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~ EIpY
F B AL i BEP iR b (Food and Drug Administration, FDA ) % P13
fﬁlﬁﬁ?}lﬁf[m ( Center for Biological Evaluation and Research, CBER ) * B[ 5[/ &#
v# (Office of International Programs, OIP) » % 97 & 10 F| 14 [ I 16 [ 17 [ £/
/1 Rockville [ F1-WEEES PrgPRBI R * 15 ’gf ( Foreign Regulators
Seminar ) » I'| Al G VA E I}Ja\[ﬁﬂ'i PIERI AN YR )~ CBER
EERE R I R RN R R R LS A e
SRS~ PPRCIRAT > 2 PR IR R SR R i R
BHTE#H = CBER & FDA fi 4587 L b gt - @i HIEUE B i
SRR RS S YRR AT i - BRI i -
(1R i~ B~ D AR B R L bRy A
R Froip PR & PO il T BRSPS BRI R
I ELFVR e SO PR e B FDA SRR 2 PRI =
BISERS » SPIE S BLER T  DREYA] ) IR R R AR AT
PRAF A = A VI e 2 PRI 8 A2 o RV s
FDA .V CBER ~ 8l {7 f| -+ (Center for Drug Evaluation and Research,
CDER ) B%ﬁ?éﬁfﬁ[}ﬁl‘iflm ( Center for Devices and Radiological Health,
CDRH) & % P25 ~ — Al PRl A1 0 o il B (S e - AT
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Z - RRCTAERT
oo 2 ?ﬂfﬂﬁ]? ['F‘,E'?’FE%HIA [y /i (Overview of the Center for

Biologics Evaluation and Research (CBER) )

F BT H 7L % (Legislative Branch ) ~ /=% (Executive Branch) - ﬁjiiﬁ
(Judicial Branch ) = f#7] * ELEL#ED “”'*“Eﬁlﬁrﬁ » Ep[1ob ﬁf[ il @a@'[ﬁiﬁ'ﬁ (U.S.
Congress ) £h= };; ) ﬁp‘”ﬁ R {2 ) S B = ?’é Lﬂrﬁ?ﬁﬁﬂ“ﬁ ( President of the
United States & Federal Agencies ) FGE'&’ ﬂ N* IFF RFF RS 2 3 H# [ ( Federal Courts ) °
AT S ff PIEVFTF ARG (= iy - Ul 2 U 7FE'F7~;JE ﬂ“*fff (RS
K iigl%wé?f?[ ( Department of Health and Human Services ) » & ’f[l =P %%EE‘ i (Food
and Drug Administration, FDA ) [} R * JER55H0 BV — ;E[?ﬂ?[i%%% , F,LTIEFG
2SI EAID 2 R S P BRI P

B R 5

%\[ﬁ?[ﬁﬁ ﬁi’iﬁ fb I F1RBE % (Office of the Commissioner ) =2 ™ [/
EAETHEE S % (Office of Regulatory Affairs ) » fﬁ] ”FT%‘EV?%TQ/ k3 #’UWJF@ [’FP[ 5
’FEJIU'“HI ‘& (Center for Biologics Evaluation and Research ) ﬁfﬁi #’:Fj PL Fl1-&

(Center for Drug Evaluation and Research) -~ F&ff% Pﬂﬂ?%ﬁ@’?ﬂf[l@ ( Center for
Devices and Radiological Health )~ fiff[hi =T ErE 11> ( Center for Food Safety and

Applied Nutrition ) ~ EI*J?’U%FE#[H I (Center for Veterinary Medicine ) ==l =, %



’F?W JEf[1-= (National Center for Toxicological Research ) &+ J\FF[ A Cop™ qai) P

FDA Organization (simple version)

Office of the Commissioner

Office of Regulatory Affairs

Center for Biologics

| Center for Drug
- Evaluation and Research

Evaluation and Research

Center for Devices and
Radiological Health

Center for Food Safety
And Applied Nutrition

Center for Veterinary National Center for
Medicine Toxicological Research

@ | £
PSR H - FDA (1 JBf - o PO AT S A ST [
B S A A0 > 2 CDER « CBER % CDRH S 1- 53 Bl 1 il ~ 2 7213
VS e F R A ﬁ[h F 1R 742 (pre-investigational new drug application,
Pre-IND ) ~ & ‘U H/E&w 2 4 i (good laboratory practice, GLP ) ~ Fr85[iH ZhiE
(investigational new drug application, IND ) ~ f& UpgiF FE@HI T (good clinical
practice, GCP) ~ _’—ﬁ Jﬁ'ﬁﬁﬁ[ fwk# ( pre-marketing approval ) ~ & L i—’?r!lﬁtﬁ & (good
manufacturing practice, GMP ) ~ i& Pﬁ#[_’—ﬂ | % B (post-marketing surveillance ) '~
Tﬂl’i'i%ﬁjiﬁﬁ (adverse events reporting system, AER) 7> [l Pﬁ#@%ﬁ%f
RS i w02 BE AR G SRR - PR

By ﬁﬁ "2 5} (Pharmaceutical and Food Safety Bureau, PFSB ) ~ s £1 Iﬂh%?’i
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E‘*LE rb (Korea Food and Drug administration, KFDA ) ~ #rJ[11# R[22 5} (Health
Sciences Authority, HSA )~ 3&3’“?&@3%;# ArEd( Therapeutic Goods Administration,
TGA) B3 % il 77 ) (Medicines and Healthcare products Regulatory
Agency, MHRA ) =75 B8 S5 FT%F%J (B E VR AR A s

A BEPIFE ) ( Taiwan Food and Drug Administration, TFDA ) » $22VE1 73 1) il
RRIRVED COITGA o3 A4, ~ Byl ~ PRI (7 il > iR s (R B 32
SRR ~ i3 TS R COMApy B = ) poatad it - =2

FDA WAl Pl BRI I L A= b ey E i~ 5 B

FDA ir;fﬂwrr Iﬁ[’émbfl‘ L (e [ﬁl T [(EEET R (Office of the

Director ) _"I%E ifF’J“Q‘fWJFﬁ} [Ears) f % (Office of Compliance and Biologics

CBER Organization

{ Office of the Director \




Quality ) » ™+ %E"?f&mﬁ%@ 5 (Office of Blood Research and Review, OBRR ) »
YR ARy %L (Office of Vaccine Research and Review, OVRR ) ~ Ffa ~ 5535
FIf
A [ﬂ?F' V¥ (Office of Cellular, Tissue and Gene Therapies, OCTGT ) ~ % PifiF =
o= VTFJ Kx ( Office of Biostatistics and Epidemiology ) - (i i 2 5 ( Office of
Management ) » % i ~ ?”'ﬁ@ﬁilﬁ’ﬁ\fi $2%1 (Office of Communications, Training
and Manufacture’s Assistance ) =+ f[ﬁ'i?qfﬁﬂf'ﬂ o Bl 1o JhE ] F DI Gl R
H #*F (innovative technology advancing public health ) » 7' F |33 » v = Jfi—= i
[ F 2 +

FJ%%EI%&FIEJ :

O Pl H IS F 3 AN HE ¢ R

0 [ = - T j{sf@f: FF[}[b F‘ UL B W(.ﬁfﬁzj]ﬁ[

O  3i{~ CBER w5 KL HTE[IY % PUgil MRl i -

AT g TR = G &0 B~ e B M e~ e gL P e
B ~ R R TSI AENE Y PRI e 2 AT -
Fj' K FFH| (to ensure the safety, purity, potency, and effectiveness of biological
products including vaccines, blood and blood products, and cells, tissues and gene
therapies for the prevention, diagnosis, and treatment of human diseases, conditions or

injury ) °

=9t FDA VAl g a5 CBER iRl gt » (RS & Pasiilei



2 Fﬁ[!, (biological products ) == {713k (conventional drugs) FI') ™ 2% fl 1%

o ﬁ[ﬂ:{[’j‘f/\ﬁ"’f# EH[“%’»F"[E& (chemically synthesized) [ij s » 287 P

St PR PPy i PR (living sources ) -

o {ﬁﬂﬁ po 2k PP R LR Fe FL‘,?’J ( complex mixtures ) ° iﬁ[’ﬁﬁ f%ﬂ\ Bh L

1A

O I PugPHIEIE A (heat sensitive) » &' phE! FE T PTBE (susceptible to

microbial contamination ) °

O RIS E 2 PSR ISl PSR - I AR

e 43

RIS 7 CBER VR Poyibin [ oo 1 » T 11 St gl
F-EMS FERLT R SEAOFS » IRt POgRGE] i AEA Y A £ Pl
S L 5 PITRIT S SYE T R R
G~ APR] A e BT e T RS S (R Rl
PRI - [y PoURIAIFR 0 2 1% Spe SR R - D
VR~ g~ BRRERBAV I et e SR > = DoT IRV 2 B3 TS
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AR - R - e R LR - fe

SR \Jﬁﬁ‘gﬁ’f[} . SE[]HE’??F \Jﬁﬁtnj@grlb{glﬁﬁ ),&@FFFI_J o FI HI

o

ARSI (allergenics ) [ 2 Brg sl "7 % (contact dermatitis ) »
?Fi:’?ﬁiﬁ}i@’ I‘EEZ';EET?%%%%E % (allergic rhinitis) ~ £ % (sinusitis) ~ FHRL

% (conjunctivitis ) 2= #M&51% (bee stings ) ;

ﬁj'rEljg 7t (whole blood ) ~ %"= (red blood cells ) ~ ™ 'f‘fﬁ (plasma )

e MIEENR (platelet ) = 1fkAY 57 (blood components ) > 7B

kYA (blood products ) V- Sﬁn T f SRS T R] ~ BER IR A

RIS

I O ﬁ‘%%?%@’t% §A7 (devices ) > [ & f BT E S REEL S Ak

ﬁ?f“ Wik ~ Ty 53 R “E[q”’@ﬁ[ﬂ VA T REEEEVE A

HIFET s TR 5] B;&Eiqa@ﬁ,#[ THIREH aihe ~ 2T F T HIV
L NG HIV?E'ﬁ s B A

ﬁlﬁdffi”ﬁ@pﬁﬁl (gene therapy ) » SR ELNPITHE * 4 ?EPJE'JJ\J?T@%

NS SNSRI SR CLUNiN]: 2 FF[F[ ’ JWF’P’?‘:FWF}%&’?JF?EL' ﬁﬁ’@r‘%ﬂkﬁd °

* ?E?E‘ﬁﬁgf?%&_% Fﬁ[‘[' (human tissues and cellular products ) » £l [ 17247 " |
?E'ﬁ”aﬁf'l Fl bR ﬁ”ﬁ : qngﬂé%?ﬁfﬁ”ﬁ’gﬁ%ﬁ h ?E'ﬁ”?iﬂﬂ ’ 1E"1“‘J_’?&Fﬁlﬁ

E@?E‘K]H?ﬁ%ﬁ} [~ k?%iﬁl?ﬁ@%ﬂ%ﬁ@?t’
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© b (vaccines ) » [l & 24 I S IFOTRIBAEIE » 102 911 ey

P B R S R

o E:'*é%@@pfﬁ[l, (xenotransplantation products ) » 75 4 f 17~ KE 41
VAR AR AE RS WA A SR S A o N TR
APV ~ AR AR PR SR T R A R ﬁ]—
B I Ry PR o PO IR
W=t > S5 2 P B 3R kPR s - CBER - FRVEITT] ) 5]
E SRR Tt R SRR IE RS i T ATy .J FEk il - s
PR A 2 [ YA E T IR R R o T R R
RLTE SB[ o SR 7 FDA [P T (Investigational New Drug,
IND ) » ¥ Fid m2ekee v ST 91 Bolina& s o E'§=F % IND - {EH8 e R A
’FE‘F%JE‘V?%E ?‘f}fﬁﬁﬁ?g '*éﬁﬁ”"’fg‘: B EELFRTY IND ﬁ'FTJ*EF“ e Tl
%Fl'% IND ffIf JE‘:@FTJQ@%% qf%‘ﬂ“ﬁﬂa '*é%ﬁf’?g: MRS Eﬁ?’ﬁ%‘%ﬁg‘ﬁﬁ'ﬁ%?ﬁ&?

P Tﬁ‘“f & LR R 55 (good clinical practice, GCP ) fU#E: o

CBER 1% 38 % Poguii: il 11 o & 77 o i JLRE Rt ik i
g E AR R ISHC (safety, pure and potent) =5 T PIFVEIEE B F IR
SR R A SR SRR SR PR - SR

ﬁfj@ ¥ (pre-licensure GMP inspection ) %'vﬁ;":fffgr?d » =94 > CBER - #&5HE= %

11



Fﬁ#ﬁf‘%ﬁ'#ﬁ? (lot release ) ~ &) = fF — ﬁg‘, - (biennial inspections ) ~ T "L~ i)
(adverse event surveillance ) » 53V F Febees™ =0 > Beear=! & oA
% FFIFIF[U:L? AT RIS o h ﬁ;ﬁf{ % PJ?‘;W‘}{?]’%%T CBER  Hip{[al ] P

il IO TR - BRI -
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7 - CBER AIIVEE 4] - FER4 B J8H591% (F (FDA Laws,

Regulations and Guidance Ducoments )
o i @#E)lﬁ (Legal Framework )

FDA F (50 B - AUSSCBT Bl - (Rt SO s O S
] (statutes) ~ {41 (regulations) M FL¥EIFY| (guidances ) 7= g » H (I
2 PR PR B S RS 0 - [ 2 PRI 4
TR Y (Public Health Service Act, PHSA) S8 A il BEP [/ ff 1
(Federal Food, Drug and Cosmetic Act, FDCA ) 7= 78 o >*H i JRasik )ity
9 2 PRIt IR R AR R R - 0 SRS A S [ i FI1
L83 100 )]

I 7 e 4 Fﬁpﬁl%&;j’ E3 ﬁﬂl ( Brief History of Laws Related to Biologics)

1901 & » Sl 5 % A IR BV F R, S i [ e
[T T R B T 1902 5 i 2 ) Ui ( Biologies Control
Act) » TS PIER: [0SR IR > BRI 5 5 EORR R - 7 i

G TRV AT R PP BRA S g R

| 7’};@%#[@5[3‘ 4 ¥ E\JJfFéﬂ °

1906 F » i[ﬁ&@«“ﬁbﬂ e HJ Fﬁ} gEP1% (Food and Drug Act) » &+ ﬁfﬁ#f?
FEPIPIRA A A 2 LH@%BF%T@E%}%%Q@@@ > S ke
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SRS+ SRR R )

1938 2+ FST-AUBEPI[EEHI PI S e ] e i
MR > FIPT R 2 AT el - T B I B AR
o ifiob = RRAE 0 5 - TR AL B 1% il BRI AR f S Wt

R a2 e v Ay IR INUNE S LR

1944 5 > 3b k207 LR P55 (Public Health and Service Act, PHSA) »
KRR (5 F VR 02 o] B R £ N R I S

A= S

1962 £ » 2SR P [Hhki 0360 F§32 (thalidomide ) T 7% ™ -
T B PR B Y ARE [ > Kefauver-Harris 3k Fﬁ#[ (£ -4 ( Kefauver-Harris
Amendments ) %lj\ﬁ# Fj 'J S R o

1976 & > PSS - (SO @R as A 35 > 2RI FDA g 87— ~ =
= Ak PR BY T 5 Ak ﬁjﬂ@ = %”ﬁ%ﬁ'ﬁfﬁjﬁﬁﬁ@ /7R A (premarket
approval/clearance ) °

1983 =+ > %@“@“Tﬂ ﬁﬁ[ﬁ&:@ pdBEE 4" (Orphan Drug Act ) » ﬁﬁ\’gﬁ%’ﬁ?ﬁiﬁyﬁi
H{Jﬁ ( rare dieases ) Eﬁi%{lifﬁt%?’i (HPpagk) » T Risf FDA %5 ﬁ%ﬁﬁl’“‘%ﬁﬁ
fel S s E\Jj fi]

1986 & » P £ 7 2 R (L PSTI O B T

14



(National Childhood Vaccine Injury Act) » #57f# CBER " = g '] B [pillfs = 253

P {;JFZ,I‘}?EL['%E‘# f JJTEH#._J A F‘-’,F’mg}’?& o

1992 & » 54 35(1 7 | (141 4 (Prescription Drug User Fee Act, PDUFA ) »
i 2 PRI iR R E R TR e B 2 & TR
#745] « FDA UK ey Py 140 155 L8 o MR S 1 R
iR DR R e -

1997 # o A #P1fFE [~ % (Food and Drug Administration
Modernization Act)» [*| %t {75 B ™ B [ 908 JOEIoAE - 7 30F 2 =
PRI ER R SRR R e i > YRR A
W R E SRR A T I E AR  LUS ) A fhi
RAHE RS

2002 F > FRORESFAE I YR 3 M4 (Medical Device User Fee and
Modernization Act, MDUFMA ) » S ERReds A7 i 18 PTS I »  pi doi
= HRFH BT PR IRLE A A1) (150 13485) -

2003 # > S & ] FIRIPH ST i (Pediatric Research Equity Act,
PREA) > oI SR iy B REREFEYZDH - ST s et PIgPRIgIA ff, - 32
5 pIEL HEAT RS -

2007 = » ﬁFﬁ! eIy {219 (Food and Drug Administration Amendment Act,
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FDAAA ) > F|-*ji PDUFA % MDUFMA Hfif2ffl » 2|7 §Z/ PREA |1 # 8k
Pn#E%" (Best Pharmaceuticals for Children Act) ™ ﬁd"ﬁ‘“lﬁhﬁﬂ b i {2 ey
sk SR By BV SR STYRI ) Reagan

Udall ﬁlf F’ﬁwng E;aﬁl%gg[yj;g .

SEETE A H T =0 PGP il R RRPORRRL S H R i o RS
R BT 351 FA e & Paighl] » IR R PEESER e I R R
SOPEVE 3BT~ Ak~ PR3 B Tl RS ST P
xR Y a2 fl‘JEi:;Fﬁ[,[, o HyEf FTE 1972 & [ > BRI Pk (National
Institute of Health, NIH ) ;{ﬁ’ R e ‘#J[gti@ﬁ:bfﬁg,i ( Division of Biological
Standards ) {li72= FDA i £ FDA RUE |V a5 il ks H [il=5 - CBER »
e AR NCE S 2= R S IAE S KRN IVESIESS (RERRCiZ R ST g S LRI R

TR (% [ A~ 3P [ ik RIS CBER #45 GMP i Hy Bk 8
T BB BFEA L) SR BN o i) 2 HBEE A 5T 351 A
I S PR TS VI IS S P 2
AT 1 451 | safety, pure and potent ) & PIEIRIELE R 1T 5 iR (U CGMP)

SRS TR - AT CBER X[ R BR

-

NS - [EES IR 2 SR R I Pl P
B > PR 3P~ (P R GMP ~ e (B =
i AP L
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SR RIRE BT 361 Ak foAl CBER El[G 5T ~ KREGO put ]y - =
illoy ke~ ARGV RN 3 ARSI e R LR TR

G T R

=9t > PIEH I”’F'ﬂ?ff?iﬁiiﬁi > W7 CBER [UEiEEAR ] > Y[ A g
( Administrative Procedure Act ) 9?}?? [ SN E i FH:JF ( Federal Advisory Committee
Act) ~ Eﬁ‘%&’fﬁiﬁu&ﬁiiﬁ (National Environmental Police ) » Y7 [ I/ 3% (Freedom

of Information Act) = o
() ﬁ%tﬂﬁﬁ (Regulations)

TR B~ LK) (Rules) » (7117 ERS 0 0 2 AL

1 T PRI S PR RS S T S
pLAfE » PP LRl (binding effect) - = PRSI P AR o4

Fel EABLER I ) IR L TR (AP R

Fid s g o flas 19h 20 MOk | RSV Ere - SR e

B~ SCBI T[S BRI P MRS S % 4 R -

= CBER ?Jrﬁ;ﬁgﬂfjm%ﬁﬁ » 2RI ?ﬁ W%JF—'JEET 21 (21 Code of Federal
Regulations, 21 CFR) £y~ > EIJF 50 =2 56 By k?ﬂ%ﬁ?[ﬁi%%ﬁ IRB ~ 27200
= 300 i)/ 8k ME?'J?—\ (201) ~ GMPs (210-211) E%%EE%WE (312) ="~ 37

600 = 680 %ﬁJ/&?JQﬁWJ ( cJ 6()() I/)E{xk)ffﬁ)[@ﬂ:%ﬁj ﬂi@"‘%ﬁm*ﬁj 601 IV I—W
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AR 606 1 i GMPs £7) ~ 5T 800s R AR A BT 1271 1~ BRRERE AR -
® Jl¥pd] (Guidance)

ﬁl{ﬁﬁ}‘FlrJ [P E[Iﬁfjﬁ[i%\k?%ﬁf F 3 FDA 7 S50 EZEpV RN, - WL[_LAT\ Ik
S [ FDA 7] ]‘:ff[ & 79 [ ( Good Guidance Practice, GGP) i1 E: «

GGP (21 CFR10.115) {if FDA [R5 - 3 (22 {45 9 [ forspyeset.

\H/[’

HPIPU e 22 50 FDA * BYIE, S JLEsRd [E 1 P82
FIUFH; FDA Rl s FRLEEE A - FDA B P2 PO i il - FDA
i TS LR R RS S (YA S TR
Pl — EURLSSEVRRIRIH Y o FDA MURTE R ) ) e PR S B

Kk, ﬁ ﬁgquﬁ}jﬁg[ s H| I'Ff[fi(\T ﬁ1¥%¢ﬁiﬁi7 %
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%74 CBER Fl%ﬁ[%ﬁfﬁl‘d‘ﬁ(Science at CBER: Why, How, and What?)

CBER $10% 5  $ U A1 B il 772! 378 40 5 4L i) % ( CBER’s

collaborative approach to regulation ) » A[LRLI AR [FHeqpt ey f {5 Fﬁ[}[?ﬁ,léfmﬁfjﬁ

F 9157+ o IERLE » CBER i £ A4~ B0~ [ i o 23 U8 s ok

o,C and PHS Acts Combined with Reguias;
0,

S ORI R P A gAY CBER = @al EIpvRFRp - JHIIFOR
RS~ K HIE LA DA 2K 7HR] 1) 22 CBER 95t » i CBER 19
P EERERLA /] 2 RS« DI S5 CBER [ F » AP

ST PRI CBER RN P A 43T 10%p9 * (IR EHR P
FIM PR EIfi9]<1 (CBER Researcher = “Researcher — Regulator”) » ;54 CBER
Researcher J&"/{ %[ FEPA L 55K fific 10 IfiEfl CBER fuik fliie! i 712
e~ I ~ T R (relevance, expertise, timeliness, usability ) 9G] -

CBER A& (7 VR[S il SR 5 (RO I e 5 0 elikaes
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O AR R R FORE £ IR | RO PR R

T PR SR - Sl - IR IR i
® CBER Elﬁ?‘mflﬁ Wﬁ@ ( CBER Research Management Overview )

THT 438 » CBER $u~ puiie | R » ﬁﬁﬁjz;;rp PR (U TR -

2. CBER
RESEARCH
PRIORITIES
1. IDENTIFICATION
OF 3. OFFICE
REGULATORY EXTERNAL RESEARCH
AND REVIEW AND INPUT PLANS AND
PUBLIC PRIORITIES
HEALTH NEEDS
4. RESEARCH
PROGRAMS

& ﬁ 1.%&]“%%?1{%‘7&? H %‘,TT* (Identification of Regulation and Public
Health Needs ) ; 2.7% ¢ CBER ﬁ[ﬁc@"a f&-/ it ( CBER Research Priorities ) : 3.

= ”Eﬂf 3 jf’Z F'H%r?“f o (B EH: (Office Research Plans and Priorities ) 5 4.7

¥fv (Research Programs) ° %4}1‘5;9? L r’ﬁ%i pJ""?E fi JIHIE F

It fﬁ[ﬁ Jij\pJEfF"ﬁ?FJZ | 2008 1 CBER W ﬁﬁ?‘% ( CBER’s Research
Leadership Council ) ’:’l’ﬂ&ﬁeﬁgﬁﬁﬁlﬁmﬁﬁfﬂ"ﬁ@ (AR TN SR IR

O s RHAFT LA (HFHIEHA & PO i T 2 e

O FEf - BTSN (IFPEIFES |35, £ PRI ORI - i
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e

O (RIISHTA YOS L sl | IRty 1 TR PR

I % PRI 2 U o g

o E"ﬁﬁ, &y ﬁlﬁ%@%ﬁ’ﬁﬁ% (adaptive design approaches ) 7t [* |V i Zhi#

F[ J%:I‘E I’Ef[
O iR A [ ﬁ@rﬁ HH_ ]Fflypjrjlb .

O i CBER ="Vt p @ B | “ IR 5 #7551~ (Centers for Medicare
and Medicaid Services, CMS ) &’ﬁ ”F‘rfﬁj[JH I ( Center for Disease Control
and Evaluation, CDC ) ~ @ = Hv[rﬁ[“*”? ( Vaccine Safety Datalink,
VSD) 0 H PISRAITER L 2 EREE - A A s oy A S

R RS 2 LY b e -

[ CBER #i Bl VRIFLPRFHH - HI 11§53 3 AIFTIES 47 17 g 3
ﬁl > RAGA N )55 PR > EET Tﬁ“ I EIRNE I By JE”FFIE’E’TT (relevance,
productivity and quality ) 1% for I A48 « £ flIRHZRIE (1t kL ) (445 CBER
A RASFTRGE  TRL R CBER VR IOR RL eIk 2 o R

[ (it 2 R S PO OR R A PVB TR AP N R R 2
P R A [ E R L TR O b R OBy £
Ele (impact factor of journal ) ~ %Qﬂﬁ%:ﬁ%ﬁf@iﬁﬁ%b FI i A F'ﬁJWN St
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E'J?'F?F? (' science citation index ) 1/ [ﬁjﬁ‘ﬂé dup)]] o =9t » CBER #5197 ﬁ[ﬁﬁf%\%ﬁ

WBPJW J‘i?’ﬁmfﬁ— FEE T ?ﬁlﬁfjrgm F%J?"[fk = @’JJB%@T‘J
) CBERfIﬁ’IEJuEJ%%$ @ ( Critical Path)

Q%WE 7 > FDA%H@W EJFTJ%—;@# (critical path ) » [S\Lﬁ‘[ﬁj: lﬁcﬁl FUE]

FDA Filing/
Basic [P)rotiotyper Preclinical Clinical Devel - Approval &
Research .es gn g Development inkesl Develapme Launch
Discovery Preparation
Market A |
Application PR
|
I

PR E A LV R R R TR BT SRS P

I Critical Path

( microbiology ) ~ @lﬁ#ﬁ r’,%?‘p“gfiﬂfli@‘a (product characterization ) I'| = ii[" [/#{ 9t
‘T'*Jif,[fc b= I iﬁlfﬁ%ﬁm%@ (identification of in vitro or in vivo
correlates of bioactivity, safety, toxicity ) 7= = [ o £l [ 157 Pasfapiisi & F’ﬁi/[l]’ﬁ’ﬁ%
R B /BN~ ARBRAR VR EARBRIN R ST i B 5
FEIE LY B e SR PR fARRR & S D RS P
E ?[‘iﬁ?’ﬁiﬁ?‘j‘[‘iﬁﬁ‘%&%ﬂﬁﬁiﬁ IR FrR Ay Doy B IS R R
i3 F A% 82 PUREEY S pi | e BRI RS 19t T R e
js (implementing technologic innovations ) ~ [ ] “WHi [ il (low frequency

adverse events ) =25 ﬁaa— [Ff (AR (risk assessment ) = f ¢ | [%%EIU E3 %’*’Jgﬁﬂ?j[ﬂ’ﬁﬁ%
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F-£% CBER F”FTJ%L'”’ ) fiiﬁ.’qﬁfﬁ?g“%ﬁ@ , %éfﬁ'ﬁ%m% peslir
i = ZEIS R T (R U P R SR R g S
o T AL ROR RS R P o 2 T LT il 2 POk
Cllat * (@) S0 i) o BT (el - DI o B R
A Sk A PIA © i) > CBER RS g O 5

2 R 0 BTRLELIL D 2 5 B S PRI Y 1R (e 1) B0

E'fi] CBER j;%f:ff[lj/g[%}[%@%%f;@%j[ﬁ’mﬁ o

O ki i L W s

i
T

F:’E ['Ff[ EPuf R 5 EOEYEE (candidate vaccines against pandemic

influenza ) 1 GVl & =35 A B~ g5 g i

Al 1 CBER = NIH ~ WHO H [fl##4!} :ﬁ’ﬁéﬂ (7RI () Pl
( standardized assay methods ) == {fli ™| B [ @ﬁ:&ﬁ”}[ ( reference
reagents ) I | (7% il BPSHIZ= R RSBRRE B0 f - A1

5y CBER # =138 471 2007 &+ 12 ] 10-11 FIEHF]PY Vaccine

F[[BT26 & 4299 F1 -
O PRI, ~ W B S AR

SR E'Jﬁ,'r?*ﬁj VU Bk (adenoviral vector ) ff“ 1% SEE
i g7 P ]S CBER %’T@ﬁf“ﬂﬂﬁiéﬁﬁﬁ CECH
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CBER P2 0 2 A0 O ML

i

R -

T4 Kupffer 7f14% ( Kupffer

cells ) & F1d N {g}_ﬁ 85 (scavenger receptors )

PAHS » S0 R G < A1 B CBER % <151 47 2008
# 5 F[{TAY Hum. Gene TherHHT[27 19 % 547 = 554 F1 -
S 0D BRI S R 2 oI

BB+ EE TP -

O  CEIF: &2 avb-fiftfel ff [~

Sk

R C PR S B B BRI | ST C T S

B I P R -

CBER W‘ééﬁfﬂ : Z 78 BIRY epitopes ’F’TF&%&H, "W e j/?“?_;% + i C

B

LA ’ﬁ% ﬁuﬁé} » E 1Pk epitope 1 ﬁu’ﬁ% Ik Fllﬂim?g

(neutralizing antibodies ) » I {[1 epitope 2 J[358 1/ ﬁfﬁ%%"ﬁ? ZHA!
Pt > IR epitope 2 ﬁu’ﬁé}ﬁﬁ} ) ’ﬁ:’ﬁ'ﬁ”%%ﬁu epitope 1 iy
FIFIE ] ﬁ‘%{%’?}ﬁl CBER ¥ =I31%. 7 2007 & 1 F[[iY Proc. Natl.
Acad. Sci. #HF[| -

L BB C B St RIS 1 S RS 150

24



H',ﬂsﬁﬂﬁpﬁuﬁg o
O A ¢ Rl ok il -
=R RRATRI Y T A S A FL I* ('vascular biocompatibility of carbon

nanomaterials ) °

CBER F?J‘a 3 0 K WAFT R carbon fullerence nCgy = fullerenol
Co0o(OH)24 ?]Li'ﬁﬂ? A S | fRLal 25 (R e 35 o A
Eﬁ’?‘}%\' CBER #H =I5 %7 2008 =+ T F[[f% Int. J. Nanomedicine #4

THT3E 59 = 68 [l
HF ffE'FTJﬁFFA /Ll CBER /5 P1 % F%Ji R0 P 5 R ORATR v
1@H6fﬁl§,{t °
O s - F’-ﬂ: Al
SR T [RRESER [ f P e e YR R ) ARl
%ﬂ °

CBER P4 5« 3217 |5 K R[5 ER LSV Biobarcode B 73 A7 574 i
I HIV-1 p24 Fﬁ Srf 1 EEENEE ik (3K ELISA 1% ﬁlﬁ 150 %
ﬁl]@ﬁé}g\l CBER # =l 38471 2007 & ][ J. Acquir. Defic. Syndr.

T 5T 46 % 231 % 237 FI -
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FHER T PR R TR HIV-1 p24 SUREY R EArE > ki ELISA

AR RO 3 |

o 1 EUHW‘F Jclsc,JJl*,Iu

i
I

: ‘iﬁﬂ‘?‘]’gﬁ FU SR S Paigl] i i 2+ fgﬂﬁng\fgaigggygﬁf ) %T{g[a’sr

F (IR 5 PRI S T L g

CBER 23R © sty >3 Ao i == e i Z Ut SR #5511 = (Centers
for Medicare and Medicaid Services, CMS ) E‘fﬁ‘;{ﬂ’ﬁ@’@%@ G
HITE 2006 & S B 65 Bhl | HHFFE S ARk BV F”4jf Hio
E N E AT 2

CMS - RAFID

SRR & —fi e .

FLU VACCINE -

2006

( QGuillain-Barré

Syndrome, GBS )fiy

E (O D

HBL AP BT R G TR TR

-

¥ F’ﬁfjﬁ‘@?ﬁﬁﬁ%@ 0

CBER I} 8t = RETEPA ot o HR[ e fR o 220 [Nl i

ZORIEAFFROEEE « =9h > CBER RIEPH|H 7 FE & POsg i (o fpiass
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SRR AP CBER HHRRE RIS £ R S S I A [
e RIS R S (iN) Iﬁfi il {Zﬁ%ﬁ (external peer reviewing ) %ﬁ‘]UL kL CBER

AN » IR CBER Uk FUA S Fi 2 D 2 g o
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R ESIPORTR (Management of Vaccines )

o @‘Fﬁ'l?fdﬁ‘{j[ 5 (Office of Vaccine Research and Review, OVRR)

a1 ﬁ g N EEDAERE > ST R ,J RS AEIRT (Division
of Bacterial, Parasitic and Allergenic Products ) @F'l?ﬁ‘%%%: FEFIFI lﬁ%?é'( Division of
Vaccines and Related Products Applications ) )ff ) GP]A ( Division of Viral
Products ) ® &% FE#IFF”E[’?’T?:' ( Division of Product Quality ) = > £l f] I@F'E‘?T‘E[%%@E Pﬁ[h
HIghae b UbIRP B A (IND Review ) » 3P4 ~ # RS

ey R A L BRI 0 TS FIL 1 GMP i

e [hHE® F"’?’,@‘r ] [ ( Preventive Vaccines Versus Therapeutics )

OVRR/CBER “Hj W[ F1F 5 PR F IO R iR - R -

SIS 0] > 1 SRR » PRSI i 2 TP

( preventive vaccines ) |«T?§F‘T€ | Preventive Vaccines Versus
Therapeutics (Generalizations)
FJ:EJIE?@#[ fi—“'i' [ik N j; El{"[‘iké‘? [5\[%@7 Characteristic Vaccines Therapeutics
Population Usually healthy  Usually sick
L L T children/adults
= SRR Jflwﬁ AR Efrect on May | disease  Treat individual
population transmission,
may benefit
UELPIETHY yﬁ s (i/ 1 Y o unimmunized?
i P s j % E_%FFI#[ L Flﬁgﬂ ) Dosing Episodic Usually
continual
SRR = =9l Evaluations in  Immunogenicity, PK, toxicity,
i IE’ J+T%Jt [ﬁ?ﬁi[[ Eﬂ Fr Phase1and2  safety, activity w

case definition

ﬁ H“%{ﬁ& fﬁ#liﬁ ;T\ I\i{: ° Iﬁj %E@f{fj@ alf infectious disease involves person-to-person transmission
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PSR L EVROREE ~ & T EERE ~ o] (episodic ) R R BT s
= TR S

i gﬁ‘ﬁsﬁt )TEH\ %‘?—h[ﬁ[ k%yﬁtiﬁlﬂj

]F‘[w@ P2y A R TERLL S SR B iR E P

NI W R U

BEPI S  HPEESIEL S

° @FI'—PHJHﬁT BRI (Pre-Licensure Vaccine Review )

[ 'fj] OVRR Llﬁygﬁk}}iﬁg\,ﬁlﬁfj@ Y EJ% E"&‘?}igl@F[ ( conjugated

f,

polysaccharide vaccines ) ~ ﬁ’?‘}ﬁ%ﬁf‘@ "I (synthetic peptide vaccines ) ~ KL [NETR
e I@F‘-H ( recombinant protein vaccines )~ DNA @F'[ ~ VR, iﬁ@‘?'l (live, attenuated
vaccines ) ~ ﬁg%ﬁ&?ﬂjﬁ g ' (plant-vectored vaccines ) == = "E[’iwlﬁﬁﬁ‘j ?H[' F f

(inactivated whole organisms vaccines) = »

[RETE FHEY ]~ PR

=25 (new delivery systems ) = #rff 751> (route of administration ) FUEH| o

@‘Fﬁ’,"& F[Iﬁ%fﬁ Jﬁﬁ\l ETE %Titg i ié?%itﬁﬁ’ﬁﬁ% ( pre-investigation of

new drug, Pre-IND ) ==#ZEF 4L (investigation of new drug, IND) Fi"F Zhke (]

B Vaccine Development

Pre-IND %% 2 F;QJ

i 7 % gh

Development Identify Development Clinical

of Rationale Product ?ﬂf facturi Studies;
< .. Based on Component(s) anufacturing | | Additional
iz %H” ~ Y ) Disease Antigen(s), Eroclt?s_s; I Non-clinical

; " reclinica Development
Pathogenesis adjuvant, etc. s
e d Studies & Studies:

}ﬁiﬁ . %ﬁfé e f% Scale-up
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SERER PRI R PR ST [ TR OVRR S & i B
ST o 1 0 B 2 PR FrPost SR~ RS T TR AR

Byt » 20 FDA ST Pro-IND (ki + 240 FDA 3 -

b SRR P B BRI B BT b P % B ( product
characterization ) ~ FEI?J?HHJ  PapaymE; 1% (attenuation for live organisms ) FEI?J
ifll' Fy[piE; (inactivation/reversion ) ~ ZVEL[% (pyrogenicity ) ~ ] (== [
7Y (potency, immunogenicity ) ~ Z>HR/ ﬂéi%:@m‘d ( challenge/protection studies ) »
P L GLP 2R o v T RO 9 » b B

P SE SIS T R OB L
s, f%@ﬂ , GLP « [N Y& 71 Pre-IND [¥iF8:% ffg;;ﬂe

B I E 8RS E ) R 1% (pharmacologic & toxicological studies ) ©

EHIGE 2 2 EVAT IR AR PSRV - fER Y
O3 BRI $1TTAGER (examination for extrancous materials ) + 9t e/
# ZE# (adventitious agent testing) » 4 HEE" o =t giﬁﬁﬂﬁ?@ Rk
i fike (lot release testing ) A= » 1| Reg 2 174 i 1 1% Csterility = ¢
PR AT ) ~ U TERER (general safety test @ 1™ SRS | ERRIRL Y $,
[P Re) ~ SRR (identity test '] SDS-PAGE ~ 1Y %L s BV TR
FLPRA (50 BB it PP TN )~ 3608 (purity 1] 4347 % » SDS-PAGE »

HPLC - | k@b HikiE J&_@ 7 ~E RS Fk)l'ﬂjéf #1753
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5°)~ 95T (potency © 1P [ B 9L s BERERTE (B 107t 12 5
ﬁu’ﬁlﬁﬁﬁ‘/ “Eat Ry ) IR TS (formaldehyde ) ﬁaﬁ]]f ( thimerosal ) =~

EOP A I RePrpu e[ (tests for removal of process contaminants, as

applicable ) °

{1t IND BETFQEJIJ%T%F ~ PRl %%?’r ﬁﬁ%’ﬁ%‘r = = O
D R R = RRERES > S) R R Eﬂﬁ%—?’z P R ﬂ’r%ﬂ?{ » e
AP E 2 I e RS BT R R ﬁ’p"é?iﬁﬁl@ T2 SR ET
3:#* i Bl A BT = IR R SRR 'iﬂ%?@\'fﬁi,“lﬁg’f[’ﬁ,f i
LA o2 B 5 o AR (AL B S
[fil Pre-IND %¥£] - — i) CBER R Wb bl i i B T fr! (biologics license

application, BLA ) » FDA Wy 1 S5 fe v bl mRbare YRV R poem] > SR

=

R T RIIRY * FPBERL 2 T B RS B o

FI 2 i Y S - =
i Py e 75 Stages of Review and Regulation
W ~ %@Fr 4] Phase 4

Clinical Investigational Plan -Inspection
-Safety
SRRl | ——— IND————— BLA ‘Efficacy
-Data to
Release
ST - Phase 1 Phase 2 — Phase 3 — support
E S RS ST -satety mmuno-  -Efficacy  approval BLA
<Immuno- | genicity -Safety *Inspection Sypplement
genicity «Safety <Immuno- (Post-approval
L\ 1%}:}5 LI | (prelim) ‘Dose genicity Changes)
I: ! ol TJ Ranging -New
Indications
. s *Dosing
E}ﬁ%“:‘l'ﬁ ’ j’lﬂj Manufacture

Equip./Facilities

IND = Investigational New Drug Application;

Iﬁ}g‘[ ﬁ%ﬁ F:E[ hﬁﬁ% BLA= Biologics License Application
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ZHlE i CGMP 4% - [l CBER (A% 3287 77" RIS 5340 F b
RO FEAN G R ORI U s SRR 2 (]
U S A8 P SR R A B T ST R 2 B
SRR © AR S B R RO R SRR ] R e
1y AR B ARAE AT PEZ5 B U B ) CBER » 21 25 B (R A
TS B TR BRI AR Sl T AR A S e 1 ST
HU[fil# > 7 it FDA K] Pre-IND ~ IND ~ BLA - GMP Inspection ~ Lot Release Testing
% ADR :%“Jg“,;% FlI7E il fl1-= CBER » [H[F= g'[@ﬁg[g‘ﬁ,l N = U S
P B2b S T S B =9 ARG BISE=1HF] ~ A bR
A TEDA TR SRSt A TR o 1 R 7 PRI i,
Y CORL T SR R Bl fTE SR SR >

7 9 CBER 7 FDA [[IfuE «

[ 1Ff] OVRR $10B'y IND S » WFFTPEF  RUEE VR - AR
0 R (2 REEL 4 L P S AT 1 RSB R R B i
®| (formulation ) ~ #[El (dose level/potency ) ~ 78+ V2[R 8] (adjuvant) &
I (il 0 R ) ;rﬁg@%@gef A*RfiCnew clinical endpoint )~ #rf | # 7 ( new

age group ) ?ﬁpﬁ%%ﬁf% (new schedule = # of doses, timing of doses ) = -

OVRR SR8 IND %= BLA ¥ i 055 1 707 IND 3 i g1l 107 vty

FE = PR R EP%E’D%J;E_F,F B FL\' EERVRE R BT R R Fiped 2
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T 5~ YT S R O B I B 2 I e
A Y RS HI ) S R b E R - 2 [ RE ] A - BLA
B A R E RO B COMP il #
PSRRI U R BT QRS - SRWVEFR
OVRR ['JShsiar Il i 2 B Pk » IR R SOt o i 2 1 57 1225y
P R334 e SRy T By SRR CBER FURHIIR 71

{5 (approval letter ) fl1— {HHT]
® CBER puf=%ht = 758 (CBER’s Lot Release System) (%Eii}f)
= hS (lot release ) RLG ' HzE A HAU— ff b o IIpeEi 24 e povia
fﬁi—iz = E IS POV S A R F‘-’lj—ﬂjﬁfjg‘l&% BLA SRR -
& BLA 3 i B3 (OB iR « Uik - 2R -
P[RR T B9 ] COMP i - i

[R5 BLA PR -
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i s kgggqglqwg”’ﬁ;@ﬂ,puﬁ ( Management of Human Cells,

Tissues, and Cellular and Tissue-Based Products)

® PR JLINIERE H i Office of Cellular, Tissue and Gene Therapies,

OCTGT)

CBER FUAfHa ~ 225 Bl HeOR i el (OCTGT) h Bap =2l i i
( Division of Cellular and Gene Therapies, DCGT ) ~ ’EEH”?H A (Division of
Human Tissues, DHT ) * i F}ﬁf‘ lﬁl FrgkEEed, RIS T (Division of Clinical
Evaluation and Pharmacology/Toxicology, DCEPT ) = = 7~ Fl?ﬁ ﬁ E'ﬁﬂdiﬂfﬁ‘f
(cellular therapies ) ~ £i @H@F'E‘? BBk (tumor vaccines and immunotherapy )
ﬁl[ﬂ? E (gene therapies ) ~ A== | A w8 ES ﬁl%ﬁk 4:3 FF# (tissue and tissue-based
products )~ B FEFEfF & lﬁ} ( xenotransplantation products )+ ?EJ ik FF[E ( combination
products ) ~ F [F5F e /55585 B US £ (devices used for cells/tissues ) bTﬁE
o] (donor screening tests * M [ S JlFERF R f"?&ﬁﬁ?ﬁ?ﬂﬂ%) = A Fﬁ[hﬂ/ ”ET
EEJ °
FDA 5P * A Ve Y EoEE & (MBS R PP A I - B oo bl
A S PRI * RS 5P IND
RS ] e BLA A o P R R A i A ApE P

1 IDE fgF %ﬁ?ﬁ?fﬂ Jﬁ'ﬁﬁﬁ[ ( premarketing approval, PMA ) A5~ » = Sﬁﬂ 53 % l:f[#[
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]S R A sl A - (Humanitarian Device Exemption, HDE ) » = /75"
aigent i f FFFIF&'I‘?FI@ﬁJ/?EJFI[i@FFF E[U[#‘?%:@FFF YV ELR [EH I (primary

mode of action ) » YREE RLH (7K A2 & o
® FDA ‘ﬁ%‘a\E"iW”ﬁé‘&m*ﬁﬁﬁ( FDA Regulation of Human Cells and Tissues )

FDA 7 1993 & JJF 7 e FIpy ~ B RaE % - = 1997 & 58 Fazl
[I 21 CFR 1270 - el {3 " I 2 HS papia 8 1 T AR - LT
( musculo-skeletal, skin and ocular only, from non-living donor ) = 1997 # CBER [
FRLT B e b B RGO AR A 1997 = 2004 F AT G
(registration and listing ) ~ Jf{f#1# {31212 (donor eligibility ) i L 1 i
( good tissue practice, GTP) %= "R AIEI R W ALY » = 2005 7 5 F] 25
FIAF 21 CFR 1271 = SRR ¢ D 4 $ - 21 CFR 1271 F a2 1
AR ORI ~ VRSt ) » g A (O IR ivtf) ~ - P i -
CRIRIR - % SRR (ORI~ SR R (7
SR IR ) AP O R B R ELAT R ) A
PRI FTEHE A T SRR PO R AR O ZHE I
FAPEACR R~ BIREFENP O  S ET VAP S R e

FEH TR RV s R A

21 CFR 1271 &R ~ AR & LR E I ) " A A s o
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FEFLRE AR R MR O A 2R N IR S
PR~ ETE BV ~ R I - ARG - AR A

BRI AP R A R

[} 21 CER 1271 At RIS G0 o (NSRS e il 100 50 B [l !

—

PP SUE IR R R SR SR 2 IR (Public Health
Service Act, PHS ACT) 37361 B/ * ?ggﬁglqa;«g;\g;@ Fﬁ#[ , I,T;rﬁrjsy/—g‘t Fﬁ#[;’ ﬁFJ—k i’ﬁj
o

— ~ [EREE ] A 5 CFD (minimal manipulated )
=~ [APRTERDH) (homologous use ) ;

= REE P (BRI A5

U 2t IR (systemic effect) 7 [AERTEAE VD D PR8I 12

11y

- 2 ﬁﬁ’ﬁ'[‘ikjﬁﬁx[ﬁggﬁﬁfﬁﬁf[qaﬂ/ B %ﬁ—ij I% > (2 R FHEIR] Cautologous
use) ~ 97—~ T FTHIP |V B (allogeneic use in a 1*-degree or

2"_degree blood relative ) FI‘ RIOESEA -

ﬁﬁj[ﬁﬁ%‘[‘iﬁl’%ﬁ B BHRISH] s Frf - IR R R o VAV BT
SR BB (AL B SRS e oy S AR S Fﬁl{[ mﬁl 2% H @ JRU5EE (Public

Health Service Act, PHS ACT ) 57 351 E » E[Jr?ﬁ/é% Fﬁ[}[[piﬁl%},l‘}éf i’d%ﬁ#@?%ﬁt%ﬁ ¥t
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R B R ] R A | AR « (A
R IR R T A A A BRI T A%, COMP R

TEFT QSRAIET (R A - A R R R (SR (CGTP) A1t

OCTGT FABEEHRRET o ~ b ~ id -3 ~ Frose e (B9t & 21 CFR
1270 RIS o Bty ) S F g, ] AL i (reporting of adverse reactions )
= N AEVISRC A il ) 5 7 45 (reporting of HCT/P deviation ) [/ 2475 - 191 »
21 CFR 1271 - Jif FDA SUE (B HAY ~ i iy K T o 8has ifs ~
Al PSS BEGRAR o 9 o SSP N A @AT S - CBER

PRI BF (7 # i OCTGT e = (B B 41~ AP oo e
® Ayt Ni‘f&lf[! ( Cellular Therapy Products)

“E"iwirﬁ‘f@% Fﬁ} i+ OCTGT [[ 17! I{Eiﬁﬁ’ﬁl[ﬂi i (DCGT) izl » DCGT

EE R ST IR [ﬂif #t%| ( Gene Therapies Branch ) ~ Bl RIEFEEE iy & 555

( Gene Transfer and Immunogenicity Branch ) ~ 5[] iF' YE R (Cell Therapies
Branch ) - ﬁé@f{@f'[? 4 Py 5% (Tumor Vaccines and Biotechnology Branch ) »

Af w=es “”'ﬁ&if %[ (Cellular and Tissue Therapies Branch ) -

ER: CBER - (UK PRAE 93 ek il S £ 25 P > 5 e
ﬁ"“F"[ S AREE ST 361 AT - AZHEE [ A %F] (more than minimally

manipulated ) ~ Z=Z U]V S Pink F/ﬁ ( combined with another article-except some
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preserving and storage agents ) ~ Z IE[H Rl "] (non-homologous use ) fy & %+ 27k %

FEN T A YF[FE Eﬁ“’l*%ﬁp[i:ﬁ fgﬁfﬁm TR A

CBERﬁJEAssFR.in48“ﬁ}ﬁ%wﬂw#gﬁég# EARLLRAS H%Jﬁm7ﬁ
(propagated ) ~ #% (expanded ) ~ 54 (selected ) ~ B&4577E] ( pharmacologically
treated ) pyH W i‘#fﬁj s F I ;lrﬁaﬁygﬁg,\pqw@ PSR - F"% .
i BT TR Y e TR o R T B & i (stem cells and stem
cdumwmpm@asvwﬁ&ﬁﬁ%lF%ﬁﬁwwxﬁﬁﬁﬁﬂw\mﬁf%%ﬂ@
37) Wb RBRE (cancer vaceines and immunotherapies @ 9z A1 -
iy T AR~ B APt~ O SRS (S S0 pal 10 50D ~ R ALY
(allogeneic islet cells ) ~ fi{ F¥7"f% (chondrocytes ) + [T (keratinocytes ) ==

FE e (hepatocytes ) =7 -

BIFEFZA R ppR] s IR AP @ PR PRV =R e - A
AL PV NI AP AR BRSSO
VA o X [l @qﬁgﬁﬁwf 2001 = * f,g‘?ﬁi[@%ﬁﬁfj%ﬁﬂf ﬁ‘ﬁ“’ﬁﬁi
Y% (PHS Guideline on Infectious Disease Issues in Xenotransplantation ) > CBER #*
2003 2 F AR S LY R FTJ;#J#’W VR bt [l SRR
¥ (FDA Guidance for Industry: Source Animal, Product, Preclinical , and Clinical

Issues Concerning the Use of Xenotransplantation Products in Humans ) » [F=f %%

1999 & 7 £ MU HIZE S RiE R R RIS AR 24U B LYE (FDA
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Guidance for Industry: Public Health Issues Posed by the Use of Non-Human Primate

Xenografts in Humans ) °
° ﬁl[ﬂif‘l@tﬁ lf,[![ ( Gene Therapy Poducts )

CBER _\L_;‘yﬁl["diﬂjﬁ‘fﬁ:lﬁ{ t F’?E ilu [[ﬁﬁ)rﬁﬁﬁhﬁl Iﬁ{ Uﬁﬂh X F‘I ﬁl["dv'

1) 1 s S g (=8 [PORg % ~ o Gene Therapy

e — O
AN

LT TR P A

B S BIAP 1 0 s 5 <0 8 e > :1 B .’
Plasmid/Lipid V. ual Vector
i iﬁ‘ﬁ%%iﬁ%ﬁﬂma U D - -

Gene Therapy Products

@%’ﬁﬁ_} (retroviruses ) ~ JrtE; qggﬁ &Y

(attenuated adenoviruses, AAV ) ~ )@Jﬁ
=y (vaccina virus ) ff]@ﬁ% (fowlpox virus) ~ Hi f%ﬁiéﬂ@iyﬁ% (herpes simplex
virus ) ‘]@Nﬁ%_} (lentivirus ) E"?Vﬁ% Meift (viral particle) 275! ?E"Qﬂ%&*{ﬂﬁﬁwﬁ

8 -

BLP I b 22 ORISR AR S (M i (CGMP) B

g

B FET SR SRR 1) BRI R OGMP 4
AP o iy B S T fIORE RS [T R (vector) ~ APV ~ APPJh el iy

PR AR ~ [ Skt ~ It Ak ~ A ~ S~ IR R A

39



qéd’[f}'jﬁ: SEAN
® HIA T [l FEA ZFVAH] (Product Jurisdiction )

Fil 4 T RBE T 2] - (T DA 7% = [l e skl 4
FAHCE [T 5 o FTTRF PR i (medical products) & 7 4
S S IR I 2 R BT A - oo PO KR
R BRI e I TR P R L
RS o B 7 R SR Yk - VR VRIS AP
PSP P - T BRI » DR PR i - R - ik -
IRV SR~ RO T B S 9 RO R P
DFpr e S0 HT S JASES - (T MU T 9T 361 AT R
% -

P FDA 56 7% ST > Frionsy S e e 8 o - o
il BRI PR 2 ] - RS HI A g IR * PR 8RR 1
f WU EAACEL (2 1 SR RS » R RO 2 g

an s e
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[~ R R ‘;}*FF[[ FuEE (Management of Blood and Blood

Products)
o kI H

ISR 8 Py AP e 1 s
F[fﬁkﬁj & R SRR > 1= '?‘t F j= ¥ (paid donor ) » 7 S ¥
BEEES f"fﬁf":ﬁﬂﬁﬁ (7 8 (RS T T AES E  EE T AYH  E
flfi“i = fol TR o SUBITR | TSR e B R 2 T R P R T AR
IRENE T Y e @“ ges (E‘%“J\j}@%ﬁéﬂ/[fl'ﬂéff"ﬂff) ) SR A 'f'ff
73 BEPS (apheresis ) [FHFIF&ATTER ~ Tl MY R H R Elﬁu}ﬁ;ﬁ 1= B

Y& o2 TR TSRk BRI A 45% o BT e

45% » F PG o PIELETE RSB R

%‘L[ﬁﬁ“ﬁ[‘]f"%@ﬂ (source plasma ) fUl>E > [l e =g Eg= > 5 E
T LTSS PR S SR T R R
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OBRR [ 'ﬁ'J "EJ 193 &7 B2 Ey o b ?f"‘lﬁzﬁ% H1% ( Division of Blood
Applications, DBA ) ~ #r5# = iy = i G| 4 3 ( Division of Emerging and
Transfusion Transmitted Diseases, DETTD ) * ~"jikZ5" ( Division of Hematology,
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PR T At ( cu £ HIV ~ HCV ~ HBV ~ HTLV ~ STS ~ CMV + WNV S FUi
V infectious disease testing ) ~ f"?&ﬂ%@%@%ﬁﬁﬁé%%l ’p"_r, & ﬁé’;lfﬁ ( quaranting
blood while verifying suitability and doing tests ) » & ~ F%?l ol FIJEJ Hef= T AL
T $h = Eh f?ﬁlﬁfﬁﬁ ( monitoring, investaging and taking corrective actions to

address errors, accidents and adverse reactions ) ==V o
OBRR " ~ iyl 2 % Rl FieE A s i AR o S SRR
lﬁﬁ&‘ﬁ?“ gafgﬂ oo BRI 35 F’: GMP I gapufgiye™ » 54 mﬁ}lg PUBIA
s B IR~ YRR S P ST e 2 -

SEPIF O S kR il oS e B R R % i RlZyEpFss IND/

42



#FAS AT IDE B Pk < E7] 77 1 BLAL LT 7% PMA R (% o i)
ST TR ] R [ R o 2 )

T -

CBER S$fTnklf> & ~ MAERUR[ G 2ot AE T Ryfiofh Ay o 53 53 FEREA] -
Iy PRSI R [ DAERRI SR (AR AAY - 1 ORA iRyl
i == OBRR/CBER Vi il Jizﬁ(zﬁf_r 130 & it JJ%E JH RIS Team Biologics
T TR A — TR TSR A A A (- A SR CBER
TARERNE S S K L AR LT R . LA g SN
WIS » [T ORA Fusalh iy FYehi7 o 5= ARSI b fl = kB i
I B8 BLA PRI - SHAR il % A SUE S VR 19 > (11 CBER % ORA

Y IR o 0 RN 55 kg Rl o5 B0 B Y -
® i ahE R TR RS RV

TESBIL > EIE W A IR PR PO RE  F7 FDA A7
WY CDRH Fr{t g - BER CDRH 53382 KR (50 by (57 il -
AT AV TR » (S ST 2 e T e I R

MRS Y] %@ﬁl%ﬁﬁ%@ﬁ%ﬁﬁ > PR S5E 2 P~ & P 2 TR Y

&l EWEI CBER F&f OBRR *FT:E,' °
Pgr= fifi e gird = Bt RS B UIJAE[ P H L~ e T 2 9k E) (human

43
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