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WLBREINDH0) #8195, ZZTo, T
AP S - MR AR &1L, TR 54,
EEEIERICED L O ITEWFEE, &
YRS G Lot R B S B2 E
HHNT A e S 7o - 8, 2 LIk ko
—DENTOAROBEE L [F Uiex BE Ok
NTHRETZLE2BERILTHIAT 20 TIER
VARG - 4Bk 2 HE9(Table 1). 728, [FEH
ML TIRVWIIT) Ol & LTI, Bk, B,
AR, 13D BE, TUER| - PUEAIEIR~ ORI,
R - HE  E, BOTHRRR, MIROSEE -
HTF AMeRZEF b T2 CCER 5 ¢ Annex [
B8,

ek, B HFEOMM T FRLMBEIRMIIFL
BT 200, EHEBEHIEETIONE NI
WHZ EU MNBEEM TEBE R0z 2 D
R&ERFERT, "HEsRCBITS TEEERRK
ADJFEH|] (primary mode of action rule) (24
o7z, % Z T Regulation (EC) No 1394/2007
TiL, Toéz2ER#ERL LTollmnEEER
R Tho7ze LT, T FERSLOHEIIC
i, EEHRE - MR BTSN LN D &M
2EEL, BERLO—ETHD ATMP IZHET
BHZLLpoTND.

2.2 ATWP 12589 53R%

2.2.1 EFXFRA . WRYOR—RF7TA—F

EU TIZATMP DOiRFEAGCEE T DI DR
HIE LT, Y RZ_R—2F7 7o —F (risk-based
approach) 23RH6NTW5 (LK 6 © Annex I
Part IVZH). VR I _R—RT77a—F L3,
IR L R ARBGEOWEICEE, »OFD
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aE c B2t - AIMEICBEET D Y X7 Do
ER—AZL, TOEEOEGVERIFANCT
i3 2 Z L2 X O BEBIOFE - REEEDD L
WIHHETHD., VRAIR—RTT7u—F|3,
A KERERLBFIFfI=E (ICH) T 2005 4
WKABEEINZRBI R wF—=U A b« HA
FrZ (Q9) THHEAEITEY, §ATIIE
SR - BRZE ORI & U T —i7e b
DEIpoTWD. ATMP DV A 271, filandt
YRR L Ok, BUELRR, XU F—DEY
FHIRHE, F R BRBEORS, FEIRRS
BIUEKRIZEBITS ATMP O B{AfRERS
FICRESEFEND. MREFIA LM
DVTIE, EOERMEOE S ZIZ, BE, E
BREE LT IDREECKT IV AT DES
WHERGL T LRI R > TS B. ST,
Z 9 L= RIS OBRFEER L UEEEHIL, £
FRRRTFEME LY R _R—= 2T Fo—FiZ
Lo TH—AN A r—ATHET D2LERHD
¢ EMA 3E£x T3 7. [FAC EMA i3,
ATMP ORGETHR (BUETERN TOREORK
HAOBRELET)IILFEATMP OV X7 &+
SHTHIRR - K TE AN EHX TVOBRE
LEZTEY, £, FHERRFARRS LUBRRR
BTH, BESIEY R ZERICOWTIES B
FHERELLLTND I,
(RBEEIL, ZIZTWH YR LT, ¥
Hio BT 2 TAREEHE), TREEH), TR
S, [FEzhEE), REEEN) LT EK
LT3 EFFRL TV 5. & ATMP OBE%, B
i, W, #FE FEARLOFERCEEICR
W, KPHDWDIE LTI EXEA2BE
BHY, TTa—FRhbdHn, T_THBED
TeDIZE VI BB BT DR TND L DA
EEEICHE - EBEL-ET, VAZTERR
b, TFIa=b—var, arrue—i, b
Ea—R8RERL TV ZEBFETHS.)

2.2.2 WEORE - Rett - AHETET D
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ATMP BEELO—FRTH Y, 1ERDEEK
sz BB DAk L B ER &N, DFED,
135 Tl S B 5 7 DITITREATREBNETH
v, FOROITITMGOME - ZeM - AR
IR D L LRI, HIREOEE - HE
BEREND. ATMP OFLEIZ A2 /a0
i - F]REX - REIX EU @ Good Tissue Practice
(GTPWIZHEH LEXRD Y, WEEEICEL
Ti%, EU @ Good Manufacturing Practice
(GMP)2I2E 5 MERH B, 0¥, HE EMA
X ATMP @3 0O Lvy GMP 2OV T b ket
FTHDH W, XHIZ, ATMP L [EREEE OFE
é@&@%ﬁkﬁ;@ﬁ%ﬁ%éﬁﬂ&Wﬁti
LEbig, FERFC I DY PR R,
%%%ﬁki’“ﬂﬁ&h%bfﬁam;Té
VERDHD., £, RRORMEE - S~) v
Ty lr— 0 7 OFEUTEE L TiX Directive
2001/83/ECODELRITAE D 75, ATMP TIIAHHT,
RP—DEAMEEEL 2O, Hla/ 2 LE
REOHERIZONT, BE DR DHERZ 531280
THLIRbDEROTHDBHERDD.
PERDERES - B L I1TRR2VEZD
ATMP [3BEDED—E LD, LER-T,
ATMP OFEZE - BHERIZBET 5740 —7 v
TELIOY R <wx—T X e ECIIEFIC
HEHLTRY, FFRIIEIT74A—T v 7,
TRREREDRMIC SV CORH, £LU RS
v R—U AV MEHEDSRD Hivs. ATMP O
REZ7 A0 —T v TBLRY AT R—T A
MZBA LTt EMA 7 beffllZetegtni & ¢
W5 W, Fi, ATMP DOEREZZIT-EIL,
ZOREGEERT HERMER & & biZ, ik
RISASNOHBRE - ARRRICBET 2 4R 9 7220 Lk
HIRIZBET A4 19, B X OB AEHRIAEIZR
T HEM OTHE, B - BRI JOEATEO
Fo—HEY T 1 BHERT D AT DETRE -
EA LT 5720 ATMP @ FL—3E
U7 BT 53R iEEHT oW T, BiER



BETHS.

3. ATMP DESEREAER

EU (2317 5 ATMP DOERZERIZ, BAIZE
% AR vs.BRERWIZE] ITHINT 3R 0134F
TER, REFICRIT DA E DR
IABY TR TH-oTH, TRTHEDERR
(RS T 2 BIEA S b . BRRRER (55
#%IZ EU BN THiiB S ¥ 235810 EMA 12 &
HPRFEENBLEEL LD, 727ZL, EMA i1
CETHLEFARBFELITORBETHY, B
DBRRA « EfEIZET 2 FR X IIT_TIEED
FEEL2oTWA., T7hbb, EMA (3EFRR
BRITIZ—EIRE 5 T&E Apv

ERARBRICEE LTI, ICH OEEIZHE- 7
EU @ Good Clinical Practice (GCP10% Jlg~F
THZLEBMETHDL, Regulation (EC) No
1394/2007 {71 > ATMP DEEARABRICE L
TH, Zuonz, BUERERO ATMP [M)i}
GCP RS MENRH D & ENnD. TOFHEMIZ-
WTE M —HE) 7 OFEREIZET 2 EE
REBRZ7 MR O 6EMRD ZENTE
5.

FRICETAEREN EUMBEEIZET S Z
Enb, F—DEREZFEICERHE L THER
BEIZ X > TRRZRNRH S, #Hiz, WEE
EoOSRHCREREEICINTE S L9, RBE
DAFEFIOEEEZ RME2 < SN D FTREMES
HBD. O LIRIUL, IRROBZMEL
THFaZ Lichdefaiansd. £z, $T
O EUMBEICB O THERSINE LS U fR3#
INBRETHLONPRHRTHAL Z b, &
EROHEMEHHLIUIILKRoTLES. BB
T3 —F A BT 3o TiT
EMA Ti372<, Heads of Medicines Agency
(HMA) DERARRBRHEE 7 L — 7 Tl ST
BY, A X RO RTEOEENZEINT
WA,

4. 1R - BRFEREEE

4.1 1EEAIE

EMA BIRZEBIEV—F L I N—F 4 —
(SAWP, Scientific Advice Working Party) %
B U CTEELORGBARICET 2REMNBER
7o ha— L XERPEREICEE LTS,
ATMP OREEIIF /IO F v —1FESE
(SME, Small and Medium-sized Enterprise)
WENZ 0D, BIE EMA Tit, SME 2
ATMP (ZOWTORZHBIE 2 NE LT 535
&, BEOFEED 90%FF | THRITE LT
%. HHRRED SME T, #5725 ATMP H4
RAEE OB eRIR L 2D Z L FEATE B
RElliE, ER28B 8BRS, 0B, €
ML OREE THhxtgmB N ATMP 72613
WED 65%EF | THRIZR L TWA. £, &
—7 7 VEERLOBEOTa b a— A HEITE
BTh B,

ATMP (ZB89 5551213, SAWP %*i# U7-HH
RRLSMT, LV FEASARHIEE & U CTEAT R &
A7 7 #—A (ITF, Innovation Task Force)
L DR GFIRTIETHS. ITF i EMA AD
ZHRDORD T N—TT, - HA Ko+
EDRER R SRR - BTz U TR
HTOREREZERT DL EHRE LTV,
L7c3o T, BEfFOHA RTA L Tidhs—L
ENLNWT—ADZN ATMP D X 5 22O
BURIZOVWTIE, BASEE D DAUHIE T ORERN
ZITFIZRTNT B Z ENTED. ZORIER
ITF OBEEZITHEVS XV L LAER
RBROBWRE VD, ITF & Ok
B DD RAEN B DERHARIIL 2.

EHIZINLDHIE LIFRIIC, EMA D%k
ERZEES (CAT, Committee for Advanced
Therapies) 13, BEZE DM E 2 ATMP (25%Y
TLOPEPOBEZERTITS & £ biT, SME
DIEEREREER - MERROT —F ORI
T OEEREL R TIT- TS,
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4.2 ATNP D REE

EU NOER %% 72 ATMP OFt@ B LT
X, EMA 7 EC 26 DFEEZITT—FELT
ERFEEXTH>TRY, TITHE - 224
AT EET D RERIFHE 3 T T 5.
EMA NTE FMaTOERBORFEARES Y
79201k, v N HEXSZE B & (CHMP;
Committee for Human Medicinal Products)
THBH, ATMP IZ oW TIIERDIERS, « B
RS L L EPR- O DI 55 E
BT 5 &b, CHMP O FHFERMRREE LT
SeEEZE RS (CAT)S 2008 48 12 ARICEH
S, CAT TO&E - B - BMOMEE
RERS L L2 LT CHMP BAGEEE 1TV,
CHMP 2MERK L7-FHEE REE L LIZLTEC
DEROHEWE TS, LW IFEHIBERLI TN
%. ATMP O&E - B2t - AEMERRIZEES
LM - T AZ EU A CHifn & &, B TR
HpPAZ XS HB92 6, ATMP X EU fnERE
NTOEELRERDZ L2, B#H CAT TOF
MEZiTH Liczol-.

4.3 B@HE

2008 £ 12 A 30 A LAATZ EU PN CHLEASE
FENT- ATMP (2B L Tid, RiEBHE SR S5 h
2. MR T2ARL T2 ATMP OBA1TIE 3
EDOATHIM (2008 £ 12 A 31 B~2011 4 12
H 30 B), ML AR THIHEITIL 44
DORATEAR (2008 4E 12 A 31 H~2012 4 12
A 30 B) BEZHNTHEY, T E T2 ATMP
ELTOREREZTD2LESH L. BN
BAREZTRVESIE, EU i To&AR
RV EINS.

4.4 EIRERERSR (CAT) OWRLEERS

4.4.1 18R

SemERERS (CAT) %, EU MEEN S
%14 BIEES14), BERG» L 24 (@)
ZR24), BREX 24 @IZER24) O,

-391-

EEIEFEE 66 4 THIR S, 2FIIEA 1 [EH
gasnsd. BEARBIVEBREORERE L L
TOZERIFECHHEET 5. B, BEHK
& LT EGAN  (MMEmERRy U —2
European Genetic Alliances' Network) L
Eurordi (BX JH 75 2 % /% #% 8 European
Organisation for Rare Diseases), EEAREDN;
#FE L LT ESGCT (BRMBEGFHIIERTS
European Society of Gene and Cell Therapy)
B LU EBMT (BN MREHEBE S L —T
European Group for Blood and Marrow
Transplantation) @A 23— CAT {Z&mL
TW5. 728, CHMP & OE#HEDOLEMN D,
MBEEREZDEE S S 5 413 CHMP OERT
HHVEDRDD.

ATMP DFHlliZ Fo\ v TLER PRI & L
T, EREERS - MY - B TIRH - Mk
W - AT 7 ) ad— - ARl .
ALVTUR JRIF—TU A MBE U
HERFTONTEY, ZELLERTLELRE
BAHN—TEDLLIIT L VENTNS.
ZOWERIT, BIGFIRFREMFED 19%, MRE
WEMRH 21%, MBETFOEMRER 17%,
NAZT 7 7 o P—FMHED 24%, fmEEFERN
F 8%, 77—<atTT L REMEN 5%,
EFRBERRHPIFK 5%, SFRFHEMR 1%L 72T
WA,

4.4.2 CAT DIEFE

CAT DAEHIZIE, DATMP OFZEGFHE,
@ATMP #ZA5MHIZBT 5815, @SME ©
ATMP &H -« EERIRT — 7% OEERFE, @
SAWP ~DW 7, £DIZHy, ATMP LIS R,
(ZOWTD CHMP & DFERE, BITEC ~0
BiERENRHD.

4.4.2.1 ATMP O a0ET

CAT DEBEOFTHEERDIL, ATMP O
HFERRHETH 2. fER)D ATMP 1220,
CAT 135 E - T2t - FEIZBS3 2R EH0RT
fiifERE B RERE LT CHMP (RT3,

Ty—<



FHEE RERORHIT, ERAGEREEND
& THI 200 1E2E A LARIZAT 5. 7288, CHMP
IXERe AR OB X T210 /B A LI
AT 2RO ERELHET 5. 0B,
ZHBEERICIE AR AR ST, F72, CAT
OEMBEEY A M H SN BN LBRFEEN T
MZEET 5 % TOMIITEERICEIE L7220,
ATMP 2EFHESE L OBARMLOBEITIL,
CAT [T [EFRHEIRRIEHEES & DIFBTH BT .
4.4.2.2 ATWP BZ4tEICRIT 2RI

CAT 135 EDME M ATMP (T84T 508
DANZOWT, BRI BRI SV G -
Wra1T > . RmOSBICET5BEERITL, 18
BECERRFOR BRO TR TS
nTEY, FELILR. ERXRBEE
FND 60 BUATEZEEIND Z LiIZ2>TW
%. CAT DEIZEIL, BEONE - 1A -
CAT IZ X AREHERIZOWT, FEEEZ RN
To%IZABRENS. £z, ATMP O 7 7 —<=
EUZURABIWRY AT R—T A NIRRT
LAOHERIOEMEZELTH, &BHE
ARIEE PO OBERIIS L THEZRITS.
4.4.2.3SME ) ATMP RE - JEERERT— 42 OF
EEDEE

AR Fr—FEE (SME) i3 ATMP @
shE - JERRR T — #IZBAL, CAT Iz L AR
FHECE S WERIME R ZITH T LN TE 5.
HERAEDFEILIRERES - ARPFOFEIT
259, SME b HEENH o T2 GEIZERAT
bihd. HETHRE - FHERKRT—F ORFRY
FHEDOREROAEFRILT D HDOTH-T, AR
JEPAGRHB L I L2 b D L BRI TWD
3. bbb, FEEERIIEAIIERERERR
RO T & T —ZYORABE LTED
ZEiIFTERWY. ZELEC LT, RUT
— & EAOCTRR, 1BRHDVITEROBFHED
ITONDIRIZIE, HFEOFHEIMTORT <25
TELHIFLTVS.

4.4.2 4 SAWP ~Di%H

CAT X SAWP I /145 Z &2k b, ATMP
DRSFHIBIEIC bEIE LT\ 5. 7271, CAT
D SAWP ~DE8 Y OFERIC OV TITEIT
SEREASEE TN D,

4.5 ATNP REZEE(CH 115 EM BB ORE

4.5.1 CAT & CHMP (O EE%

PERDERLDEEIT CAT (Zf#EMaIhd Z
&72<, CHMP 7R —%—¢& CHMP Rl7 F—
Z—BENETNEMFEF— L5 L CGHE L,
ZOFmfER %2 CHMP THEmT 5. &
CHMP TTHRINB &, FENEiT72 EC 254
RETDHZLIThD. —F, ATMP OFFfX
CAT 5 R—%—t CHMP a—5 4 r—4—8
LU HE - Kttt - FIEOBRFARNLLRD
F—2nhk, CATREI|Z7 A—4—& CHMP B|=1—
T4 X—E—BIURE - ZeM - HIMEog
HRNLRBF—LD 2 F—LTITFH. 2F
—LDMERK U725l LR — k& CHMP DA >
N=14¢ CAT DA N — 14U EREFL,
ZOFER%Y CAT O2RSF THERT 5. CAT
ITER L NE AR RER L LT CHMP
IR T 5. CHMP IFFHMEE RERE b LI
REEZTo GHEERELZ/EKL, IHIC
NExG LI EC BAGEORE EH W 5.

4.5.2 CAT 3|

ek X 51z CAT i3 ATMP ORERIFHE %
T2 Z LiTlo TV B, BRRWEE L LTI,
ATMP OFHHICEE L THEMEED Y R b, fifk
TREMERDOY A b, BIUOTHEERERD
NEZERT 2. 72, HELRNIESERIZ
EMA QU —ZF 2 T R—F 4 — A L 3—FDH
HEMRICBRTFA FLBHETOTSLE L T—
vark ¥, #waEfTo.

CAT IERIZ A—F—i%, CAT O2ESHEIZ
BT DFHEOERE - e =—T 1 Rx— b2
LEBIZ, FHMELR— b, BEREEY R, B
BRY A MNEDIERREZHEY L, £/ EMA OV
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—F U T IR—T = AN DN ERE S L
DAERDONBEERH D0 E D OB EITS .

4.5.3 CHWP > &El

CHMP ¥ ATMP OFHfi %417 5 2 F— L DE
MmEITI & biZ, CAT DFHERERE2 L &IZ
LB REEIERT D, £z, CAT TORF
AR TIAL FEMADZELTED, 2K
£EHTER ATMP IO\ TORMHIIE R0%
RICOWTIERZHE L, HETHIUIEEY
il (B2 AGRHFE H b8 2 T 210 HIE¥R)
DEAZICERER Y 2 R OFERREB LR TO
HOMESRTEEZITH Z LN TE 5.

CHMP ER|=—F ¢ X —%—i%, CAT L
WA T 5 CHMP & CAT & DREIDIERD /S
A Bl biz, CHMP (238 T CAT
OBERIZ OV TORZE-FIREEYST5. £,
BEHM I EMA QU —% 2 7 /8—F 4 — R
U A—EOHNREIE & OMROLEMNH 5
ME D MOYETT S .

4.5 4 EMAEBERO&E

EMA iZ CAT OFHfiE RERR L U CHMP
OFHEE RENZNENHED N EIRMNIZE
MENDZ L EF =745 LR, CAT B
LU CHMP OFHEOZFEAM - #efk$ 5. CAT
EHRIL, CAT BRI R—F —DFEH L FR— k
OFRFAZTER L UBIH O TORESMH 2 FER
7% & [FRfZ, CHMP TORKAREZIT BT
HOFHIEE REROEREITD. IbIZ, CAT
FERIE ATMP ORMECEIT B2 fE iR
£ - IBEET.

5. HiR&REMNEK

Regulation (EC) No 1394/2007 {213, ATMP
TREICBIT D RERMEE LT, F—HhEY
T4 Otk L TIRRICRIT A LEHER (77
—=abvI R} BEFLRTWA. ATMP
D FF— - FArk - 8 - ETRBIUBRE
DORL—HEVT 2 OMEBIIHFDOREE
Directive 1255 & &12/425 8, kD X 51z,
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BIE ATMP (Z8Hb L7z iggHz oW T b g
Thb.

T y—a VT A DNTIL, ATMP (2
R UT-fEgt 1903 &, 2008 12 AR LD
EHLTWA. EU Tidftk, 77 —vaby
FURRT 7 ATV TRV ATLEY R
IR =AU RV RT AETHERENTNS
28, 20 ATMP [aiJ et TIIBEIME 7 + v —7
v P U AT AOWENRER SN TN D R0
HThD. E£le, VAR —V A MOER
47> TO ATMP iZBED Y 27 D, 77
—w AL TVT URAOEREIIBITAEERS, VR
7 BMET B0 EF R ELRIR TN 3.

ATMP (34 & TV 5HH0 « MRk e, L7z
BoT, BE~OREE, RIAORIZITHI -
FBOMEICELBE L BAREMERDH Y, Zh
ERIFC ATMP & LCOARMEIC BB L2 E
L5, —F, 29 LERBRBECEDLS
REEE LT LT, WD BT OWTIRERGE
FARBRNZIT A0 TITEE LG22 ATMP (I3t
T 5 BEORBEIENERS LORERSICL D%
EESED, Aot - BEMICRET S FREM:
B3, iz, ATMP OGO (FHEED
BEOIREE -« BT, FHTRE LOFWNHROLE
REETEL) T THHEME - ©2MIE
H0ED. &Iz, ATMP (3/ERHRSIRER
726 DI LR I NEIT 5 b DE TRRA T
»BH. THOEENS, ATMPIZB L TidA
DT A u—T v FREREND Z LT D.

ATMP OHIRFEEXROBEL LTI, %
KT 7—vabEYITURVAT A, YR
TR=TAL P AT ABLOERME T 2 —
T v TV AT DT A AREAMERRT 5N T
Wa. Thbh, T-ZREART, BEEOR
DAREND Z LiZ7z>TEY, FHiz7z ATMP
DBAREHE - K2R O ETRBER I T
5. iz, THOREBLIC L —YEUF
A VAT LOHNFREBAFEE THORY,
FTOFEETLIOMENIERBDS.



6. FINRE—RRAEANTITEL T3 0—
ATMP O HREEDFAOFSNE LT,
Regulation (EC) No 1394/2007 @ Article 28
i3, OREDO—BET ORELONFTEITHE
T, QEFOMEREEIIESX, OFKEN
TGS, OEREFEOBERIOT, ©®
F—IRENT, @R FERICBWTEREN
% LN FEFTRTEMITHAIZITPRES
LR, EWOBERHD. ThEFRR
EEANTTE g (FBREF), Hospital
Exemption) ¢55. Z7L, SR xS
ooy a ST ARBOREY, AEE
CRWTERLETR L REHICET 28R E%T 5
PVEBRHY, £hT77—~vab T I RERE
F—B VT ¢ OREPSLBEL RSB, HicE
CHIHE 2 V2 ATMP OIB&, BEZ LD
A=A =R ThHbHZ b IERERILRE)
LEZBRLER, @F EU T, —EDEREL
Sh-BLETRTIEN FEEMN) cilgsh
HIGAITIE, HOAREEMEE LTHLERES
ICEWIZREDORS & 1372 53, RIEARLE L
Rig&ns 0, ZdETRyICHE Y 27
W< DB, - BEICIET 5050 T
H5.

HhyIz

ATMP ZHEE LWEEZRE, EU T
W& LT IRBAFR RS HBEL L TV 2203, HRa -
R - BET Vol ThETITRVWEMA
WS ate L BT, FOBRRSRIZEL
TIIFEHE TR O NI RRER & F0al L e T,
BRRE A2 R AR S R R e
FERPREThH -2, ZhEERT3720HDE
W #A74 & LT Regulation (EC) No 1394/2007
PEHINIH, FORYMEAOFITE EZM
AR, BlzE, AT r— T
@ ATMP &8 - FERER T — % OB ERGH, B
RARBRFERTTAREE & 1T ER R8N
DRI, TOERMT, EMTITER

BFE T2V . BB O RV B CEERRAEDMT
L THT—F IR M 2B OB & Te
BEL 7D L2 hiaT, BTk eE
~OBEMBEESET 2. BERFA IS
IZDOWTOHMrE EFEE LV, F7, ATMPIZ
B4 ARACZ LT ST g v OBEETD
HEEDORIROE S, EU HIBN THHRED
SEIRIRRBZT b AE L ZT LRV ERA
U, EMEZEBENERTD, VWb D [ER
BRI BRETDHZ LHMEEIN, CAT T (3
RIERT) TH—DIRRE) 72 EDOBFEDERIT DU
TN—FF A ¥ — a VOREENRTHIN TN
5. ATMP @i GCP GMP BX U FL—
YED T 4B MR L EIHES
PO QY IR

29 LERREIZSH D b 00, EU ORFIYNE
i%, ATMP (23 L Tan B EMEF ORI X
R RT - _RXT 4y bONRT U AZEEY DD,
ER L ERET 7= DI89 T8 V< Dbk
VIRLZ2H 6, FRITHAIOPHSIEY 21D
TV 5. BEIZ 2009 4 6 B I3 B Rsh03,
-2 FEEEEOTFTTOMO ATMP FBE L
THRFAREZIT T A, BIEEE CAT 1%
DEERERE L LI, HRWERNRORREE
BT HBEREELDEE DEFRAKLT
WA, F7z, BFEEBIRHETD iPS e DLEE
MEHiiIc kT2 ATMP (B4 2557288
BREELONE 2P AKT Y, EU
DEEMEEOB I LB RN OB E
ICHERRI 2 BB R LT 5.

A, - HEASIN T % R ERAh) E BRR2R 0
FETIOTIERL, ATMP W5 ERLD T
TV =i o TEMNRBZ 0T 5, L)
EU DIEFIZRIEREY BT, HRDOERE
i+ EFRERR D " EICHITE ST SEIRER
HEZOHLOLFEIIMEAVOORE - e
M - BEEOTHIE AT O Z LN T BTTREMER
FFoTs. L3 ERMGECERENS
MENZIZBEH D VILEE, BEICRV D5
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A% DI=DIZHIE E bR bZIRE, SERT
TR—FELDEVITRTEINL, LA
PRRIFETH Db ANR. FAEICE
T B SIREROERLIEEREK, X UHHID
ERBRODICLBELIT_EbDEERD
ns.
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1

2)

3)

5)

6)

7

8)

X

Directive 2001/83/EC of the European
Parliament and of the Council of 6
November 2001 on the Community code

relating to medicinal products for human

use
Commission Directive 2003/63/EC of 25
June 2003 amending  Directive

2001/83/EC of the European Parliament
and of the Council on the Community
code relating to medicinal products for
human use

Council Directive 93/42/EEC of 14 June
1993 concerning medical devices

Council Directive 90/385/EEC of 20 June
1990 on the approximation of the laws of
the Member States relating to active
implantable medical devices

Regulation (EC) No 1394/2007 of the
European Parliament and of the Council
of 13 November 2007 on advanced
therapy products and
amending Directive 2001/83/EC and
Regulation (EC) No 726/2004
Commission Directive 2009/120/EC of 14
September 2009 amending
2001/83/EC of the European Parliament

and of the Council on the Community

medicinal

Directive

code relating to medicinal products for
human use as regards advanced therapy
medicinal products

EMA: Guideline on human cell-based
medicinal
EMEA/CHMP/410869/2006
EMA: Concept paper on the development

products

of a guideline on the risk-based approach
according to annex I, part IV of directive
2001/83/EC applied to advanced therapy

medicinal products
EMA/CHMP/CPWP/708420/2009

9) Directive 2004/23/EC of the European
Parliament and of the Council of 31
March 2004 on setting standards of
quality and safety for the donation,
procurement, testing, processing,
preservation, storage and distribution of
human tissues and cells

10) Commission Directive 2006/17/EC of 8
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DIRECTIVE 2001/83/EC OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL OF 6 NOVEMBER 2001 ON THE COMMUNITY CODE RELATING TO
MEDICINAL PRODUCTS FOR HUMAN USE

Official Journal L — 311, 28/11/2004, p. 67 — 128
as amended by

Directive 2002/98/EC of the European Parliament and of the Council of 27 January 2003
setting standards of quality and safety for the collection, testing, processing, storage and

distribution of human blood and blood components and amending Directive 2001/83/EC
Official Journal L — 33, 08/02/2003, p. 30 — 40

Directive 2004/24/EC of the European Parliament and the Council of 31 March 2004
amending, as regards traditional herbal medicinal products, Directive 2001/83/EC on the

Community code relating to medicinal products for human use
Official Journal L — 136, 30/04/2004, p. 85 — 90

Directive 2004/27/EC of the European Parliament and the Council of 31 March 2004
amending Directive 2001/83/EC on the Community code relating to medicinal products for

human use

Official Journal L — 136, 30/04/2004, p. 34 — 57.

This text does not contain the Annex to Directive 2001/83/EC. The Annex currently in force
is laid down in Commission Directive 2003/63/EC of 25 June 2003 amending Directive
2001/83/EC of the European Parliament and of the Council on the Community code
relating to medicinal products for human use (Official Journal L 159, 27/6/2003 p. 46 - 94).

DISCLAIMER:
THIS TEXT IS AN INFORMAL CODIFICATION TO FACILITATE WORK WITH THE RELEVANT
LEGISLATION. ONLY THE VERSIONS AS PUBLISHED IN THE OFFICIAL JOURNAL OF THE
EUROPEAN COMMUNITY ARE BINDING

THE EUROPEAN PARLIAMENT AND THE Having regard to the Treaty establishing the
COUNCIL OF THE EUROPEAN UNION, European Community, and in particular Article
95 thereof,
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Having regard to the Treaty establishing the
European Community, and in particular Article
152(4)(a) thereof, [legal basis of Directive
2002/98/EC]

Having regard to the proposal from the
Commission,

Having regard to the opinion of the Economic
and Social Committee',

Acting in accordance with the procedure laid
down in Article 251 of the Treaty’,

Whereas:

(1) Council Directive 65/65/EEC of 26 January
1965 on the approximation of provisions laid
down by law, regulation or administrative action
relating to medicinal products’, Council
Directive 75/318/EEC of 20 May 1975 on the
approximation of the laws of Member States
relating to analytical, pharmaco-toxicological
and clinical standards and protocols in respect of
the testing of proprietary medicinal products®,
Council Directive 75/319/EEC of 20 May 1975
on the approximation of provisions laid down by
law, regulation or administrative action relating
to proprietary medicinal products’, Council
Directive 89/342/EEC of 3 May 1989 extending
the scope of Directives 65/65/EEC and
75/319/EEC and laying down additional
provisions for immunological medicinal
products consisting of vaccines, toxins or serums
and allergens®, Council Directive 89/343/EEC of
3 May 1989 extending the scope of Directives

' 0J C 75, 15.3.2000, p. 11,

? Opinion of the European Parliament of 3 July 2001
(not yet published in the Official Journal) and Council
Decision of 27 September 2001.

> 0J 22, 9.2.1965, p. 369/65. Directive as last
amended by Directive 93/39/EEC (OJ L 214,
24.8.1993, p. 22).

*0J L 147, 9.6.1975, p. 1. Directive as last amended
by Commission Directive 1999/83/EC (OJ L 243,
15.9.1999, p. 9).

*0JL 147, 9.6.1975, p. 13. Directive as last amended
by Commission Directive 2000/38/EC (OJ L 139,
10.6.2000, p. 28).

®OJ L 142,25.5.1989, p. 14.
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65/65/EEC and 75/319/EEC and laying down
additional provisions for radiopharmaceuticals’,
Council Directive 89/381/EEC of 14 June 1989
extending the scope of Directives 65/65/EEC
and 75/319/EEC on the approximation of
provisions laid down by law, regulation or
administrative action relating to medicinal
products and laying down special provisions for
proprietary medicinal products derived from
human blood or human p]asmas, Council
Directive 92/25/EEC of 31 March 1992 on the
wholesale distribution of medicinal products for
human use’, Council Directive 92/26/EEC of 31
March 1992 concerning the classification for the
supply of medicinal products for human use'’,
Council Directive 92/27/EEC of 31 March 1992
on the labelling of medicinal products for human
use and on package leaflets'', Council Directive
92/28/EEC of 31 March 1992 on the advertising
of medicinal products for human use'?, Council
Directive 92/73/EEC of 22 September 1992
widening the scope of Directives 65/65/EEC and
75/319/EEC on the approximation of provisions
laid down by law, regulation or administrative
action relating to medicinal products and laying
down additional provisions on homeopathic
medicinal products’® have been frequently and
substantially amended. In the interests of clarity
and rationality, the said Directives should
therefore be codified by assembling them in a
single text.

(2) The essential aim of any rules governing the
production, distribution and use of medicinal
products must be to safeguard public health.

(3) However, this objective must be attained by
means which will not hinder the development of
the pharmaceutical industry or trade in medicinal
products within the Community.

(4) Trade in medicinal products within the
Community is hindered by disparities between

7OJ L 142, 25.5.1989, p. 16.

® OJL 181, 28.6.1989, p. 44.
®0JL 113,30.4.1992, p. 1.
“0J L 113,30.4.1992, p. 5.
'""OJL 113,30.4.1992, p. 8.
20JL113,30.4.1992, p. 13.
" 0JL297,13.10.1992, p. 8.



