS A

PE o e B B e 1T B & AERS 0 39:
43-49 -

. Kainer M.A., Linden J.V., Whaley D.N.,
Holmes H.T., and et. al. 2004. Clostridium
infections associated with musculoskeletal-
tissue allografts. N. Engl. J. Med. 350:
2564-2571.

. Code of Federal Regulations. 2006. Title 21.
Food and Drugs, Part 1270 Human Tissue
Intended for Transplantation. Office of the
Federal Register, College Park, MD, USA.

. Code of Federal Regulations. 2006. Title 21.
Food and Drugs, Part 600 Biological Prod-
ucts: General. Office of the Federal Register,
College Park, MD, USA.

. Code of Federal Regulations. 2006. Title 21.
Food and Drugs, Part 1271 Human Cells,
Tissues, and Cellular and Tissue-based Prod-
ucts. Office of the Federal Register, College
Park, MD, USA.

. The 78th United States Congress, USA. 2018.
Public Health Service Act, Section 361. Office
of the Federal Register, College Park, MD,
USA.

. The 78th United States Congress, USA. 2018.
Public Health Service Act, Section 351. Office
of the Federal Register, College Park, MD,
USA.

. European Parliament and Council of the
European Union. 2004. Setting Standards
of Quality and Safety for the Donation,

Procurement, Testing, Processing, Preserva-
tion, Storage and Distribution of Human
Tissues and Cells. Directive 2004/23/EC.
Offic. J. Eur. Un. 7: 48-58.

10. European Parliament and Council of the Euro-
pean Union. 2006. Certain Technical Require-
ments for the Donation, Procurement and
Testing of Human Tissues and Cells. Directive
2006/17/EC, Implementing Directive 2004/23/
EC. Offic. J. Eur. Un. 9: 40-52.

11. Kellathur, S.N. and Lou, H.X. 2012. Cell and
tissue therapy regulation: worldwide status
and harmonization. Biologicals. 40: 222-224.

12. The Fifty-seventh World Health Assembly.
2004. Resolutions. WHAS57.18 Human organ
and tissue transplantation. World Health Orga-
nization, Geneva, Switzerland.

13. The Sixty-third World Health Assembly. 2010.
Resolutions. WHA63.22 Human organ and
tissue transplantation. World Health Organiza-
tion, Geneva, Switzerland.

14 TTEPE 4 E - 2009 - ABEERE (RIFEHEE
HIE - 98.02.02f F B 7550980205329
G

15 R ZE T~ PRIGEHE - 2002 « JFIFAFEITE #%
RIT-REE & TR - RIEHEE - 356
18-21 °

16. EVEH ~ IR - BRMHEE - ZHES -
2014 - 98-1024E % A B R {7 B B H
DR - RALSEVIIT SR 3 0 5:399-405



406
RSV Ul

Management Status of Human Tissue Banks in
Taiwan, 2014 - 2017

CHING-PANG CHOU, SHOU-HSIEN HUANG, SHU-CHING FU,
YING-HUA CHENG, SHU-FEN WANG AND MING-SHIN LEE

Division of Risk Management, TFDA

ABSTRACT

With the development of transplantation medicine and biological tissue engineering technology,
human cells and tissues have become an indispensable part of regenerative medicine. In order to construct
a friendly and healthy policy environment for the bio-industry, Taiwan Department of Health (now the
Ministry of Health and Welfare), announced the Good Tissue Practice (GTP) on December 13, 2002.
Also, in order to reduce the risk of using human cell, tissue, and cellular and tissue-based products (HCT/
Ps), and to follow international management trends, the “Regulations for Administration on Human Organ
Bank” as announced by the Taiwan Department of Health in February 2009 states in Article 12 that: “The
establishment and operation of human tissue bank shall comply with the rule of Good Human Organ,
Tissue and Cell Practices”. In this article, we reviewed the management mechanism and current status
of human tissue banks in Taiwan, and identified potential risk and problems to be improved as indicated
by statistical analysis of date from 2014 to 2017. Up to the end of 2017, 112 tissue banks have been
approved. TFDA will continually maintain the licensure system for human tissue banks, so as to ensure
the safety of organ and tissue transplantation for recipients.

Key words: regenerative medicine, human tissue bank, HCT/Ps



