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N Ellg'[fj
o Y E IS - #1415 M FDA/CBER = B TEDA #7 * Bl st
* ffJ’F'JIﬁ«‘]‘ rﬁ (FDA and New Paradigm for Tissue Regulation ) ’FPI%]‘ g1 ?7’,'3‘\[&5«‘
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products, HCT/Ps ) EIU*E?%TE'L?“E*,@ o I PR ﬁ B AT 93.12.13 &g T 4
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it

e RnEE
X B FDA %+ ‘ﬁﬁ‘ﬁf"%& F“% v #-H i (FDA AND THE NEW

PARADIGM FOR TISSUE REGULATION)

B XB S RS FT IR IR B S (Toward a New
Regulatory Framework for Human Cells and Tissues )

e i “P%}%’zl?“iﬁ”m%&ﬁ:lﬁl ( human cell, tissue, cellular and tissue-based

products, HCT/Ps ﬁ:lf,[!,) %T%PLE?F,‘ :

=~ HCT/Ps & i T8 RO o+ ik

PRI K T B RS PR KD
Bl SUE RS SR Y ] FEELR = SO R ST A LA (tissue
transplantation ) ¥ i B PJT o HyEf F o 11990 & = 2004 F [V 14 &[] > 7%

FBE Y ’:IJF'Squ i ARFEAE (musculoskeletal transplantation ) % 7[Ry > =1 &5 &
350,000 {F Y= = 1,000,000 {%F - l‘l ['é‘nfﬁr%ﬁﬁé[ B Rt w L e 7\ B fop
ESE AT $70 2 EIANE S Fﬁir'féﬁv[lé’éﬁ (tissue + device ) - F’]F’J’?‘/ A
?E&lf”h (tissue engineered product ) ElfJﬁﬁéﬁW?Jgﬂ\g%l ) F’lJﬂ B ki e

(‘hematopoietic stem cells ) &/ iR Foix Tk 2R £ (hematopoietic
reconstruction ) (V! FIEE U o P9t B E E’T;EJ i F'LJQ:W TR ]

e VLT S BRI K SR AP



"%‘g-,Equjwrv\ﬁ;F“]E[ | .
A S B R

FI80&F (4290 = (& /] [Iﬁ"’"[ RI( dura mater )= A=A 5( eye tissue )
FERE o R H e S K %{“‘[‘gﬁi'ﬁjﬁrﬁﬁﬁﬁgyﬁﬁ@ ( transmissible spongy-form

encephalitis, TSE ) ’g[ e 17 [F W ( Creutzfeldt-Jakob disease, CID ) IV Hi[F ~ 1992

T BIPEE e F 1l H4H K (single donor ) [ 5 HRERFEAE FUH ki
:\’ﬁ’ﬁfﬁ} (human immunodeficient virus ) Vg {F ~ FI 1997 & & i?'r_, i 50 &

AL A BTGV~ 2002 F TUdERE ) (West Nile virus, WNV) =2
T2 E) Chepatitis virus ) 3 ™RSS d FUFIEFAAT RS < H A > T

SARS S YT RLS! T 0 (S A S R e

=~ EPE &*p j%érﬁ :
(=) FURC RSP 2 o R el -

(=) PRRFRE Hi- ARG [ R H S 100 052K = [ A nss -
LU ESIEL AR BRI ETE S S el ey
(=) S EGOFHE PRI SARS 57V rS [l » 7R i i £ 52

= 2 A -



(D) 2 P 2 I AR e -
(Z) PRI AE RIS E TRV

() S FER o JOR T =0 e ol
® 13 FDAFRIEH- 2 HCT/Ps I f ol

PRUERSCBSISEL SR N BRRVRRE S AR ) 1997 F e VEIR RS

B H B S et ?k[ 50 FL SRS VT R A A JEF&F
TR R R SR 5T A ERSLEEY FLE T (cell-based gene therapies )
A B AR T > S U R 3 T TR e S
o I R R R ) UL O Y O - G
> WﬁqiﬁﬂfﬁﬁQﬁrmm*‘éﬂ;}‘?ﬁﬁ*ﬂ/ﬁv’ FDA “IH S8 Ei Pl - 23l
U SRR S B OB RSP » P A0S # 2 F 21 CFR 1721 Final
Rule » =" P=%70 B (7T FDA S8l PRI = b > 20 i asg) = o b

HI ) F'Jrﬁ’?iﬁiﬂi’?ﬁj‘[}%@%fﬁ'# N @if Fr’??ﬁﬁ?"?ﬁ I’J@\l%‘[gl”gﬁgg *ﬁJE-[F[ JL#P[[FIIF‘% o
® FDA F%;z/pfﬁ“ v HCT/Ps & fil

B WA Y WAV IR XA 2 (P
@l i=EE (Food, Drug, and Cosmetic Act, 21 U. 8. C. 301 et seq.) » I'f > > Hfig=
g5 (Public Health Service Act, 42 U. S. C. 262, 264) » =4 ST ~ FHEV

TEEEHA T IE » PR RSP A e IR T 9 o (R A AT R
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TR e SRR A A e ] R AR - = 1997 & F,E'IiH'\r/U
R E“Tﬁ V EIFEF2fH (xenotransplantation ) > Pdgﬁ?uﬁ“lw)ﬁ)ﬁ fHeEs *tgl[ﬂ“lfﬂff? Fl
P B P E PR T AR 9 E FDA}I%’%’?%‘%T EIFEFERRE W
2 ?Eﬁf'ﬂﬁ*ﬁ‘ﬂ (IR EEcu S Lt R R I EE ST ﬁ“*“ﬂ“’ﬁﬂl%

R S B VB - (T R
® FDA R ¥ HCTIPs & fhivEii2 ¥ 3 VR (21 CFR1720)

FDA/CBER il'e 1997 & 2 7221 255 T 0 (A0 e e U
[ AP R LT rj/arﬂﬂ}@p&;ﬁ [g‘“%’éﬂi:ﬂu U e i B
AR O TR AT AR O e AR s

AP S FDA Y O R R
L IR AT HCT/Ps 3 2 % RS o) I ARt
B 4
T R
OB 2 R

P4~ ST R

1

HEET O -

21 CFR 1270 iikijaﬂlﬁﬁr,?léj'gak?g;qglqa A O T A R W[/‘g‘bﬂ



(human cell, tissue, and cellular and tissue-based products, HCT/Ps &% Fﬁ[h) T FA[”FJ'
‘F’J‘ P38 (musculosleletal tissue ) ~ P2 78 (ocular tissue ) ~ Af 14w ? 8 (cell
therapies )~ " JfkiiAf 1o (hematopoietic stem cells )~ 7= % ( reproductive tissue ) ~
A /R R ”ﬂ/zﬁ”ﬁl NS " g; 2 ’f[l ( combination tissue/device; tissue/drug ) %‘FE‘

PR S PR~ EHIR (human heart valve allograft ) ') ﬁ'F, 51 ( dura mater ) 3~

=HER E“'l E QSN E[J?F[ Hy FA ATV @Y (vascularized
organs ) ~ f&t DA AE T 7F El@ff’?{{( minimally manipulated bone marrow ) ~ f/FEFE4F
1 (xenograft) ~ ki (blood products )~ * JI?E} T~ B S e e =
SRR R 2V I % 97 (secreted or extracted products )+ I') b’ﬁﬁ' 2% =V (in vitro

diagnostic products ) =" -

=3 HIF‘F PRt R > F - ERIEL I A 2 R A 57 361 K{(Public
Health Service Act, Section 361 ) .V Fire 1Bl (kick down ) ” [ v HCT/Ps & fﬁ#l ’
EJ‘ [} 21 CFR 1720 V. CGTP Aaadi=t! « - Fy P = Ffﬁ 2 H i MRk 8T
361 F W= Z [y HCT/Ps & FF‘[E‘ »[=1] 21 CFR 1720 .V cGTP A a2l gt - i f1
0" HCT/Ps g KL (7 # + 1)) % PO Cbiologies ) {17 i %
(IND/BLA ) [V CGMP ﬁ‘} B 28 41 (medical devices ) J—ﬂ | ﬁrj %g‘[ fﬁﬂ@
(IDE/PMA) . QSR *H izl « pJJrJLﬂ%F?ﬁ PHS ACT Sec. 361 fUR& f5(F » (i

fi:



|

~ f5b DA EE (minimally manipulated ) ;

& IR [4H 3= {0"] (intended for homologous use only ) ;

|

= ]%fff[ﬂlﬂ} e /‘ | (not combined with another article ) » }”JFF[[ A &

e REPIRTE R~ L G R

PO A AR (systemic effect) [ HCT/Ps FSZ{MIFAIN 6 1

(metabolic activity of living cells) ¥ HCT/Ps » & EIEE'I'EIE'J (autologous

use ) ~ BT =

J

JIL
TI

57~ ZHR (use in first and second blood relative ) '+ %

77’@ Hl3& (reproductive use ) 7\ T PRl o
® FDA #25 HCT/Ps Rl IS

FDA}{%K\—%E 5 |2 = A #5 EP HCT/Ps ﬁ?*’-ﬂ (21 CFR 1271) >
2RI EZﬁ ﬁﬁ’r“%( Registration and Listing )~ {1 ?ﬁ 1 1*:( Donor Eligibility,
DE) * & U784 (=4 & ( Good Tissue Practice, GTP) == Sf'ﬁ[ﬁu » El Hlﬁr:—,E
B[l (B LR R (S AU EASE R ST IR 2004 B 5 PR 11 F] N TR
H ﬁiﬁ‘l&kﬁﬁﬂi‘ﬁiﬂi’ﬁﬁﬁﬁ1f¢ 2005 & 5 5] 25 F1 205 0 B 21 CFR 1270 %

1271 41 E'}{ﬁ’ﬁ? 2005 & 5 F| 25 PIT-=VHihg o EJFT;J%A r—:[tl“%’ 7= ?E_{ﬂﬂ b

[ﬂ:br/g&ﬂi;f’:ﬂ%@l‘ﬁiﬁg‘qg:a N SRR rL{/[[_k :

e =

- FREEIR (RL) 3% [PE | 7 HOT/Ps % S e LV 4R

( establishments ) ( [F=55 [ ?FI B f[ PHS Act Sec. 361 [xF V& FFI[‘[' 361
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HCT/Ps) + ¥; ffil FDA/CBER {TRIZER] X5k flH i ~ Bl s
HCT/Ps prFeifg==H 3= » I'] (=8} FDA/CBER }{’j’ﬂéﬁﬁ%&%‘%ﬁ’%ﬁﬁ‘/é @%ﬁrj
N I#]J%k FDA/CBER " Ulﬁﬂ% Bk~ {d R B B’rﬁﬁ efhise 2ol | [—{d
(2§ > FDA/CBER JRj ! - O ERIE] HCT/Ps -0 78 * S {EGof Poer
%‘?[’il?;\“ﬂ (human communicable disease agent and communicable disease,

HCDAD) i /480 o

= REH fllE (DE) SRR e (R Rl ~ 2% i HCT/Ps & i/
HRHH VAT U Y R G AR o P
TGO VR > iR FDA SHRE VIR REREE R
RIS TR A o Rl LSS R RS S AR -
R INE L A EF ANV T il Cineligibility ) « iS50
PR ALV AREREITY - TS S AR anE SRR ST RO

[ e YR T S H T -

=~ RAGE P (cGTP) k%« FEETEE HCT/Ps & [ﬁlrﬁg VAE
g~ BRI e e S SOl I R e PR
|V HCT/Ps i il » 2 it (At (PR =l ) i =7
$l iR (quality program ) » &S 1F ~ A UL > )
(S 5 0 BT - B UADR P ETRR TR HCT/Ps % iV 47 &

(recover ) ~ B! (process ) ~ [rr (store )~ £ (label ) ~ &4E (package ) ~
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fici2 (distribute ) I (5 - I'| R H F 1V §iE = fgke (screen/test donors )
JF»“, AN -8 (introduction ) ~ 3" (transmission ) E"?ﬁ'r '“rTJ f—iﬂ%{“ﬁ (‘spread
of communicable diseases ) t@ﬁzﬁq?ﬁﬁi@ HIl o GTP yEHI1 ’—"l’?l?léj’j/ [’—Eﬁ%{uﬁ s &
Fﬁﬂ NTFJ%_‘J (viruses ) Af &I (bacteria) ~ #TxI (fungi) ~ fﬁféf 4 (parasites ) &
[IEA S R fﬁk‘ﬁ[’ﬁ AP transmissible sponge-form encephalitis, TSE agent )
A 5.0 - GTP P11 HCTPs 7 2 9
ipa *fi LI FLE *FHFF Aot E% (adverse reaction report ) = |’ﬂ§§

%@f ; (deviation report) » [,'%}iﬂiﬁ%‘?ﬁjﬂ ( tracking requirements ) -

P4~ B L (additional provision ) o (7 ‘f@*ﬂ?, ]v (inspection authority ) ~ ﬁ?
1 ‘EFFE#I (imports ) k’/g{f}fﬁu#jn =]y (enforcement authority ) &P IH AT E|
pFJfF*: L o

SRR B “:*IEM‘JB‘%O

(=) PRI PSR LR 2001 5 4 F] 4 F1E o R IR s
I o

(Z)  EHEIEEAT r—zz A1 HCT/Ps & il # =155 2004 £ 1 7
21 FUAf ﬁ,'  [EE S %“%%@ﬁfk‘?ﬁ‘%@?ﬂ ( human heart valve
allografts ) E‘ﬁﬁ"‘"{ 5 (dura mater ) &= 2005 & 5 5| 25 [1 21 CFR 1270,

1271 3;':4(L**\‘ &+ j{sv,éuf W °
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=0 R ol R Y IRASE RO 2005 5 F] 25 FIAE > LGRS

R R AT e S
® FDA/CBER [V [AsstHy

EL[NTES | HCT/Ps % Fﬁg,mﬁgl » FDA/CBER #% 2002 & 10 *| 5%
Af e = gL [ﬂif‘[l’ﬁt B3 (Office of Cellular, Tissue, and Gene Therapies,
OCTGT X E [ 'fﬁ«'ﬁ =Y = Sﬁ fIF 57 HeEH yjéj/%?ﬂ b ) B F[J\_IL‘:’ E [?J ~E% Ed Otto

Tﬁ‘l:{ ’ iflml%} A= o3 [ R AF et Bl [ﬂiH ' ( Division of Cellular & Gene

Therapies ) ~ ‘EE,H”% S ( Division of Human Tissues ) * i &ﬁ\ =0 [ﬁ AP/ 1
#- ( Division of Clinical Evaluation & Pharmacology/Toxicology ) ° F‘ ~STHI

£% Raj Puri ~ Ruth Solomon * Cynthia Rask fﬁl 4 o

® FDA/CBER fi * #7RI (5%

= ke R A

T fRH PR AR LS 2 T USRS E %@f;ﬂfjﬁj;y@%
i PRI e -

= R LY AR R AR L LR -

pH ‘ﬁﬁ"%ﬁif}ﬂ'éﬁf HCT/Ps if il (5 ot 58 il 1«

T e NSRRIV R VL 4R
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A - $V %R (industry standard ) -

= FDA fRIVAURLE Vet e AR R HLED i -

(=) I i RIS 53R R R P R e

(20 Ul T ARG T R OR R R i

(2D PR 2208 (STl - FDA i AR E I iop L i
-

"~ FDA gt VRS ORI (S (O ) o

—

® FDA/CBER fi * ﬁfﬂfé;‘/?@ﬁ
-~ [N fﬂ?’@ﬂ%fﬁﬂﬁ"ﬂﬂfﬁﬂ??ﬂﬁEIﬁﬁiﬁﬁi’ﬁ'\%&é Fﬁp;ﬁﬁ,@@?ﬁiﬁiﬁﬁﬁi‘ﬁ °

= I A AR R SRR I

b

TR LR [l R RS FDA [T - PO .

P PP IR e RIS S Ay OB £ FDA fIOf/H -
PR S Y PR IO R o R SRS ]

S VR L o e IR A e

(=) TR

L

(=) ST E R 3 TR SRR RN~ 53 AT S -
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{4 Fﬁlﬁ‘tﬂ%@ FF[EI [[F Ak G (Over View of Establishment

Registration and Product Listing Final Rule)

o L

FDA/CBER 7 1998  Jflt1t HCT/Ps Ff Gt = fl [k ik 0 o o -
2001 £ S5l R g VT kS 2OR 2001 # 2 21 CFR 1270 (1[0 7ips
P L LRSS RURERRE RS T R IR R A
TR R 2004 = S HS s R VSE o FEARSAT) O

PR gF= SRl [ E | ] 7 HCT/Ps E}Fﬁ[#ﬁ‘i 2004 F 3 F| 29 | 1E AR F'E/'
FRPILEREEIRD T R AN ¥ IR T I R R CE TR
(TR AT R V2 & o TS 2005 F 5 R 25 LU - 9 0 AR

W RRERLY AR 2] PATSB [TAL » BRI H S FDACBER

_n
i

%‘fﬁ!'?ﬁk % g 21 CFR Part 1271 [ Subpart A =% Subpart B jﬁﬂ (77 2 IR A E A
H4A# " 21 CFR Part 1271 B¢ If'f[ GIEIUEES Cl IR i lH:E_,ﬁ 1”21 CFR Part
1271 pVEfel &35 > B[S EEJTE_LL'LFﬂJﬁfJ%ﬁ'@ ( premarke approval ) .V 361

HCT/Ps % lﬁ} F“jﬁ}[ I \_ﬂ’ MY ZIIELE - %] 351 HCT/Ps & lﬂhﬂf F[TH I?Eﬁéﬁ_

B AL - [ SR IN R AL PR > R R ] -



®  Subpart AZ= Subpart B

pt;k VHIFER AT ST 2 HCT/Ps & i V451 - Allg - 78
;l/ﬁ%tﬁj% rEt M| e 525k o pJF’??” pu & (manufacture ) H/?F = HCT/Ps E‘Eﬁ

[?j%jf FRE (recover )~ B! (process )~ firs (store )~ 452 (label )~ tuEE ( package ) »

[ili2 (distribute) 32 > I'| W EEF R G H T Agl/ s
o %

&kffﬁ ( Establishment ) : ?F[ﬁ,;:ﬂ‘ﬁ 74 & HCT/Ps E%PF[HJT R T EIJF flat *
Cindividual ) + £ %% 2 fil Cpartnership ) ~ JUF [l EE * F 6 5 ] L2 il
( corporation ) ~ T*[El‘ﬁyﬁ;f (association ) ﬁ‘/JEl [ﬁjf[ ‘li}ﬁ‘ (legal entity ) » I']

Bﬁ‘} (CHF ?Cgﬂiﬁ ( contrast manufacturing ) ./ f?fﬁlﬁﬁﬂ °

-~k ?E%Elﬁﬁl SR RS e e lﬁ! (Human Cell, Tissue, and Cellular and
Tissue-based Products, HCT/Ps) : f'?F'FA[ | PE'MEIEJuJF%n FVFERY > SRS
i * (implantation )~ 724 ( transplantation ) ~ ‘ﬁ‘fﬁ?ﬁ_i (infusion ) ﬁ? #H72 ( transfer )

% M JiFE -0 (human recipient ) fIVf fifr
=~ JeE (Distribution) {2 (52 - JEFN Y Wi 213 HCT/Ps & if -

P4 §R% (Recovery) : (TR [ IR B & PIRORI A« s poaE Ly -

,PEA’_IE[qu]wHV

T~ [Fr (Storage ) : ,ij",]%}‘ﬂjt HCT/Ps F;%lﬂ} J B P fieli= ﬁ‘ﬁH\ VR
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= ~ E7Fl (Processing ) : ?‘F’I‘AFTHCT/PS @Fﬁ!p SERE -~ F A~ B i
HE R = I’ﬁ’?ﬁ?{' °

= ~ [ BZE (Minimal Manipulation ) : {7 Fﬁéﬁff\ RPTEIE  E @jﬁ}?l{%ﬁ%'l\i&
A (structural tissue ) F5 1| 5 A E =R T |5 ﬁ'[ﬂﬁfﬁ BV -

AN [ﬂ VRT%(fi™ | (Homologous Use ) : {3 }J'[“ AT HIER] B fﬁ[’%ﬁiﬁ%ﬁ%

Af MaAs 3. HCT/Ps @lﬁ}  H P F»%Fj:glqur”'z; R AR -

o s

FDA #[$T-21 CFR 207.20% 807.20 ¢ s i i pe i B H 3 .
TR PR T REISETY & HCT/Ps o g >~ Fy

f, 21 CFR 1271 j/ﬁlﬁ)igtﬁ{g o

RS # H 2 i AT LA L HCT/Ps % il » 41301521 CFR

8

_t:n

1271 H'"EJ%?J%EFJ}FF—'? I A FT SRR =1 65 FE T W&szﬁ’
e HCT/Ps & (fih [y 3:@ @%ﬁ?@gﬁa 1= SEEER o2 R VAR (L Er LT
( hematopoietic stem cells ) B~k (blood products) » [EIZf 7 =1d5% [
HCT/Ps E‘Efﬁl M#1E-21 CFR 1271 ﬁ'EJEJﬁ:ﬁFJE‘“’T/[J%’%J - EIHJ% E| 86 Tk

& fil#T ] 21 CFR 1271 A7 -

® 1272.10 &SF[1]'] PHS Act Sec. 361 Fﬁﬁ@ﬁﬁ, g

—~ ~ PR EE (Minimal Manipulation ) e
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. fﬁJ‘?’Fl‘[‘iﬁ H3E[ "] (Homologous Use Only ) °

= P e q‘ﬂff[} i " | (not combined with another article ) > - ATHJ ff # T “‘J

o5 PB4 S AT B R G AR
P~ 2R IR (systemic effect ) 7 HCT/Ps B?E[’j‘%@{"ﬁﬁu} |J~%ﬁfllfk
( metabolic activity of living cells ) .V HCT/Ps > {EF I FETEI ] (autologous use ) ~
;l‘/ P BT =53 SR (use in first and second blood relative ) K 4 i H [i#
(reproductive use ) v [Pl
® 127115 *‘fjﬁj/#ﬁ?ﬁ;ﬁ'l Ry
- 7”1%@{']3/@]{[# FI .JT ﬁﬂ jj‘/‘ﬁj:fl_lj#‘{ ;r%ﬁifl:lf [/”52< [/ﬁlﬁ),d%[—L
= TIZHEPR RIS E 1% % HCTIPS % -
I N RIP PV HCT/Ps B il ARl 7%= PSR e 2 [l
[l ~ £ o
=~ Y[ UPS ~ FedEx 43252 HCT/Ps i il ETRIPGREH ¥ -
IRRE= FiEa e FEH‘W'”"E& A EEFRE ~ G Ak ARA  RE R
VSR PRI
T PUHRE 2 YA %EIFJHCT/PSE}W#I > 5 o RS AT AR = ﬁﬁ'l’ﬁ(ﬁ
B ) e
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CHY g RS R Rl i - (CH bl

® 127120 T\ﬁE'Jﬁ%P'J [t HCTIPs 7 i}

¥ HCT/Ps i il {7 PHS Act Sec. 361 [kl PHopiIients] -
HCT/Ps E;%FF[E A 86 fﬁ! (drug) ~ BVE a8 F1 (medical device ) - ﬁ‘/ff%’ﬂzﬁ‘lf[[
( biological product, ex. Carticel ) /[JFlr ’351217 =T ﬁﬁﬁ I]E;Pdkﬁ N

HCT/Ps % il 1 E‘%’*ﬁftﬁ% Fj“ SEFNIE rﬁ@wﬁﬁ‘ﬁvrﬁﬁlrﬁﬁ: i R

R
o
L
A
0"
1
=

N T’:’J;[Hﬁ P JF”; =tI{E# (Initial Registration ) :

FDA/CBER A3 I¥%[[f J%&ﬁg@% e ﬁlﬁrg TR LF%E,;%W =
%%%P'J R ’ﬁ[ (human cells and tissues establishment registration database,
HCTERs database ) » F }H TP ’H‘J¢ 7732 Z FDA Pyl #E 4 > FDA Pyl :er}lﬁj’
ST RIFIAL ) T3 L ) S e 55 7 i L FDA 2908
BETAF - 3 FEI ﬁ_PJﬂF ( FEI registration number ) ™~ r [l FDA/CBER >

CBER f | -2 1B 3356 [ A % 7y FDA Byl 4«
- @%P'Jﬁﬁgﬂ (e ( Annual Registration ) :

FDA/CBER 7t | — EIi=IGERISHg » Bt | = 5| b i e

BT %[[%)%? | PRk R - Pl [ HCTERs ﬁﬂ?‘l’éﬁfﬁ'ﬁﬁlﬁ? ,
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FDA Py 8BE" 2 fHE s f;aﬁf:r?: ,j/]pjr?;, ﬁﬁ@%ﬁ/%fﬁ o
= RN
FDA/CBER ;[/,%[f}ifﬁﬁ? 2003 & Jifvf,&&dﬁg L I—:tp ﬁ?{lﬁj'ﬁ: s FDA

B[RS 5 T o R P (R T PR o

P~ BRI E IR IR o FDA A Jobf YRS L ] (B A0 -

P4~ = EECE (What)

(=) PRVUSEYET - P

(=) PR VIR € g - B S RAT

(=) PapfIsERel b > JNaE ~ AR~ k!~ PR

() ?Eﬁéfﬁfﬁfr"é |2 %V HCT/Ps i [, KR {2 il €7 -

(=) R il 351 HCT/Ps {9 361 HCT/Ps 53 i1 -
R

(=) 3 e BT PGS PPPEERIEER] -

(=) PP Bl R -

=) B PR e FDA L ERE g A i o

(P o el £ KB 2 POl BRSO I ATE R S
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N ﬁE‘EP'JU/Eﬂj% (When) :

FDA/CBER L'%&"?‘)%}P‘Jﬁﬁt‘lﬂj%ﬁ—%% ?‘&F‘ JElfE, T »“—“ 1t FDA At
H IR 30 53 A  HTE PR 4 B (0 ek b
R 0 B | T M AR S SRR R -
Hj o T L S P R RS R R I R SRR QT o

AN IR N U T
=PIV S (Who)

- "Ff[ (blood bank) W5 F’?Eafﬁ['ﬁ“ SRR = ]*'ﬁ%ﬁ%“] ffl E'J;'/F I*FJ" ( purchased
bone ) ~ [ A L R[ERETEVE TS - ’ffﬂ '}{"’“Jﬁ”ﬁ I NS
E oy ga '/B[TF;ET@J## Tl BRI [ FsE | ﬁ]ﬂ;%‘?ﬁﬁjﬁ\?ﬂj NG F’FE’ RN

H%I VEERS 47 F“ l—:ﬁzﬁl {L{ l]‘Eﬁ

RS R I E A S AR R P I AR it
VAR L I R AR R S A
B O RRRR R IR SRS - IR BBR & D i SRR AR T
FEE IS (stem cell) By ViRt (Bt & JEEE 91 B[ 053 [ fe 1 i e

RIRHAEG ) » b BT R R -
’ BB B

R R PRSP L R S LR G R R
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KRB AR [Fl- B P R S | e T B
Fﬁp@i’éf’rj\ 2= Fl HCT/Ps @Fﬁp;'/ﬁfﬁjﬁ?fﬁm PR B Fﬁt{l | ﬁr—fl
=K -

e S SR HARE 5 (S i PRt AR R ST RS
W IS HCT/Ps 3 ({03057 © fi - TP SRR L o i 4 152 i
(ERR YR R PRSP

I CRGERT

F'fj) FDA/CBER [/ * ’ﬁﬂ E"iw“”’ﬁ&*ﬁ&**ﬁﬁf ‘E‘ﬁﬁl’g[ (human cells and tissues
establishment registration database, HCTERs database )» =] 1,594 |[ﬁ'4%?ﬁﬁ BRI RY
=t‘ = @A EIJ 2629 & 1EH) ’{J?ﬂﬁr“”%ﬁ&(musculo -skeletal )~ fRE' 5385 (ocular )
7 (skin) 7 '””&ﬁlfﬁii [/1%&7}% 567 F (g o (stem cells) ﬁlﬁf;gi ENG

ﬁ 360 % rEH1 2 JEac A ~ A9 (reproductive tissues and cells ) ﬁll}fjiﬁ N

;F% » I 20 %‘\r’;{,—éjiﬁﬁ‘ @ (somatic cells ) ﬁ'ﬁfai 55 l/t—'e&*?f% =9t > e 137 %

3§<+%ﬁ » B G R E[qujﬁl%ij V}E | HCTERs EWH’T?;[ /ﬁ'%%
ARFHEPRIYIS -

- EHESAIR [

Bone 485 | Heart Valve 174 | Somatic Cells 68
i R friAp e
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Cartilage 233 | Ligament 241 | Tendon 264

Pﬁ,ﬁ, i ﬁﬁ qTLEE{»:

Cornea 163 | Oocyte 294 | Cord Blood Stem | 144

. S Cells

I S ——
A

Dura Mater 15 | PBS Cells 381 | Vascular Graft 171

TR A AR

Embryo 312 | Sclera 141 | Amnion 11

T B F

Fascia 253 | Semen 370

P il

= s

P& Recovery 887
g Screen 749
Tark#e Test 607
4 Package 591
55 7Fl Process 797
&7 Store 1,119
f&=. Label 743
ficl3= Distribute 906

= - FDA BB BES F T B H 12
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New England 65 | Florida 91 New Orleans 89
New York 79 | Chicago 54 | Kansas City 71
San Juan 7 Cincinnati 56 | Denver 45
New Jersey 41 | Detroit 56 | Los Angeles 118
Baltimore 76 | Minneapolis 71 San Francisco 78
Philadelphia 60 | Int. Op. Group 129 | Seattle 51
Atlanta 75 | Dallas 118
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B AR RS RE RE L R  VER T
V= gl (Donor Eligibility Requirements-Specifics on Testing and

Screening, -Major Changes from Proposed Rule )
o EVE . ST VU B Ft[glyq:@;ﬂzgfl;ﬁc[& Nk

=" VIEAYS 4 (Federal Register 69 FR 29786 ) =14 2004 = 5 F| 25
AN F[ SUREE GTP VAR AT 2005 & 5 ] 25 fI-=0 % }‘”Sfo‘ﬁ (77 HCT/Ps
2 FFF Mﬁﬂ A X ijiflf[ (77 FFI{IEI”E"iiffJ:E kN ,&ﬁﬂ o

T BAPSER B SLREY 7 i - FDA/CBER RIFE 1999 5 9 7] 30
BRI =T 2 L K Fﬁ' 1% R V& % (the proposed rule of suitability
determination for donor of human cellular and tissue-based products ) iy CBER - ff.
= TRV (= 1999 58 12 5129 B fEE P AR 35 5 R o R
pl (comment) ﬂﬁﬁlj[ﬂf‘, il S5 ??E'l E S ’QTL""E‘JFE‘E'}’Z:\?U » NIF=CBER $17t 2000
F 4 F] A8 IERH] A SR Hipl - CBER AREHF I H 815

FIFE F*J*Jﬁ Jﬁr;aﬁ‘/ GTP I AV B AL -
L EI& F[?’_’F%JE"?IZ’; [/73;&.[
« PR ”F' ( Terminology ) * 5 (Definition) :

(-) ;{ﬁ’ “Ip- FE’ CHEDESTERH TS 1ol @lﬂ[ (human cellular and tissue-based

products, HCT/Ps) " ARty © kﬁg;glqa P AN ngElqcuE’?“”’ FBEL

26



o E;%Fﬁ#[ (human cells, tissues, and cellular and tissue-based products,

HCT/Ps) ” -

() K [ﬁ?{ 1% (donor suitability ) ™ A1 %Aﬁﬂﬁfﬁ[ik (donor
eligibility) ”

=) @Rl “E*‘\[’Eﬁlﬁwﬁ’@ﬁ ﬁlﬁwﬁ (relevant communicable disease agent or
disease) 7 ViEF o

(P SR T o ¥ (directed donor) ™ AERIEL M| EIE LA H

(directed reproductive donor) "

(=) }{%]’ “BIFEF2AE (xenotransplantation) " == Bl # (close contact) ”

LA
=~ FE 21 CFR1271.47 BB 3> %ﬁpzj-g“gﬁ;g@%_@ﬁF/_\[*ﬁﬁy}”%o

S FTJ**& N AR A | F e TR e N S SR AR A gt

(anonymous semen ) ¥ -

P ETRRRRE R T B IR T SRR - SR TR A

3

>

R AR AR R DR ] R R

m

O REHEAAFET AAfY HCT/Ps i R = F IR P 2 g

TR AR SR PR E S O IR
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o S S SIVIEERAT R JE R praE T F,ﬁ?ﬁ:‘qﬁ?{ ' HCT/Ps E_i’@lﬂl
o HTE) VR ?{F‘, i R (Treponema pallidum ) [V &g -

A IFF (73 7 B e~ iiglﬂf T W'ISF?J%_‘J (human T-lymphocyte viruses,

HTLV ) [iutggge -

‘JL‘ N ’[/j:E_,I:H %ﬁﬁ? F Ff‘::"j | @rﬁﬂagﬁlﬁfg % Iﬁ‘{#u\ N

4 T "Elﬁuﬂﬁ ( cytomegalovirus, CMV ) =} ?@Fg’i%_f@’%’{ﬁf\ "Eflﬁ‘\[,—iﬂi;\wﬁ
B SR HCT/Ps B il (15 5 20 iyt AR - = SR IR
FRLHE [ HCT/Ps il > = Il AR (B A G5 -

A R A [ SRR S ) AR -

47 ERMRERES T \Zﬁieéli?ﬁ‘ﬁﬁ‘?vﬁ’?ﬁﬁ?\rﬁﬁ%f'i@ﬁjﬁ@%’cmﬁlﬁﬁiﬁﬁ
J& (peripheral blood progenitors/stem cells ) i PJF' SRR A = A

RV -

A2 MEERYERE SRR CLIA 88 ATTHL D e i - 20 A R I

E‘HF‘E"’?F\/% 5H 1= ( Center for Medicare and Medical Services, CMS ) #{| - 75 )Fﬁ o
o HAH A (Donor Eligibility, DE) I~ fp -

RS TS & EHRS L 91 2R 8 A T 4 R E ) HCT/Ps % i
HRH 4 GESERRER - [ 2 R D Ak = B SRS oGTP A e
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i 2 HCT/Ps B iyt PR S IEATE P o1 fRig e il o -
o K F’—]fﬁ']f_kj/?]_l%:’ ( Donor Eligibility (DE) Determination )
A PR N LR YRR G AR
- I PR DR S S e R AR
D SR R e e
= s EReE SRR N e 1t~

T AR A SRR R 2 B R TR

(responsible person ) :{LF[?&&%%(LI*&@&A‘TE‘E@ 5% e ﬂFH—ﬁpJ A

® EIENUHRE @YY~ (Relevant Communicable Disease Agent or

Disease, RCDAD) (1)

SPFCHTE FEELY HCT/Ps 3 iy 2 > ™ S 2 BB IR AR~ R =

e

-

R
w_ﬂ

B

- gy B[S fgj%“?ifﬁﬁﬁ% ( human immunodeficiency virus, HIV, types I and

T CBEFT®E y’j’EJE_i} (hepatitis B virus, HBV ) »

b

» C BT %943 (hepatitis C virus, HCV) ©
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Pu ~ &y ’g[ e 12 Efl R (Creutzfeldt-Jakob disease, CJID ) 7' |V * Z%Tl'iﬁi%{“‘l‘ik?'—@ﬁ?ﬂ

;L-{JiﬁYFi‘}Vﬁ@* ( human transmissible spongy-form encephalitis, human TSE ) -
= fﬁﬁ»lfj%@%} ( Treponema pallidum ) °

%ﬁﬁ?ﬁl{ﬁiﬁ%‘ F 175 (leukocyte-rich ) .V HCT/Ps ﬁ:ﬁlp B ST
EAE A @Pﬁ T W [S—Jiyff‘[f:i} (human T-lymphocyte virus, HTLV, types I and
1DV ARG E o 56550 & SERIE] LV HCT/Ps % FFF'P i FIl 2 e A A Chlamydia

trachomatis ) ??H“Jﬁ S5 (Neisseria gonorrhea ) [V ke fif ! o
® EI~NEIUHRE ERHE Y RCDAD (2)

P51 RCDAD {5 i S ot (oot » PRI FR 25 78
S HCT/Ps 1 il B I 0 S s o [ B S8 I - 4L

TR T
BN JFEJF [’jFJ el B I/Aléﬁgg JE&?{}T = LIRS ”?f?uiitﬁ—'[ﬂ ﬂffﬁf °
. VTEJ’—F:LL[_F&T—%I,Lﬁ][ FlfJF?F[JS(ﬁ’LF[U%FVﬁW#ﬁ ?ﬁfj?f?ﬁéi {i}{f};\’-‘@nl‘g@ o

TR RS e Ol R e

A AR -

)u[ N F”EB FI -.,[ EU’&%F{'}FW%@%? , F&,:E_ FDA ;[ej};,{.é N ng‘ﬁ F‘?”F@é@fﬁj?ﬁ’

T G S -
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[ 4ﬂ:§1F,F¢r&J—U LA S EIE (Requirements before DE Determination

Is Completed )
=~ [WF] HCT/Ps 2 fﬁ#[ﬁf‘\fﬁ?ﬁ%@ﬂ{% ( quarantine )

BN E (1271.3(q)) » (4 LT 7 — [PIEA 7 (32 oo It ok

b

T iﬁﬁ'}‘w{’? > (N3] HCT/Ps % FFI#IL% =V [@&"r (storage) Ay (identification )

=

1

i HCT/Ps i il B9 5 e (L8 A1 A 5 T St

RV I
P4~ HCT/Ps & fif i RSG5 - =R i
(=) JIFHi {93 (code) FERARHH -
(=) %%{L”?“)?ﬂﬁ:ﬁﬁ’fﬁ[‘i&?ﬂ% I’ HCT/Ps @lﬁh FIt l?ﬁ'/ 2E DE pihj o 505 B 2HE
{L%’ﬁt”ﬁﬁ?j‘ (urgent medical need ) T I'El Hi %’FTE'
(=) ?U%rﬁ’*ﬁﬁ‘ﬁ?ﬁulfﬂ FIALTRIEE] ) HCT/Ps E:}Efﬁlhﬁ’ HIVEEER] > 2 5
SHEPTTE PR FR (127130) -
o BAPRATIL L]

FIE"I HCT/P @‘[:lfl{[[E:[Fl [r[ Ejj[ S RRVAE TS = E[JF i~ A F‘JL Sk Y U B
- U ﬁr_—[ayg o S R ARERIEIE | o o SR i SR
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‘[??UTE’T?’I I'F‘[ ( not evaluated for infectious substances ) Ex’?%i"ﬁ : uﬁ T C ;;\Wﬁ
1 k'@ ( warning: advise patient of communicable disease risks )" ZFIY F o [F=f
PISHP IR U8 SR - 0 o 508 by > 0 b e L
PEAIEE - F R -
® REIHET AFHREHEY HCT/Ps & i

FEHET Fﬁﬁ‘[ﬁ_ﬂﬁ H HCT/Ps i FFI#I ' I'%TE}'JE{?FIEJ’F]%%{ Flsg ?g%ﬁﬁgg
L Fgﬁf’ﬁﬁﬁﬁ'ﬂ’*@ﬁ"ﬁ_%j AR it I > SRR 12T F Iﬁc;ﬁqﬂ
Y HCT/Ps B iy - [ IR PG IR
- - 'v'v%]n’ro ‘%I J/%I?EIIE[H V@ﬁ

S TEEIVE R AR AT RS -

|

=~ PR E,%ULF&%%?@“ I/_qu[{

=9t EPFEAE T F;’FE‘TE LA VA A A cN%fgw} A el A
ey L5 ?}f St fﬁ' eI i 1R @ (biohazard legend ) = ’%ﬁ‘f, : Vﬁ
Lt |G fE %{“‘)ﬁ Vit [@ (warning: advise patient of communicable disease risks ) ”
W %;'F kR %E‘[[ﬂ“lgwﬁ’g@? @%{u}ﬁjé | & (warning: reactive test results
for (name of disease agent or disease) )" &V 4 EFHTZHiEF {1 |(non-clinical use )
VR PR B IR P o b YO R 0

(non-clinical use only ) ” =¥ 3" (1271.65) -
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b

Eglﬁfjﬁﬂﬁﬁélﬁ& (Relevant Medical Records)

~EFEUR D L H s S B R F—%é ( current donor medical history

interview ) ° F‘ﬁj’ L ﬂ?f”?‘iﬁﬂl?lﬁfﬁ ( donor medical history ) 7 > I’TTF[?—T
L 2 USSR (IR SIS L OB - ) N I
= ,tz;!«[‘; N3 73 *JD #u RCDAD & [Smap EIEIFIfﬁfﬂz\ i lﬁi{ﬂ ﬂt 3“( b s

éﬁF:j;(E.[l?é , :“E' £ ._%E_ITF Em’k "JTJ rf*é[jF{g i< 4 (1271. 3(11))

S HETPRATE T Y P
i e RN B (T T T
TR B R AR o DAL e

RCDAD fU&H 50> J% 5F £ (7 [i' = B % RCDAD 9 B« 17 B I 7

(1271.3(0))

P9t A YR R EREIRIL I/@%:ﬂ%&

(- ) ZERCDAD futgif@ssfl -

(=) H PR

=) B %ﬁﬁfﬂﬁﬂﬂng ; (coroner and autopsy reports ) °

CP) e s RCDAD BCIE (f i {91 I prevad et (Yt e =

1~ BRI IS -
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® - HAEEE (Donor Testing )

Bh s 3 Ol (S 00 RCDAD (Ot il B e

R BRL AL O o P57 [ g0 LR B
1 SR ARBIARER o 56 L AR BAOIE £ L R AR
i P58 - SO S AR B AL S 1 FP R

LA e R

FIEL=IIVIH FDA 17 & FHER

P SR BRI i 0l O RUR (7 IR S A R SR

fotgiE > R0 RS Y ARSI (asymptomatic ) BY [RE7 7 SRR

VB
] RS F ALY AR PR R R R A Y R -
SHEH HRLE S VR - i R

R R E'Sr*[*&‘-ﬂf“ ( Clinical

Laboratory Improvement Amendments, CLIA-certified )" F5 “F/e ff == gy =

§Jﬁ¢

#F &= (Centers for Medicare and Medicaid Services, CMS) ” ik =SSR

H T (1271.80) -

ST HRA AR < T R TR R

AR EJE?UJ: gjgi\:&yﬁjyﬁji

Ty

( human immunodeficiency virus, HIV, types I and
2)e

~ ~ BETF®E VTFJ%_} (hepatitis B virus, HBV ) °
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=~ C ﬁ'ﬁi x VTFJ%_} (hepatitis C virus, HCV ) »
P4~ fﬁ%ﬁﬁj@%{ ( Treponema pallidum ) -

?Tﬁ{‘\ﬁ'{ﬁ?ﬁjﬁgflf'ﬁ* (leukocyte-rich) 7 HCT/Ps i | fH{fl Hogfrl - =iy

g \T’/IJVTEJ’FLF? @ﬁ“’ﬁﬂ’ﬁ?ﬁ :

-~ 9 E[EmaTT RS Z?Epﬁ T #* 5% (human T-lymphoeyte virus, HTLV,

D

types I and I )

Tk EEIQTEI%NTFJ% (human cytomegalovirus, CMV ) » ¥ k&l f [ 1~ el s
HAHT "Af CAIHREEY T ﬁﬁ‘ﬂ“\'ﬁ@j’* @—@ﬁé[%ﬁ*‘ﬁﬁﬂﬁﬁﬁ?ﬁ

2! CMV MRS HCT/Ps EfFPF[vaﬁ o

SPE < FERTRIY HCT/Ps i (AR BARPT T - iy 4 p ( Chlamydia
trachomatis ) ?W“Jﬁ EE5RH (Neisseria gonorrhea ) [V Ak o S47% I?, £ [?F Elg}*;{: Tk

PSR

- ISR D TPV P R PRk AR -

T AR R (A e R B = | BRI B S s
FER I - PR T A

- R HPORTRRERIG S e o FAICHE R T g o T 2
RIS Il SR P R R RS v 715 ¢
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T SRR SRR I o P T A - R
Jap PR B = WRBRS I Ty Y BT H

R BLT RS R R N 5\3]: P REAIRERY T ﬁﬁ‘[ °
° :’ﬂ;‘iﬁﬁﬁ%ﬂ/@ﬁl@uspicion of Plasma Dilution)

HARH o B PR o 2 SIS £ T (blood loss) A -
TP LTSRS 2000 2 ) R0 RS RS - LR S

3y 2000 ZA] ' _EpR Tl gL o SRR TR & Y T R R e

’gj&g[ﬂﬁ Gy e B Y I B T %’75&7 R S
Go o PRI D] TR SR RO R s~ e T P
EEU:"'?T%%FE[#,E\ > MR T R R R R R AR N o

° ?@ﬁi?{ﬁ%ﬁ‘f??ﬂ?&ﬁ@}éﬁ% fi€#; ( Exception to Requirement for Donor

Eligibility Determination )
- EI?E}]’EI H'] (autologous use ) °
T R I R Y ] HCT/Ps i

S TR Y FER HCT/Ps il » 0 H — Billr MAR R R B R ] -

T S RIS AR E R -

P4 FRMEF I A g (1271.90)
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(=) IR (for autologous use only ) °

(Z) %?fﬁlﬁﬁﬁ“‘[@?’i@ﬁ ( not evaluated for infectious substances ) 7&/%‘? [ Vﬁ ~
I REEESE VR (warning: advise patient of communicable disease

risks ) o [EIF EDE FE F ORI O > R AR A

=) A Ji%f%iéﬁﬁu'?’fiﬁFj:lﬁgﬁ%{“@“fgﬁﬁﬁj ’ F‘)ﬂﬁﬁ%%’]ﬂ%@%ﬁ BH* RCDAD
E\JJ‘ » I Py %‘[[ik ﬁ"“”yFF (biohazard legend ) %%"F‘[ : VTFJ * fjﬁ%ﬁ“f;il?;\“

W+ 1), ¢ RCDAD bR 5! e S 4 -
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&~ 1K ,ﬁ*ﬁ'l?d/%i{g—;cﬁalw@% ( Donor Eligibility

Requirements-Guidance Recommendations )

© BT HREEIIENE ¢ C R - A A AT SRR R
F’—‘,fﬁ'[‘f}ﬁji‘—_’ (Draft Guidance for Industry: Eligibility Determination for
Donors of Human Cells, Tissues, and Cellular and Tissue-Based Products)
Féz 69 FR 29835 13| &1 4T f,jzﬂq’ﬂ,i H f,frﬁ[\itﬁ;'xi‘i? S f{ » 752004 F 5

F1 25 [ > ¥ [FARIBETD Docket # 2004D-0193 > F V] {IIHRYHE o & I S L2 % -

AR Q1 TRIE UG /RSl S A

=~ HRHE BOR B PR R 21 CFR 1271 Subtype C U1 -

T IR 2005 5 £ 25 FIFSY sk iV HCT/Ps i i) -

= RS 1997 F 2 RS M RAY AR 2 VA -

PRI 3 CID AR F o B - SR
® B AIGH AR P LI HIFH B (Specific Recommendation for
Compliance with DE Rule)
FDA/CBER JUET 2RI e B R E Rt 17 JEA’ii?iﬁ’Fﬁl‘ik*ﬁ%J/
TR
- HUES FEREG (emerging infectious disease) ﬁl%‘[ﬁkﬁlfléﬁ’gﬁ RIS o [
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it FDA RURPRAETS, (307 T RCDAD £ SHBiifl y ~ h=  »
FR Y EDA T~ Fi RS i R £ R -
T PR O T R RS BRGEISTORRT ) P R T
= PR H R

[KiF=FDA/CBER #!{Z F ’Z/DT IF'JEE)?E ) ( West Nile virus, WNV )~ {7 ( Sepsis )

s (vaccinia) ($787 [/ smallpox vaccination ) By 2 = sp1 {5

fi= (Severe Acute Respiratory Syndrome, SARS ) £7E1% lﬁ”f\)ﬁ FUo /T ﬁj‘ N
e
° P”IF'J;.%%VFPJ% ( West Nile virus, WNV)

— ~ [EYYEE (risk of transmission ) :

(=) TIUEE)TF SUEFIHCT/Ps E;TFPF[[”E“@RW By ?{pjjf??‘ip S PRI RS
B —gg“‘éf%f[uag}ff Jil“ﬁ [—u}g ;EE ﬁﬁ s rﬁgﬁﬁj\éf'??zmj < gl g

(breast-feeding ) I') # [15) = 1 G0 20 i U;F‘[ﬂ EI

(=) [ o Rt 2 e SO [ TS e = SO 89 > 1 1999 F = 2003

F VR =IE E| LB/ FEF?"JT[‘ [7ﬂ » SEF [FQ%!%'VFJ% Sl ?{Ej{fﬁf“ V7= o
BRI (severity of disease) !

(= ) BT PR T ORI TS T YN PR 1T S o ok
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LA R <

(Z) - oA BRUHHE - ﬁﬁﬂﬂfﬂﬁfﬁﬁ (‘encephalitis ) ~ L %

( menigitis ) ~ E@Eﬁfﬂ%l (paralysis ) ZVEAR -

=) e SFEET - e

=~ PR pVETE TR (availability of screening measures )

Ellﬁ[l?*fﬁ*ﬁllpiak AP R GRS F 2V SRR R
WNV ey [ i 8@ ORI R R PRPSEss » fv e i

T 7P RS WNV e R DM RO o R

Do~ BRSO g FEER R puJE i [ (availability of tests for donor

screening ) :

2 AS FDA RS BUFT H it WNV B8R [ HEIRD NAT BB
FRH T EUp#AS FDA FIED B3 e Iy WNV 2668 - S AHRLY

NAT Zegg T Pl -
s E“[ngfgvﬁ% &k (screening for WNV ) :

(_)Jg[ajgl[et VR b Alé@f— QF”—P] ,Jﬁgﬂrﬁj Ew‘ﬁj R RN T e |

AR o
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(Z) %‘}g[)ﬁ o E[J?Hﬁﬁ X l}ﬁ%’{/\ . V[ Ei"fiﬂ [E R ﬁf”%l (acute flaccid
paralysis )» I’} EEEUEJ . ﬁﬂjﬁ%‘ e [E’FEI (neck stiffness )~ f5 fii 4% ( stupor ) ~
fF:, = ~ [ (tremor ) ~ TEI}?} ( convulsions ) ==t A7 /’ﬁwﬁﬁl ( muscle
weakness/paralysis ) ZVER o

® [k (Sepsis)

[P oA U e ij?ﬁﬁs’lf"”ﬁ— ( bacteremia ) ~ E!'Ff"”ﬁ ('septicemia ) ~ Fp
-5 (sypsis syndrome ) ~ = LS (systemic infection ) == 1% £ Fu (septic

shock ) = -
— N @g\u@i]’gﬁ :

(=) SR o RO LS T 1 HCT/PS % 10§50 e s « £

‘_L\

= RIS R R A B SR B~ A S I IR o B HCT/Ps %

i

(Z) W%EIVZIF@? ]7J§r7l iﬂ\[gyl[gyly @5—!5] ”“Eliulﬁ\fﬁ Bl IJ—‘I ) «[ﬂj/

PS> PP o 7 SR R 1
T BRI (severity of disease) :

R L P g=d }J\JF@ S AP A I N

¥

S OB
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(—‘ ) E[J‘Tr‘l:[?% EUI:LIEK ﬁm?@q[%?ﬂr I,":"[ Wﬁfj =0, FIJjJ*/\{EP—-Ej E[?‘ﬁ r\_L_EJ

y;\u@n IKEAE“ R

L

u

dﬂ

(=) F\ DA SR R B TR T Jroo » R e 3 S

SR R P IR T A -
=0 IR IR I SO s PR TR

%%BI’:;EZ"'E*%?O
P~ P gk
(= ) M BRI fll\j\ ol L
1. JRREENE 38°C -
BRSNS 90 N
3. PR ?P@J STEH 20 VRS S S [R5 BE 32 Pascal ¢

4. I A 4,000 ~ RS 12,000 5 F S EEEEEGIEHET )

N
(=) It
2 H R .

(P Bk iRy 7 53 (S (hypoxemia) ~ [ (YT LR - oliguria » S
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Y (R

° Jyﬁ% (vaccinia ~ —Tﬁ@)

N I'E:l g\b]’/ﬁh I'g,ﬁ :

(= ) St 51 % 1 HCT/Ps i i fe D | fOW e g o [ =18 = R[5
zﬁ‘?'ﬁllﬁl“ fikd; (viralent) [ R - %ﬁﬁ;’f}%ﬁ. R

(viremia ) » JRFIF RIS - 591 R e E R

(3578 F1) I Xl i SR R S R AR )

SRIED z@ﬁﬁ%gﬁgﬁwﬁﬂ R

(Z) BER P URh 3 7 SUBI | ESCeRf = Sl > BB F1 2002 &
TR BRI S R TR IR 1 (U
ADN ;I%’EV%@F \ErEEE T jé’ﬁxﬁﬁﬂ f MW 7:&1@'@“%%5%#?{1
%@{:@Fzrl , I—Lﬁ)‘tﬁﬁ}’?ﬁ U[F[ :fij:EL[ﬁ ?ﬁfiﬁf“lﬁrlﬁ Fivt L[IEEU’?FJ?J

= PP L 8 (screening for vaccinia) -

(=) EJ% ST O F AR T > SRS R (complication ) HE-
[ﬁ:gﬁu&?ﬂh TR
L FHCEl E T e (scab) #TE ~ iR T A - [T F,FITHE@

SRR+ [ H R B EIREIT TP e B o
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FECRER (B ) [ AR e

2. BP SRR H Rk TR A R R e R TP A
o I SRR T A - U S SRR T R

H o [ AIER AR

L
—v—r

(Z) B SO AT ]~ JLg " FEEEEHE & AR AR (Y) Eczema
vaccinatum : £ 75 k2 - Generalized vaccinia : = =} {%~[<y9/'% « Progressive
vaccinia 78 g8 F AW B 0% 1 = B4 5 gy Postvaccinial
encephalitis = FF7E S 14 % ') 2 Vaccinial keratitis * ['155 /& Yf\“ﬁirﬁ?
PR ) VAR T R S AR Ty S T

RSB
=) SRCTRBEE YR H R LR i
2 I AIE A - H AR P TES N F A 3
e A T‘; TENTR R SV TR SR SRR IR

PR HL i 208 (ol S Mt AR I 27 » B

—v—r

SRl

® KU SHY B E L EPTEEfREE (Severe Acute Respiratory Syndrome,

SARS - during Outbreaks )
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N I'E:{ g\b]’/ﬁh B'ﬁ :

(— ) SARS % d; (SARS-CoV) Z'E|FI HCT/Ps @ﬁ#[@ﬁ“%%f@?ﬁmﬁﬁi
Fi'fE e PYERE I SARS F_l?{ﬁl]aﬁ?% TR, ] 153 B
oo PRFSERR 6 ’—ﬁ]'T@E&B“L_E FERR R [ R ﬁ&ﬁm’

SARS Rl E T HREER SR if i F % HCT/Ps & ffl{ VT Y

(=) 2003 # SARS /=] » 3 @I ﬁpeﬁ%ﬁm > T BB HH

Wi%'%%d’ﬁ?fqﬁﬁﬁﬁﬁy\iﬁ?iﬂf*’iﬁi,l\?ﬁ;ri&k FA ‘EP IFL‘
o UEHAVETE Tk

AP PR A EUIT'E% ] ﬁ’ff?x_ [ @ﬁlrﬁ@@f SIS WA
EIEE F{ﬁ%‘\lﬁ&'&’ﬁ *Ef‘rfﬁjﬂfl I% ( Center for Disease Control and Research, CDC ) #*
FIAfG 2 ) SARS Tl £1ffl i > [0 = 5F F< LR R VRS G SR T

Fi " IIEREFR - SRATER T A -
(=) EHHED SARS Uy T 1 s = o 7 EHE 2 SARS HEHCH -
(=) T3 A PUEIT R % 2 SARS FUH UTHREER A
=) s A PAETE ['F:?E Fwﬁllli""i SARS JBBLH -
=+ SARS ji i HIV SARS #if :
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(= ) ZIEYEE RIS (asymptomatic/mild respiratory illness ) # -

HARBYSH T PTIE  [SOEABTEE SARS PRI T -

(Z ) A ps Pﬁiﬁﬂﬁé{{ ( moderate respiratory illness ) ¥ - &l Jﬁ%‘,,iﬂ%;ﬁ} 38C ﬁ? 100

F o SO ~ PRl - P A ST PRI SRR )

(=) BFEIP= gt (severe respiratory illness) ¥ - Béﬁ?ﬁﬁ Gl FBM'?F'IH
38°CHY 100°F » 7 LURIIRT ~ P L ~ Prihe I a8 b g of
gr)s o EwE X ﬂﬁﬁl TR S pypm e A {5 (respiratory distress

syndrome ) °

e BB FZ M BV B R Vﬁ B & ( Communicable Disease Risk from

Xenotransplantation)

ﬁ’?ﬁjfziféﬁiﬁﬁ (xenotransplantation ) » 45 (= {7 48 F 17~ SIEFIFEAR - A1
SRR AR R R A R N R AR R B P

It (exvivo) £F RS [VZE " STEPIREVI ~ AR R g R o

FDA/CBER &~ T o BFAEFE A % Ff#[%fgﬁ[’[gi N Ey%gg;g;@;@
B il <08 B AR RS - ) Y R
({1 e Y TR B 1A SRS B P st b 102

e r=rke kS ?ﬂﬁz (Y F'JF %77~ I ETS rﬁ" ﬁ,l[fl:JTF RUH vk
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o HSHEEIRTEE 1997 F - FIFL¥EV = & (Compare This Draft Guidance

with July 1997 Guidance )
1997 = F[ Jﬂm%[ljﬁlli’d/% EJ%W:
< BRI SRR TR [ IPOH o A 2y

S T T BB Y * PR B I C
R S RO B L 0 ] (AR

= T R IR P o 5 RS T (L T
A S WP EWT T (SRR -

P4 R T TIPS e R TR R -

® 2004 # RE IR HUFOBRI

- S TR R TS R ] - B A ¢ YR
R T L A B S R R (I ER A B i

(anti-HAV [gM)ZAER 2! i) o FIHIEEL T (4

@F

T P TR L T A I o BT A T I R

—m‘FN

WS~ SRR T A% FDA #E: PO S

EFERPL A I B F A )

o HHYAEETEE! - FDA a:ﬂ-*jgl]%k FRpYE R (Donor Testing: Specific Test
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Recommendations )

|
up

SIS AR T)FE JFFJFF ) (HIV, Type 1) : FDA =Ifji&

anti-HIV-1 ﬁ?ﬁ*ﬁ%ﬁ?’ﬁ?%ﬁf E| anti-HIV-1 == anti-HIV-2 ; ﬂ:F | I A R o

o
&

YT TS CHIV, Type 2) : DA #-= {16 anti-HIV-2 AT

FL\ 7] anti-HIV-1 "2 anti-HIV-2 5 f/\lffj AT =T

b

"3 B R ,‘jguﬁ% (HBV) : FDA =I#){& HBsAg itz e | o HBV

AR anti-HBe BIGTRREVR » [H T3l POOU B e D e -

P4~ S C ERE S E (HCV) @ FDA S anti-HCV S| -

Ly

» A4 fEBEPE | FDA SURJIE T E SRR (Tl A @Fn%°

o .MM HAmEIEpE : FDA puvE py @ F ( Donor Testing: Other

Recommendations )

- W{fl&‘rﬂ’ﬂ & (nucleic acid testing, NAT ) © HZEEHT iﬁ’ﬁ%‘?&iﬁ # 0 {7 FDA

FHED Tk HIV = HCV - | NAT 45 -
T p24 HUREYEE (p24 antigen tests ) @ T EERIM

= SHR T Ak (non-recommended tests ) : ’ér - R RS S Y

pIREIE AR - AR (R R -

P~ FEFENE (confirmatory tests ): [ 9 - FTE [ IR I T =By s i -
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T B B EALHVR (anti-HBs ) SR ¢ RS -HRRR AR AL

’

>

7
L

F\,{E{ HBV &
LA HARECEE! ¢ = E1HIER (Donor Testing: Triplicate Testing )

jﬁﬁ Ui HCT/Ps & fify = & #54g - (& (M o — 5 Py & 28 (organ
procurement organization, OPO ) [UZEE&FH N -

B CDC i~ OPO i f=fB7 — BUEE 7k iVl s T AriEy - il = Eitl

R o

T

e I)E&)FTE: [ Iﬁﬂ‘%"ﬂljl_j\ E 196+~ jE ﬂE%H = IHEfJEJ@ F‘ETEIF[J “= %IFE” )

gy ’—[EIF <Pl FLET - OvEdE (single run) o

P~ - BEERENS [HTURS e (three individual wells) 05 i A6 -

A ARSI IERARY [ F R LV A - PSR R T

A i -

:"'ﬂfﬁﬁ% (Plasma Dilution)

R T T S T -

st TR SR E Y S RSy = FST T ) BE (autologous blood

removed pre-operatively or peri-operatively ) == £ Fr#f (reinfused ) T %T%,l
Ei 'f'f’“ EPVELETE F' IFL‘
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F{ln,/ﬂﬂ NN l—Eﬂj (= ISFFI?%‘J % (1:2 dilution ) ) » f H e

1ﬁwiﬁﬁY1p T

w~T%%%m%ﬁﬁmﬁéﬁﬁﬁ%%?ﬁﬁﬁﬁﬁﬁf‘“ﬂ@p& -

o EREF VIR : (S HCT/Ps & el CE e B Ty 2 Fl S
FLF'F ’mg\hwpﬁpﬁﬁf’ﬁ}ﬁiﬁ% ( Draft Guidance for Industry: Preventive
Measures to Reduce the Possible Risk of Transmission of Creutzfeldt-Jakob

Disease (CJD) and Variant Creutzfeldt-Jakob Disease (vCJID) by HCT/Ps)

PR [RIRAT 2002 5 74 Bl 20 o PR fifdpd [EUASE] ARRRS R
SEPRETE (VR faa ey E L0 EIF] FDA/CBER [ #2E0 %ﬂl]ﬁF[jl&ﬁE"ﬁﬁfﬁ

A A0 0

ngjz HCT/P CID }JF'[EJ [£1% #"“?J [FELT 2001 J%JIF#EJ;V ﬁlﬁ“‘léki'éﬁf}
}L-{J\ﬁg Vﬁ 3@?&%% A Tfll ( Transmissible Spongiform Encephalopathies Advisory
Committee, TSEAC ) ﬁ% ) Fgffﬁ.%:“%‘% (unanimous ) {3 3?#@1’" [EzevCID
a3 HCT/Ps ﬁcpﬁ#ﬁ‘g\“ vCID IE[LJ%}%;T%?ELE{J?% » ELF[ e ARV
P s E'%jﬁﬂqﬁ?ﬁﬂﬁﬁ;{%ﬁ 2 F [ﬁ'}w‘?\fﬁlﬁ“r E: vCID fYRE G [ 7 [:‘Saﬁ]lﬁeﬁ

% CID (sporadic CJD) - |ij TSEAC ﬁ%}llﬁé RIFUHRER » W R FDA i

L[IIIIJ— ﬁjgm;gfu}“i TEPIT (BSE agent ) pHFEH 5 35w fﬂ By /RS S (LIS Tk
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il e/ kEAr @ (hematopoietic stem/progenitor cells, HPC) FIF 3] * £F5% £ -
A=ES ﬁ?ﬁf EEH:] #! (National Marrow Donor Program, NMDP ) .l fUskFF R
RS0 F11998 & 2 2000 & o S B VK[ HPC > H s F g Y
PR PEEEIF 5 VA A+ v o 2o — o

[ @ o P B ~ 1= S IR BT (7

SRR -

® HCT/PCJID }JF'[EJ [£1%" (HCT/P CJD Draft Guidance)
-0 j&'&@fﬁ?ﬁﬁﬁ“ﬁi’%# HIZEHIREER T F,Tﬁ :

(=) RS R vCID 3 PrRT] CID -

(Z) ¢ & AR B RV (dementia ) 15 [ ([P FHIRESEL [ [4E ~ J5 H ARHIAE
BRI {7 (demyelinating disease ) ~ F5ET 95 SV P il 1k
T e PRI PR A R RIS (R R
&7 (brain tumor ) ~ gglﬂfk[ﬁﬁmf' (head trauma ) ~ (B[ 1 HY CVA ZTR(NAT
@y o Pl ape

(=) HACEPNE R ~ S4TSR R Ve W B %

71 CID AV T » aB51eT R CID et

(P4) F1 1980 & % 1996 & 1 [ i HuBsi= {54 5 RIA ) 2 T o -

—Tm
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() FI 1980 & = 1990 & FF5 v I Z (= Ao (0 SCHTAY B~ B SR ES
Y ARSI Y B S RS LS R 2 R {211 > i RLET 1980

% 1996 F [ SURIH PP RL S BRI A [ F] ] FROR K

(7 F1 1980 & 524 [l 2 e P Cor 5% 1980 & 2 1996 & R 2 )

BRI £ B3 5 1) AORRE -
(+) #1980 & =5 |1 rij\[ﬁﬁ”ﬁi% 4 RN e e LA PE RIS St I

(1) BRZRpemeEe o i - | - B Sk ZE R Fr 1980 & i V> BRE ET 1980

=l o A I ST
~ HE B2 PF”F%;EZ[*? 735?3,;5;”31',35(“1 o
= SIS SRS (HPC) HLA [t e s

(=) ¥ HPC R H LR (5) = (1) SpRMEAEn T At o 3

B Ve B AT I TR S 2 S 3 HPC i ™ -
(=) F I kit b HPC i, » <R B i %
P4~ vCID/CID IR 1G] L ﬂ?ﬁﬂﬁt’?ﬁal%‘%[f

T RZENEE S CID AV j ™ "ﬁ"{g P‘/ CJID EL{E £, HITTROR] (latrogenic ) ~
5 B BT HLH B R R CID AP SR » P CID
el I
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B~ B A I () AR — e LB K02 Brasi@ - R
(Overview of the Good Tissue Practice (GTP) Regulations-Major

Changes from Proposed Rule-Quality Program

B[ k?%;ﬁl;[qﬁj A A s IR ~ 325 ﬁ;ﬁgﬁzﬁ:}ﬁ AIES S il ﬁﬂ’r&‘aﬁ“* N7
i R LA [ B4 B current good tissue practice for human cell, tissue, and cellular
and tissue-based product establishments; inspection and enforcement ) fUisas{k % I
K°2004 F A — F|Z A PUpLe "ﬁjii" Federal Register 68612 #7510 7" #y B~ 21 CFR
1271 ElfJ—_J'Sﬁﬂl'}} D E ¥ F (subpart D,E,F) > ™ = ?}Eﬁij(ﬂﬁ'ﬁ’\ 2005 F T E[ A T
P20 3800 Sl ™ R B PR g s l?; P10 iy M R~ 3 T LA

Jor ~ SRS ELRLREY & il (HCT/Ps ) -

© ST AR (A S U S G A O R
( Current Good Tissue Practice-Good Manufacture Practice-Quality

System Regulations, CGTP-CGMP-QSRs )

=~ HCT/Ps & {i¥ 7T /4 PHS Act Sec 361 fF* L H (361 HCT/Ps )+ i | CGTP
VA

— I }_g_- fe, DR s %

~ -~ HCT/Ps @’f[l Bl PHS Act Sec 351 {4t » = Hflﬁﬁmf{’ll ;ﬁlﬁ}di
%" (Food, Drug and Cosmetic Act, FDC Act) H/EFES E&L H S %

Pi f (351 HCT/Ps ) » [R3#* | CGTP [/ﬁlﬁ),ﬂ]tﬁ{hl M CGMP fi9
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1

» HCT/Ps & ¥ [MECFDC Act 53 HIERRNTGEATH - 15585 CGTP 9 » (IR

Fi QSR VAP (21 CFR part 820) -

o [IEIRZEINFR L RV BIBE (Major Changes from Proposed to

Final Rule (when effective) )
-~ fuE f' ( Terminology ) ® 73 ( Definition ) :

(=) "I~ A~ A s %f'rﬁl%i?‘?;l/ﬁipplﬁl (human cellular and tissue-based
products)" ﬁ'@ﬁ[ g« JF‘E‘ E[qtd ’r"*_‘&k/ J Equi} o e ELWVF}FF#,(human

cells, tissues, and cellular and tissue-based products, HCT/Ps ) " -
(=) HCT/Ps % gl FUCH BSR4~ % -

BRI TS R 12713 IR 12713(d)@) S T 1

1271.3(d) -

() JT 2004 5~ 7|2 E VSR TR o S TR AR
AT HCT/PS e 51 > ST 2005 205 = f 2 p1 > 3, 1
TR AT 127000000 €5 FIFUR ELHIES 361 HCT/Ps & ff - (24

(P4 7 1271.3G) S fI1E | Fﬁ% “ “ﬁg”"ﬁ& (human tissues ) 7 AYTEZ » FIi[f ?’F'[
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FREHT 2005 = 2 E[ A D pI o SR EERAE ST PSS SRR -
(=) E'fy 1270 ffﬁiﬂi'ﬁf‘[’ﬁﬁ%ﬁéﬁf °
(+) F,'Jf‘eE'J (adverse reactions ) (1271.3(y) ) :

ENE g JFIF” (noxious ) FW FHEAH Y (unintended response ) ™~
’J’i’%@iﬁ%‘ﬁfj‘[%ﬁﬁ?:?@’%fﬁﬁfj:ﬁ' IS HCT/Ps il [ 52 -
WA g - FE J%‘[’EIU (noxious ) f¥?FHIINZAY (unintended response )
bt SRS 0 HCT/Ps o 58
(=) %% (complaint) (1271.3(aa)) :
T W SR (1) - [ HCTP &
AR ﬁlw[ﬂ?f#ﬁ =HEFOH B (2) - HCT/P F;;%Fﬁ#[ﬁ@fjjﬁ:ﬁ?%h’gl‘%“
A B (3) - HCT/P EfFPF[hH'.B;T‘p SPNA T GTP A1) & 2 IrujﬁLﬂ
R L o
FANER P H@’E‘H;*—’ *“ﬁl'%ﬁfjlgﬁ HCT/P E’—}Ffﬁ#lﬁg'ﬁﬂ/ (1) -
(% HCT/P T}'Fﬁ! = RS Ry e A= [EEAGIE )‘rf HioH - (2) - HCT/P
o if =P S 1 GTP A g o 2 (72 R R € VR EL e o -
(") el (distribution) (1271.3.(bb) ) :
g A R M B R e NP
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HCT/Ps &% lﬁllﬁ Jﬁﬁ? (convyance ) Zo5EFL (shipment ) ( & 7 ﬁ?‘ E'ﬂﬁi?q'
B e

SRR FHRS T AT TR o Pt S e A

ik [ f‘[ NP =i HCT/Ps % fﬁ[![ElU Zfid (convyance ) F4EH)

SN

(shipment ) ( &/ ¢ ﬁ? ‘E‘F’ﬁ?“') T ET o

3&%

(Jv) HCT/Ps EJE;%FF# 1% (deviation ) (1271.3(dd) )

W B SR CGTP I e A
FYAFLOE I o - R O A L (0 R TS e Y 1
(unexpected ) ﬁ??EﬁJiﬂEl‘[‘iﬁ (unforeseeable ) fUHI[F -

BaFEg - T 1271.3(dd)HTpT bwffc P v K Pk )

ﬁEJEI”TI”fT]%F[UE]H'%JE » ER el R pﬁﬁi@@%{“’ﬁﬂ%%{%ﬁ% °
(1) ZJ* (processing) (1271.3(ff)) :
B FHRAE = HCT/Ps EprF[[fﬁ%;% R ETE R -
v SRR F%EJ V35 HCT/Ps % ﬁl‘ i~ df[F‘ﬁ ° AT ﬁlj?ﬁ (HZHA
T ] (preparation ) ~ I (sterilization ) ~ Jf s %% 23 iflf P
I (steps to inactivate or remove adventitious agents ) + RERj CE! | fH [

( preservation for storage ) » I'] & | I {77 Gk [ & (removal from storage ) &7 -
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FANES T GRS P AgER (testing for microorganisms ) 7
(1-) %ﬂ%?”ﬁ#lfﬂwﬁ (1271.3(gg))
(1) TR (quality audit) (1271.3(gg))

SR G AR ST PO AR ST R
ng i SR S SRR A Y (g Bl ﬁ@ﬁa ~ SE S (A

I A R R R

BRSBTS R R A e
> T SRR SRR f V% CGTP -4 L (core GTP
requirements ) ﬁ'%%ﬂ/d’ (F f“‘iﬁﬁﬁ FIWF”E [E'Lﬁiﬁl\’ﬁ%@ ﬁﬁﬁ ‘ﬁT ﬁl &

f[%ilﬁ B lﬁ%ﬁél%ﬁyﬁ“j@%

= ~GTP i % aal ﬁjﬂ EEpY o (FE R F9] 7 (introduction ) ~ {H e
( transmission ) Bﬁ’@r "’FJ (spread) I'Eiil?;\“yﬁ » I wjflj“nzr% HCT/Ps E;}Efﬁlh;[/ ﬁiﬁ:
(function) * % @[f& (integrity) THIT ﬁ[ﬁ IJ”Q}JAH?}‘;“:T F’ﬁgj o SR TR

ngtf GTP Pl 2R = d b F%ET’LTJFJ‘: ( function) 7&/3‘&?
1% (integrity ) 3 AFL’?/?PLTE PR PR U GTP I ERFTE > S a4

Fl=s TP

=~ ~ CGTP fJ-=#IE (core GTP requirements ) » {3 jf 2 [0 - {E g F 17.\“* ﬁl}%ﬁ)ﬂ

[ > T ez Ol T R
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P~ 48 CGTP Y o ] Poifl e 4 0 R = B A R T

GllFe CGTP A I EAE L - [TpfEe CGTP 2 Y~ HIG5 -

Tk 1A PIjE W E 2§ HCT/Ps % ik % & B R 0 F -

TABLE 14

If you: Wou must:

Berform any step in the manufacture of an Follow CGTP {subparts C and O) (§ 1271.150{a)) as it relates to that step.
HCT/P

Perform only some and neot all operations of 1. Follow enly those reguirements applicable to the operations you perform (8 1271.150(c)(1).
manufacturing, and do not make the HCT/P | 2. When you receive the HCT/P, determine whether the HCT/P meeis all pre-established cri-
available for distribution teria, designed to prevent communicable disease transmission, for acceptance or rejection,
and place the HCT/P in quarantine as appropriate (§ 1271.265(a)).

3. When you prepare to ship an HCTVP, ship the HCT/P only in quarantine and after deter-
nuning criteria designad to prevent communicable dissase ars met (§ 1271.265(L)).

4. Investigate all HCT/P deviations related to a distributed HCTYP for which you performed a
manufaciuring step and report any deviation related fo core CGTP reguirements that cccurred
in your facility or in a facility that performs a manufacturing sfep for you under contract, agree-
ment, or other arangement {§1271.350(b) 1) and (b}2)).

Engage anather establishment to perform any | 1. Enter inte and maintain such an arangsment only with a reliable establishment that complies
step in manufaciuring for you under con- with applicakle CETP requirements. (§1271.150(2){1)).
tract, agreement, or cther arrangement 2. Investigate all HCT/P deviations related to a distributed HCT/P for which you performed a
manufaciuring step and report any deviation related fo core CGTP reguirements that cccurred
in your facility or in & facility that performs a manufacturing step for you under contract, agree-
ment, or other arangement (§ 1271.350(b)}{1} and (L}2)).

A 2ok Subpart D € L FREFAT 361 HCT/Ps i i

= IR 3 (B R B
[ Sr?[ iy D @ 5 BB (B AT (Subpart D — Current Good Tissue

Practice)

- ~ CGTP ’EFJSETHE,IT%EJ fEgi[pl e (recovery )~ % E! (process )~ &+ (store) »
5 (label) ~ 84 (package ) ~ M [idi2 (distribute ) HCT/Ps F}Ff[l K HL
# ﬂ%i@ﬁﬁ?ﬁf HER I @‘ﬁ“wﬁ@{ﬁjl\‘\ ’ff -k FF#IF [ g f’FIIF'GJt*fJ

F o
=~ CGTP V1ol 19 » # il HCT/Ps ﬁcpﬁ# r,ﬁliﬂ“’ﬁ ST AT
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A\".I'E:l \fbyli'[]}_gli—f} YL o

1

= ~ CGTP @ﬁf[lﬁ’?ﬁéjﬂ@@ﬁ“ﬂﬁ FL> qu JTP 'EI%I (ﬁﬁqjj}[ . rIJ g TR YO

YAI fﬁk’ﬁ 5 ’@?J@? (TSE agent) e
® RSB e EpY- 4 (CGTP—General)

-~ COTP st 3= 502 & HCT/Ps i il ik ~ Bl frfline =

HET (1271.150(a) ) ©

~ ~CQGTP ﬁ%ﬁ[ﬁ'%@_']‘ﬁ? CGMP » CGTP ]Elﬁ’ E’!‘fF[ﬁAB"BLPﬁ 'J[ Yy’\’ﬁ

(1271.150(a))

1

= - CGTP R W g % HCT/Ps B il (1271.150(a)) -

P4~ BB RS 2 R (RSN T A CGTP A iogip 21

(1271.150(a))

~r ~ CGTP F@F G (ke %ﬁﬁ (facility sanitation ) 11‘" ﬁﬂﬂﬁf [Fir = (storage at
appropriate temperature ) =~ F‘, TR B ﬁﬂﬁ[}%’é‘?%LFgJ [ e B

T (1271150(b) ) -

“+ ~ CGTP H l”jjﬁ GTVHE S B0 CGTP A i B~ 2 el ﬁ‘rﬁ
CGTP ff = L[ fLETEF 5> $71] L 48 COGTP VA% = B &1 =

(1271.150(b) ) *
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® R B AR (R ERp T~ (Core CGTPs (10))

5 RAE RS [ EIORE - 8 3 PHRERERI (exemption) ~ (il TT&T i

( quality program) - * i (personnel) ~ #/ & (procedures) ]%)F“? (facilities )
?ﬁiﬁﬂﬁjﬁ%ﬁﬁﬁ ( environmental control and monitoring ) %ﬁﬁj (equipments ) ~ {#
e Erpfr VR (supplier and reagents )~ FR & (recovery )~ BRI =2 G *F‘fﬁjﬂ ( processing

and process control ) - IA4R#P 1 ( process changes ) ~ A FE‘YY ( process validation ) ~
THJ (labeling control ) ~ fF (storage ) ~ &I ~ [i=f 'J:\_l_'é‘ ficli= (receipt,
pre-distribution shipment, and distribution ) ~ 5el&#% (records ) ~ 3f1 (tracking ) ~ %

AR (complaint file) HPT - HIRAAS « BURIEH] - 4l - SR Mg

R4 SR R S o s [P R

ﬁ‘,?ﬁﬁ[‘;&?ﬂﬁg ('donor eligibility determination ) 5 ZFIELE £
[ ﬁ“lﬁ ﬁ%ﬁi %‘_\jlfjjés'%‘[ ( Compliance with Applicable Requirements )

BRI SR RO (Y R R COTP oL
TR ) AR RS RS S R R L OGTP
JHIE (1271150()(1)) » [iH FH 5 TR i iin £ B 5 - HIR
BRI IR (R TR R CGTP VA # 2SR 0 T
FIF i CGTP » 25V S R ASREfp e B3 () CGTP A& « 35 5450 1

Fhr_‘ﬁ/\ CGTP /4l » 4 EI%“%%E}'FJ (1271.150(c)(2) ) °
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® T[RIpVEEASEE (Available for Distribution)

’él HCT/Ps ﬁ’:ﬁ,g@ﬂ?g boiw VASYE R Tl s A Flﬁ;g* j@;ﬂ[guﬂ: RS
LRl T _%Ff[! i L‘ | Subparts C = D I/ HIE » F/%&ﬁgw FIF[Eﬁ [l

A7 FDA (1271.120(0)(2)) «
® =21 CFR210, 211, 820 LAY & (Compliance with 210, 211, 820)

TSR IR ROt G+ 8 o 2 o3l o i P12 iE Y HCT/Ps
& i =& 0F 1271 Subpart C= D fui » [0y £ TIPS =0 = ARV ES - 207
“ 21 CFR Part 1271 /#5% Part 210 ~ 211 F 810 #5715 - el | o+ o8l v e

{'ﬁp SES A=) qfijJL I/ﬁFI HE4 (1270.150(d)) -
® EH#FZEREI (Exemptions and Altinatives)

. T)’%‘}"Fﬁ' J% Fh (Flwiguxﬁji[erswm JE ) Hl% s BT IR
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