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‘i@ﬂiﬁ%ﬂnﬂi HiEHINDD, BIEFH 1R SHETHESNLIEEL AT 578 (subject) &
FELTWD, EFEESICLVGIE I NERIZ, EE - IO H 5 W 2 FBHIPT ISk L Toiil)
E’\Jiﬁﬂlﬁﬁ T AEA L, ERELEUINO —RIERICRH L TES L 725,

*75 BN S SIERBN 0 | EFRER D RFED SIS T 5 SiEHREZ A3 5 DITxt

INDILERERR X H B W@ 547 B IRV THE (MHIETE ; State Statute) ZHIET 2 Z &2

“C%Zo MoOMEEIR, EBEIEER ELY EAIZH DEE RN LRWRY 28N T, 4%
MNCE T 22 TORIFTICH L THEAINRE L 2D, MBS TIER iz bz,

HELHIEEITAREEM (United States Code) ICHRFE SN TV 5, A2 [E M ITEF
DTN Lk E2 THEICOE L2 b0 T, EEHIC 50 OfF (title) EFRIEND & DM
LIRS TWS, AFREEIO 50 O Title DU X FEER2-1 IR LT,
United States Code D[ e
Title (#&)
(Subtitle)

Chapter ()

(Subchapter)

Part



(Subpart)
Section (£%)
(Subsection)
Paragraph
(Subparagraph)
Clause

(Subclause)

HAATBUTIZ X 2800 - E
HIATE)T I AERIC L VNSNS O T, #AHIEEOHITZ B E L7 HA %%
179 %, Food and Drug Administration (FDA) IX. Federal Food, Drug and Cosmetic Act
(FD&C Act) OfEfTa HEYE L CHFMHERIZ L > TRILENTE T TH D, BIBITBITIC X
LBANE, BefETiox U OBl R @ 2 A L, #mTEE, flEELREoMmo—Rk
EIRICR L THES L2 D,

B OHANL Code of Federal Regulations (CFR) IZfRE I TW5, CFR I, 1T8E
EHRET, —RE. TEE R HER 2 ERIE L7 6 O T, Federal Register (FR) THFE X
D> TCFRRFTUN=TIEEINDZ LB HLIN FRTOFT U NA—THINDHIZ bbb,
Code of Federal Regulations ® 50 ®438F (Title) 2N TWAN, ZTHa&E 2-2 12
W L7z,

F28 XEOBAE - HlaEERRBELFHE
1. XEEABFCTOEE., BRICETLIHEARR

Department of Health and Human Services (HHS) 1%, HBIFDED—>THARDEA
FBE IS TS, HHS (X, 11 OBUFHERS (Agency) & 10 LA E®D 0ffice KWLV - T
B, 11 OBFHEEI O FZ FDA, National Institutes of Health (NIH). Center for Disease
Control and Prevention (CDC) 72 EN&FEiD,

FDAIZ. FDAEE DY L1211 @ Office. 5 #FT®D Center LV RV N> TWNAEB, 25D
Center @5 B LAF D 3> CEHMEAE GO, fIEKFR, RCKRZ EICEET 2 ¥5%
YL TND,

-The Center for Drug Evaluation and Research (CDER)
-The Center for Biologics Evaluation and Research (CBER)
-The Center for Devices and Radiological Health (CDRH)

CDER Tl&. FD&C Act TER I N D EFHMIZHE L TEKMICER LT OB T, ¥k, U=
2V w7 EHE, OTC EIHSE (—HHAEES) oA od ., ki, EEEH 0 —Ho
{bEMEtEL I N—F 5, ZNHEFKLOBER., KB (Investigational New Drug : IND)
2> NDA (New Drug Application, ¥r¥(BLE/AKFERHIGE) FCE2HFAL. oM. 207 % 7 HMm
THEELICHERBITF A G2 DHETHD, £, TIREBEDOERLOZEEICET 8
ROEELF,



CBER Tl&. AW FHRIFI OL 2t ME, 205, AOMEOFMEEZITV. B¥ENL I
SHRIFIORGERTE £ TOFRAMEERF S, INN—SN24EWFENRANTIEL LTUTD L)
L DOND D,
iR A 2 S, EIRGELEDOREE L TOMKE TEEZD THNN—T2%

- B MR, MR L E S ICBEE T 28 (B OME ., B2 R<)

e NHOU T
- PR
- MR DMK A 7 ) —= VDO HIVF A R¥ v b, ROMLIE S > 27 B RE &

- BFEEBEBY O ORI, ARk, TR OBMEICEET 5 b D
- B FE¥E, B boson—=07

CDRH T, T X TOEKFEHEIRICET 5 Eiaiaral izl 28MEE & b, T b EEHE
WORENE, BUER ORI EO¥EB 21T 5, Fiz, EEEUANAORKE, oL 23R
Bah, ¥ A7/ a0z —TREDPDLOBHEE OS2 IO THEMREZIT-o TV D, ERE
WCBELTE, KO3 D07 TJAZHESNTEY, 7 7 ALKV FRAIOBEREN R - T
W5,

‘Class 1 : 77 DL AHAMLT, BIEVWRAH 7L LTHERRERZFI & Z &2
W9 AR E BEF T 1S09000 I~ v F 45 L 9 7 “generalcontrol” IZHE9H &
IRDHNT WD, BIERTEEZITO LA, FDAICERERT HIMLELND D,

«Class 2: HRREDOLEMEY 27 Z0E5 8E<, Fl 2 0E, s REA L . FER TR OB
CHWHR B E, BRREREZMND &5 R RARE S 2 LB TRV,

“510k” DARELELT D,

+Class 3: R—=ZAA—=H—D L HIZ, MRIZEKRRFLZ KT REMED & 5% T,

EHA D NDA D K 512, ERKRRBREZIT V., 2tk & A% BRI L T PMA
(Pre—market Approval) ZHANENH B,

ERE IR OIS S LTI, §_XTPD Y T AT General Control IZffVy, T, Class
2 TIL 510k IZ L H5EA, Class 3 TIXPMAIC X HBEA KB A NI L T 5, Class 3 xfILDE
PSR TIIE N CTOREMA DML R T 272D ORI LETPMA O b LITEFE I
DM, BIANIC, BEEN 55 TRWEROSEAIZIX HDE (humanitarian device exemption)
THHT2ZEMNAEET, HDE O b & TIHEAKRR AL Bt T 207 — 2250 THiET S
ZENARETH D,

2. United States Code (&EE %)

United States Code ®H1 T Title 21 (Food and Drugs) MNEIKN « BN 545 TH
W, Title 42 (The Public Health and Welfare) 2%, f#HE « 5/ « RYs - FEL 27 SigIA
WEAERIEZ D R— L TV A Th D, Title 21 & Title 42 DIEZRNZ LU TFITRT,



United States Code

—— Title 1
—|Titl¢ 21 FOOD AND DRUGS
Chapter 1
Chapter 9 FEDERAL FOOD, DRUG, AND COSMETIC ACT|
Subchapter I
Chapter 26
Subchapter V.DRUGS AND DEVICES |
Subchapter IX Part A Drugs and Devices |
§ 351
§ 355 New drugs
—|Tit|e 42 THE PUBLIC HEALTH AND WELFARE | Part F § 360 Registration
Chapter 1 § 360e Premarket approval
Chapter 6A PUBLIC HEALTH SERVICE | § 360n
Subchapter I
Chapter 152 Subchapter XXVI
—— Title 50

3. Food, Drug and Cosmetic Act (FD&C Act)

United States Code @ Title 21 |&, 26 @ Chapter (%) X VW BV 32> T\ 528 (BB 2-3) .
AREZX, £D 9 HD Chapter 9 (FD&C Act) (2K STV 5, FD&C Act I 1938 4F 1T &
SITAEMHE T, 9 D Subchapter 22572 0 | EIH IS L OEZRIZEI LTI Subchapter V (Drugs
and Devices) THIEIN TW3A, &¥F 2-4 |Z Subchapter V @ Part A Drugs and Devices
D§DYANERT,

United States Code TlX FD&C Act (Title 21, Chapter 9) DOPFEf@HETEL SUBCHAPTER (I
~1X) @ SUBCHAPTER V (DRUGS AND DEVICES) 2% Part (A~F) 124341, % @ Part A (Drugs and
Devices) 288 (351~) 7o TW5b,

USC TITLE 21 FOOD AND DRUGS
| CHAPTER 9—FEDERAL FOOD, DRUG, AND COSMETIC ACT

SUBCHAPTER | SHORT TITLE

SUBCHAPTER II DEFINITIONS

SUBCHAPTER Il PROHIBITED ACTS AND PENALTIES
SUBCHAPTER IV FOOD

SUBCHAPTER V DRUGS AND DEVICES —1Part A Drugs and Devices — § 351. Adulterated drugs and devices
SUBCHAPTER VI COSMETICS Part B Drugs for Rare Diseases or Conditions § 352. Misbranded drugs and devices
SUBCHAPTER VI GENERAL AUTHORITY Part C Electronic Product Radiation Control
SUBCHAPTER VIII IMPORTS AND EXPORTS Part D Dissemination of Treatment Information
SUBCHAPTER IX  MISCELLANEOUS Part E General Provisions Relating to Drugs and Devices

Part F New Animal Drugs for Minor Use and Minor Species

|Federal Food, Drug, and Cosmetic Act

Chapter | Short Title
Chapter II Definitions
Chapter IlI Prohibited Acts and Penalties
Chapter IV Food
Chapter V Drugs and Devices —{Subchapter A Drugs and Devices f— SEC. 501. Adulterated Drugs and Devices
Chapter VI Cosmetics Subchapter B Drugs for Rare Diseases and Conditions SEC. 502. Misbranded Drugs and Devices
Chapter VII General Authority Subchapter C Electronic Product Radiation Control
Chapter VII Imports and Exports Subchapter D Dissemination of Treatment Information 1
Chapter IX Miscellaneous Subchapter E  General Provisions Relating To Drugs And Devices
Subchapter F New Animal Drugs for Minor Use and Minor Species




—J7. FD&C Act # K TH 5 &, FOREREIT Chapter (I~IX) @ CHAPTER V (Drugs and
Devices) 73 Subchapter (A~F) (24341, “& @ Subchapter A (Drugs and Devices) 7% SECTION
(501~) & 72> TEY . numbering ¥ > T3,

HH ORI SR RBR CoOLeM . A ORR 2% CRIEGE DO RARICW - 5 BRI
B4 210972 % 2 1%, §355 @ “New Drug” 12L& » THIEI L, FIEDOBFE D HAGRICE
% FDA OB FENHERIL STV 5,

4. Public Health Service Act (PHS Act)

United States Code, Title 42 (Public Health and Welfare) (. 152 ® Chapter X ¥ Ak
D> TEY (B 2-5). Chapter 112 The Public Health Service ME x FIZ-D\W\C ik
SNTVDN, KEOLSE - @tz 0 | BIEISEDTDIHEONTCIERE TH 5, Chapter
6A |Z Public Health Service Act NFR# SN TRV | FIKABR TOWRE O NMHEREDOH Y
Gl EPPBES TV D,

5. Code of Federal Regulations (CFR)
CFR @ Title 21 (21 CFR) A[EIEM - B2 TOITBUEH T, 3 D Chapter (24773,
UTFTOZNENOITEFICE - TEEESN TN D,
» Chapter I — Food and Drug Administration
* Chapter II — Drug Enforcement Administration

» Chapter III — Office of National Drug Control Policy

EIICEI T 2 FIHIL FDAIZ L » TEBES HL, £ OEA4EIT 21CFR Chapter 1 & FR{ZAL TV
%, 21CFR Chapter 1 OO ZNENOHEIT Part & KiE., BEAIZEM, HIk, (E1ED
WENTHIL TS, 21CFR Chapter 1 @ Part &kt 2-6 12777,

R4 Public Health {ZB8 L Tl 42 CFR Public Health |2, 3 -2® Chapter (243 2 THE
325 (IIBLXOIITITERVIE S TEELRY),

CHAPTER T —- PUBLIC HEALTH SERVICE, DEPARTMENT OF HEALTH AND HUMAN SERVICES @
ﬁ%\ig\*q’ 277 ﬁl%j—o

6. Guidance

Guidance 1%, FDA WD )& (CDER, CBER 72 &) D F 72 54, HHS DA Agency (NIH, CDC
72 8) R0 0ffice (PHS 72 &) . MA THEE EOFMHENS 672 < SARITENTWS, FDA
Guidance 1%, —fXAYIC FDA DEZ F AT OEODRETH Y B RME 11T IEY -
IR 23 H AT FDA Guidance Z#409 L ST 5 MBI RWFITR > TV D,



E3H RKEIZHETHHEE - HRRAEREERKOENGRY HKL
1. HCT/Ps (Human Cells, Tissues, and Cellular and Tissue-derived Products) MEXY
HWNICET HRE
A - MBEEOFLE 72D Human Cells, Tissues, and Cellular and Tissue—derived
Products (HCT/Ps) DEFIB L L DIER LI W EZRE L TWHIERIZOWTHMAEL £ &
Oic, BT HEH, A RIF7A4 0 LTE, ROBLORH 5,
*k 21CFR1271 : Human Cells, Tissues, and Cellular and Tissue—derived Products
* Guidance for Industry and FDA Staff : Minimum Manipulation of Structural Tissue
Jurisdictional Update (CBER/FDA, 2006)
%k Public Health Service Act Section 361 (PHS Act361, Title 42 USC Section 264)

INHLOMEOERTSHEZAIL, B M - B L OENSICHKT 2RO Y
WEBREICT D Z L&D, BmYEMEEBOEAN, B8, IEBEHIET 22 L2, 207
OOFE S, FIAEHEEL TWD,

(1) HCT/Ps ®EF (21CFR1271.3 (d))

t hOMBRELITH#EEZ ST, BOVWIETENO LR T, B MIX L TEBHE
(implantation ¥ X O\ transplantation). & (infusion). Transfer (b F"SZAXFIZE k
Bl E BT 52 L) ZAMNETDHILOT, #HilE LTE. B, BB, B, DIgRT.
A, B FORMEE LB ML) 645 672 iE i in/ B, manipulate SAL7ZHE
WM, Sk~ b U 7 A Lo BRGHil, KR OMb o AT ERHIT O3,
IR & 7220,

JE 3 :Human cells, tissues, or cellular or tissue—based products (HCT/Ps) means articles
containing or consisting of human cells or tissues that are intended for
implantation, transplantation, infusion, or transfer into a human recipient
Examples of HCT/Ps include, but are not limited to, bone, ligament, skin, dura mater,
heart valve, cornea, hematopoietic stem/progenitor cells derived from peripheral
and cord blood, manipulated autologous chondrocytes, epithelial cells on a

synthetic matrix, and semen or other reproductive tissue.

. FDA IX. HCT/Ps IZ-2U T, FDA Regulation of Human Cells, Tissues, and Cellular and
Tissue—-Based Products (HCT/Ps) Product List /A& L CTE Y . CBER Htd%k > (Biologics) .
CDRH Hu#l: (EHEH#s) K& OF Combination & 438 L T HCT/Ps DU X M &fFIRL TW5, &EE
2-8IZFE L DB,

PLF O HCT/Ps & ld 72 S,

(1) MENERIN TV 5B [vascularized human organs]

(2) &l E 2R sy . 72Xk Bk, (21CFR607, 207 ITHLAL U 2 b 23 FR L)

(3) miShizdbsrWiTti szt ok, Bl IEINvs, a7 =50 MRk e
ThHDHMN, HCT/P L A2 SN BIRITE e,



(4) BEBHICHWON D HA Tninimally manipulate S 72 F#E T OY & I13HES LT
Wb O Ok, 7V REZuA FIAERRERK, JLBEY 7 Vik. 7 FUBRK, FiRE
W L], EEEEAL. REAEZERLS. b UELBRIMA LN TWAEAIX, BHEICEEfR
TOLREMICOETHIRBEOAE LD Z L2220V E DDA,

(5) HCT/P o Hli& o 7= b > 4if Bh L iy

(6) b MO EFEEY RO, Mk, D

(1) §809. 3(a) ITHLE DRI Z K i

(8) JEIEMLEIN SN ME T, eSO IcHWLND Z ERHTE IR TWD b
D,

(2) HCT/P ByE=E 2 MIEST LT uiE e 572 iEM (21CFR1271. 10, 15, 20)
L (a) UFO)~@WHOETIZHEAT S HCT/P #8iEd 553K (establishment) 13,

PHS Act #5 361 TH, B LA Partl1271 12K » CTOBMEHI &I 5 : (21CFR1271. 10)

(1) HCT/P 23, FH/DBOMINENT-H D [minimally manipulated] THDHHEE ;

(2) HCT/P 25, FFEIMEEH [homologous use] DHIZROENTZHDTHY, T, H
fr, FRIIMOEEICREREEDOBMERNREINTHDLEHE ;

(3) HCT/P 23, foo¥’E (HCT/PIZBIMR L= Hii- ek Lo Z&EoREZ K 2 S72n kX
DK, TV AZuA RN KFE. RE REAIZRS) ZRAG STV,
BLW

(4) L TNzl + 5848 ¢
(i) HCT/P 2, &HMREENRL, ZTO—RIEEE & L CTEX Mo REH1ER

WHRAFT D 2 e WGS
(i) HCT/P 2, ZEMREEND D, IX - RIEEE & L CTE X Mg o R HHE
HIIKGFET DR HDHEE5 T, o
(a) BFEMH M [autologous use] OO TH HHE ;
(b) /1B EIT 2 BED MR [blood relative] D[EIFED 7= b D
[allogeneic use] THAHE ; £/21E
(¢) EFHEMOMF R [reproductive use]l THhHES

(b) EFE (a) HHIZEZM T 5 HCT/P #8ET 2 EAN, EHAAOFEF L,
(1) FDAIZHFR L2 E e By,

(2) BIYET AL HCT/P DY A M& FDA TS, BLW

(3) AR Part1271 HDZ O D FRFIH 2 3T L7221 L7 720y,

2. LT HCT/P 2 8&E 3 2 ¥ 1%, 21CFR1271 N ERT L H 28573 5 M E T
(21CFR1271. 15),
(a) HCT/P % FERGRIMIANTE, FIXHEOHMORIHERHT 255
(b) HCT/P Z{E A SEREL L., R UAE RO E LR~ DO ANWICBET 5 FEFT T
o5 GE
(c) WEHEHZ Th-o T, HCT/P WG A3, =B, Wk, E3EET 256
(d) F—fEZNT, A, B, A, £7203 transfer (b MM E - 130 %2 %



REWCKETZLE) OAOHM TR, BXOWREZITWV, BIR, 227 U—r &bk,
Tut A, For, G FRBREEITDRVWEEFRTOSA

(e) AEFEAMD F 72 TR DEIN D Z21T 5 FHEF TV . 26 2 E B IS £ 72 134 %
D R F—DMRERS— M F—ICB T 56

(f) BESNTZFEFL OB, BB, MO FRIT X 2 HIE F 72 1388k 0 B0 D A
ZITOMANTH O [ L7 HIE F 72 10 2 58k S F AT AT 2 85680
Bk, ETIEBDOY AT 4 o T HERIND Z L1720, Part 1271 IHO M O HLE
WCDOWTITESE LT ud7e 5 7eu,

3. 21CFR1271.10(a) IZ/R L 72 ZEMEIZHE A L2 W HCT/P 2 83E U, F£72 1271, 15 (278 L 72 FR4b
HEIZ HIEIG L2V HCT/P OERER THh 285513, D HCT/P 1% FD&C Act D HLHIIC &
L EE NG R, EIXEYFEORAIE LT, £721X PHS Act351 TH, B XU Title 21
Chapter T @M 2 HANC X 2825 1F %5 (21CFR1271. 20),

WHEXNARBNZIEZ, §207.20 (f). §201.1 (¢). §201.2, §211.01 (b). §807.20 (d).
BLUrE820.1 (a)B3H V. Part 1271 @ Subparts B, CEB I D OFJEIC/EDRIZ R & 722
WA, THNHIZRE SIS HDOTIEARW,

ZZTHWHRTWD FEDEFRIL 21CFRI2TL.3 I L D &

(b) establishment : HCT/P ®BLEIZHEHETEH2—oDEFHO TICHHHEEDOEFT (place of
business under one management) T—- 2D 2T (one general physical
location) (Zd& V. (1) HCT/P SL&EIZHEFT DA, 285, TEAN. Ha X O OIEHN 2
2% (any individual, partnership, corporation, association, or other legal
entity) L U(2) HCT/P G DZFERE ) — XU FET DRV T END

(c) homologous use : ZZFFH O Ml F 72 1T LS HCT/P TIEME, FHEZE, U, fid S,
BEFTREZL TV LR UERERIZAE COHRET 22 LICLEB 5

(f) minimal manipulation :

(1) WERMEE OGS, MO, EE £ ITERICERT 2 A ROMEREZZ TS
HZEDRWINT
(2) ML E 7 ITFFME R OGS, MR E IO BRT 2 A Fafe it 2 £ E 4
HZEDRWINT
Lo TW5,

2. Public Health Service Act & HCT/Ps

HCT/P 23 minimally manipulated T& ¥ . 73D homologous use 72 & TdH B A 1%, Y4 i% HCT/P
DEIYEF 1T PHS Act %5 361 IH., 3 LUV 21CFR1271 O M 52 1F . F¥EZ B 4k3 L UVHCT/P #Y
g U A R FDA #2:H 23k B4 (21CFR1271. 10) . LISk HCT/P Z 83 L, BAMREIC b
WS L2 WLER O 8G9 HCT/P 1%, FD&C Act DHHINC K 2 EFESL, BEFRE. 72134
PErBisl & LT, E 72X PHS Act351 TH, B IO Title 21 Chapter T @449 2 HHANZ X
LM 2% 1% (21CFR1271.20), Z Z CPHS Act361 ODNFEIZ DWW TRET,
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(1) Public Health Service Act

United States Code Ti& PHS Act % TITLE 42, CHAPTER 6A-PUBLIC HEALTH SERVICE (Z#H
294" %, 21CFR1271 CIX HTC/Ps |Z P38 L T Public Health Service Act @ Section 351 ¥ K&
W36l NEFEL2HS>TWND,

PHS Act @ Section 351 3 L Uf 361 X United States Code TiXZ 4L E 41, SUBCHAPTER II-
GENERAL POWERS AND DUTIES @ [Part F-Licensing of Biological Products and Clinical
Laboratories, subpart 1-biological products, §262.Regulation of biological products]
B X [Part G-Quarantine and Inspection, §264.Regulations to control communicable

diseases] IZFfHYS T 5,

Public Health Service Act @ Section 351 (USC ¢ § 262.Regulation of biological
products) TIiX,
(a) Biologics license & LT,

Z @ biological product B FHZN72 biologics license ZHfEGE L TE Y . M oRL O 2 D
W (D #me . GDEEE LR, EFr, B&E5. Qi) Bao 2R, 2RI
WS TWARWERD | MNE N2 BRGICHEE TTR S 220,

(j) Federal Food, Drug, and Cosmetic Act @@ & L T,
ZoO® 7 a U ORFIONE E 7D biological product (21X Federal Food, Drug, and
Cosmetic Act N INDH Z L2 ENELHINTWD,

—7J7. Public Health Service Act @ Section 361 (USC @ §264.Regulations to control
communicable diseases) 1%,
(a) Surgeon General {2 X 5 F4i & fifT

Surgeon General (X, #MEMNST AV W AEREFZIXZDOBEE~D, HDHNIE—2DOMF
TAXBEN DM OM 7 ITEE~D, YRR OE AN B, HLWIEFRIEEZHIET 50
WCETHD LW LTS, REOKROS & T, 207 OIZME Bl 2 Niyk Ui T3
LDHER AR T 5, 20 XKD el %2 FAT LK 79 2 HAY T, Surgeon General [J#4%E & fi|lHr
L7568 S D WVIXER LT Y B h~DOfERREGIR & 720 5 D8 & 5 Wi B [
XTIE article] Zrd, FEZK. WHE. Hiv., FHREEER, BE, BLOZOMOREEZHC
HZEBDHD,

Surgeon General |&., Department of Health and Human Services @ Public Health Service
Commissioned Corps D& E T, KFEN EFEDEEZ G TEMT 5, KIE D Ichief health
educator] & LT, KERICEELZHEZEL, BKHREEDO Y A7 2L IELT-00/LA
LR OB FER R ERE BT 2EF 26T 5,

FDA @ Compliance ProgramManual @ 9 & Biologics IZFT A2 DD —2>TH A17341. 002—

Inspection of Human Cells, Tissues, and Cellular and Tissue—-Based Products (HCT/Ps) |
(Implementation Date : July 1, 2005, Completion Date : September 30, 2009) Z. HCT/Ps
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D & PHS Act section 361 & DBARIZOWNWT, HbED TH LI I TS, =
@ Compliance Program . PHS Act Section 361 |2 A&l X+ 5 HCT/Ps (361HCT/Ps) IZ
BT 257747 A EEhE X OERITENZ OW T OF#R A4 L T 5 (21CFR1271. 10
(a) DETORMEL RIS T, E3RM, ERES. AWK L LTRSS HCT/Ps 13510
Compliance Program TH/X—Z1 %),

ZOBRHZ XL D & 1990 FRYMIC b MAFROBHEIZ X 2 HIVIEERSME S b & & biT,
BEMICZETIERVERBMAISN TS Z b Shcizw, FDA [ ZRIEICHEZ1T-
7o TORER. REU AR DOBAEIC LD HIVo B, C TR ~DBYN D A& B5F5 2
EMRAICKETH D LS L, 1993 4F 12 HIZ FDA X, BiEA O b MERICE L THHE
DIEGIED T A b, ffEFORA T V) —=v 7 REkO 2 BRI E R T 2 B EHLH 4 38
F Lo (BA&HANE 1997 45 7 HICAH), & L CFDA I, BYYEDE AN, [z, JERKER<
ZLITERE Y TTUV D PHS Act Section361 OIEMIMEIRICHESWT v MM ZBHIT 52 &
IR LT,

%3 LIk
http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformatio
n/ComplianceActivities/Enforcement/CompliancePrograms/ucm095207. htm

UEORNZARTHIBELTELDDLEUTOLIITRD,

21 CFR 1271
|
| |
“more than minimally manipulated”  “minimally manipulated”
PHS Act 351 PHS Act 361
l FDC Act
51— BX XKE FDAND Z43
EED 1S ERf [ % UG R MEH
5ﬁ‘5§(§ﬁl¥ji§5§)
SWEIE o _
clinical trial ERERFAZE Eﬁu?g;%};ﬁz)ﬁ H- INDEREE (FDA)
EEE
HIEIRSERE - KR
RIEHRE (BEFEE) BLAEEE (FDA)
EEE

3. Minimal manipulation M #iEH

minimal manipulation [Z- DWW TiX, &R OG A, MO FMEE, BH I3 ELHR
WCERT DA KROMIREZEE T 52 L D72, TRk £ 7 LI & Rk O 56 Mk
FFMBEOERTO2AEAMTFREZLEETE T L2 L022WINT] EERINLTWVD
(21CFR1271. 3(f)),

GRS DO HE D “ARDOMIREEE LR LW KRBT, EZETHREERNLEH

RENDIONPRBPHETH Y . #% < @ RFD (Request for Designation) 73 FDA IZFHE H 7,
ZAVITREIS LT, 2006 ISR EREAR AR IZ %9 5 manipulation 2% minimum 72 D & 0B
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% Guidance ZFEFEK L TV D, ZAUUT LAVE, ARSI 2 540 2 Bt D KIZ T 20 R AS negative
Toh i positive Tohiv, MM ORI HMEIZBE T 2 MR 224 % 72 & FDA 23 ¥4 5 RFlX, & D#
EIX minimum manipulation PA & Z72 S 4L, %@ HCT/P 1% FD&C Act 33 L OF PHS Act 351 (Z
HERLL CTEWIbNAEDZ L THA, TTEMRICEEFTEN H D DT FDA (X“Tissue Reference
Group” EMENDBEELZNH EIF T, RFD DALHEEZIT-> T 5,

235 SR
Guidance for Industry and FDA Staff: Minimal Manipulation of Structural Tissue
Jurisdictional Update
http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformatio
n/Guidances/Tissue/ucm073396. htm

K [EIZ American Stem Cell Therapy Association (International Cellular Medicine
Society B L TWVD) EWHHENH D (http://www. stemcel ldocs. org/), B FKE N
D (autologous adult stem cells) ZFIH L7-EEITAZIT O EEOMA T, minimally
manipulated 72 H Kk AE 1L FDA O & FE 4 5 biologics TIXRWE DN IFEE L > T3,

AR A N—ZLLTO@EY Th S,

AR A N — it & iR 4

Christopher J. Centeno, M.D. The Centeno-Schultz Clinic

Valerie Donaldson, M.D. Therapeutic Alternatives

Frank J. E. Falco, M.D. Mid Atlantic Spine and Pain Physicians

Clinical Associate Professor

Michael D. F , Ph.D. . . .
tehae reeman Oregon Health & Science University

Robert D. Kramberg, M.D. Rehabilitation Medicine Center of New Jersey PA
Neal Taub, M.D. The Center for Musculoskeletal Medicine

John R. Schultz, M.D. The Centeno—Schultz Clinic

Robert Sutherland, M.D. Texas Spine & Joint Hospital

Thy, FOIvvark

c BFERABMIOEFICET 204 K74 0 OREIC L D BERE DR KA

« HZE NG O e NR OB & FRBAEIC BT DR RE ORI

« BFEMRNABHIIE O /NREEE D biologics TldZe< b MM TH 2 Z & DRfEsr
- BERAESHIIE O S/ NREE BB EFITA TH D Z L DR

- RN ESHIIE O SRR R . BREIELZIT O EMOEE . best clinical practice [ZiR
STED XD BRITANLRATOIN D 12 DEREDRE

- BEBA RIS D — K~ DTS

c /NREEE LI HF RS AR R LB EROA EM L VA Y — DR
cHEML YA MY —~EHE SN RO GHGE~D E &G

L LTWD,

HZ NS MO, &/REEE, BBMHEIZEET 5 clinical practice #E¥ELZ B I
TE D7~ TASCTA Clinical Guidelines] @ [C—Clinical Translation of Adult Stem Cell Lines]
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DT, [ O AEFARAE 28 U 72 Bl 2 ) Tl /RIS ES R 19018 & B 72 #1138 (cells which
have been minimally culture expanded using techniques which mimic normal physiology)
W 2 BRE, T/ NR OB 8 | X Mia e THEREM & BBk o Ry MFIZ LY #
EINDE LT, IEEIFIT60 B A&, BB oREE L Tar=—JEE. 10
MRZEZ 2] HIlRZTEREICHND & LTWnD, 200945 HIZHE LT 2 DOEKTA K
TA L DBEREEE 2-9 12T,

Zh 6O Standards {ERRICEG L2 HEDOFTR T 2 EEDO B — L=V i~z

13 WS

Moraga Biotechnology Corp. + 2004 FEEENL O R NI — 2 D4R

Los Angeles, CA, USA - B N ERARY Blastomere—Like Stem Cells ZF|H L=~ A )L—

http://www. moragabiotech. com/ 7'y FEFEER (FumAl) B X OMinERE DR

Regenocyte Therapeutic « HFE % AN Regenocyte & W 72 DR B O iR E 7 U =

Bonita Springs, FL v J

http://www. regenocyte. com/ CKENTEREE D MK A BRI, KEREM, BF iz FI=
71 SEFNENC 1% Y IR

Regenerative Sciences, Inc. c BFEBEBERMERSBMEE AZOMKER Y EFALCan Z

Broomfield, CO FoOisk T3 (Regenexx™ procedure). BEICHBAL ., TELRHE

http://www. regenexx. com/ IM . /UM, JRIEG BT, KIS OIaK

« [Frequently Asked Questions] iz, 40175 HF i
WZBE9 2 AT 81 FDA DIERIMERR DATRE DRI R & 172 677, TER
T4 & LTThh, flx OEMOAEW & RIS ND DT
H VY . Colorado Board of Medicine OEEE D FIZH b L)
BEHoORH#ENH D
(httpi//www. regenexx. com/about-regenexx/common—questions
/. 2009.08.19 7 7 & &)
cHUEL, M ELTHLVLDOTHD-D, RBEOXISR & 1Tk
STV BRI O REALIC S L 528
[$7,000-$8, 500 (HREIRWL I, MBI, L oD 1% 2% 45
preinjection, reinjection, post injection(s)&dr) |
s WD ASCTA DHA R A VI ES & Fhi

FDA @3 L7= HCT/P U A + (& ¥k 2-8) Ti%. CULTURED CARTILAGE CELLS (J%# kg fnfa)
3 & OF CULTURED NERVE CELLS (BF##h#8HM A=) 1% FDA 2% 21 CFR 1271. 10. (a) O FEYEIZ @ & H
T, [EHSH DV Biologics EHIBT L7 TH D EDOFRERH D0, BLEICEMOEL
DT CEEITA L LTEE L AFRARMREZ HOTZBRERER T TN D &) EiE
Hd Y  minimal manipulation (2RI L Tl X4 & 22 M0, 553 OS2 X Y "case by case”
THWTEND LW L ZATHAVLWNERDbN D,

F481 KEOBLE - MIEEEOBRKHRICETLIERH - H(4 K54 0%

KENZBWT, HBE - MlEROBRRZ T 2O E R, FFICERESE, EEOEME
B, RBREEORER S, BRT e ha— LB L TS OHIRBIMZ 5N TWNSE D E D
DA U7, JivE & LT USC,CFR 72 & O FRBUR D 1 - BLANZ B U CIELFi & 4 72 0 T FDA,
NIH 23%4T L TV % Guideline, Guidance [Z-2UNT., FDA, NIH DR —AR—T % f X —3F
vy MRETAHZEICEIVAELZ, AETHF—U— K& LT, Regeneration (F4)
/Guideline Z Wz &L ZITITAM R v FEGDIFENHRR o7z, A - MRERICHK D
B O & 5 ki (S Mifa) . RAEER (somatic cell therapy). Eix 7% (gene
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therapy) & Guideline, Guidance @ HGEZ M AGHOE L FIC LV RBEEIT > 72, ¥FE1T 2000
F~BEETE Lz, ERBEPINFERIL, Z2NENOEBIZHICT DA N7 A4 2T
LTWAD2, 4 - MRERSRIZOWVWTHET 5ONRHBTH D | FFEREBIZ OV TER
ECHETH2ON5BIOHBPTIERWT &, B4 - MlaEFIZATEMEE LTI X ToEAIS
I E D FFEDEEZRKL Y AT Z E XN O CHRNIAEEZITDO R T2,

1. EHIFR G
USC, CFR 72 & OEIEF DL « BLAIOH T, BB A Ef T 2B ICBEED H L2801 E L
THEHEOL DN ETFbitd,
% 420SC §289 Institutional review boards ; ethics guidance program
%}k 45CFR Part 46 Protection of Human Subjects
% 21CFR Part 56 Institutional Review Boards (IRB)
%k 21CFR Part 54 Financial Disclosure by Clinical Investigators
* 21CFR Part 50 Protection of Human Subjects
%k 21CFR Part 312 Investigational New Drug Application
* PHS Act361

45CFR Part 46 (X, [E DHHS 2317 L CW A HAIT, BB RE DO NMEERET HT2DD
AR ZRBAI L 225> T B, AHNC & \ﬁﬁ%%%bikﬁgﬁékwwﬁﬁkbflm
(Institutional ReviewBoard) ZRE T 5 Z L 2 B/HE DT, 11BN ERE D D Informed
CW%m(m)@W%%ﬁ%HfTV o 21CFR Part 50 L AIEEOBME TH Y, ZiZHo X
IRB, ICIZEAT 23N D 5 TWD, ICIZE L TIE, BRICBMT28BEOLA L2
<H%@ B ENRICED ICEZER CTRET L2 E¢MWMM¢w&kfﬁméﬂfwé

IRB (XIRBONFIZOWTHER L, FHAICL VM ZG T2 T HEOERE
m%%%f%éOMWR%m5am8Lm\m8®%%&bf&®iﬁmﬁﬁém1wé
a) IRBIFROFHIT K L CEm CRifi S 7= FNEICHE S

1) RO EA O, kORI e fE21T) IS L0 B L 7e FHEZ M EH 3 X O
BlZiE T 5,

2) Loyl MR L TEYVBEDOHWRIEZ LR2TERs20nN Eorry
= 7 FOETENZHREE LTk, SEEMAREIDNEE TWRWNE 9 MFERT 572012
HREBFEUNDDO DIERELEL T HNE I NERET D,

3) WFgEiEEN COEAL%E IRBICHEICHE TE D 2 & 2 RFET 5,

4) IRB 3 7&GE L 7= Wi HIC . #RE ICx T 2 BAFEOLAEZRW T, RALNDOER
23 IRB O AGR 72 LI %%émﬁw L HRFET D,

b) IRB [Z &M CRdl S 7= FINEICHEV Y, IRB, AFZERERS. FDA IR O FIH 2 R GE Icfis T

LT L ERAET D,

1) #BRE H DWW IIhIT T o fERAE ETe TAEZ LTV R0 RE A

2) IRBIZ X DRE, BRITESTF LARWE 9 R BE R H D WV 72 F 451

3) IRB KGR D WD 72 5 il d> 2 v i35 Ik

o) IRERIEFIEOS A Z R & B ANSIN B TRV IRB A v X—p3b 72 &b — A%
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L RERSGY D A //\Wﬁlﬁﬁﬂbfb\éﬁﬁéﬂﬁ HCIREINIMELRIET S, oF
FTWHERINDT=DOITIE, DI TSI EHO AR EZH 2T IE R 6720,
¥7- 8§ 56.111 Criteria for IRB approval of research {21, IRBIZ X BAFZEHKEL D B

ELTUTORTEZMIETZENnkObNTND,

(1) VA7 Di/ME

(2) MIfF S35 benefit (ICBHHE L CTY R NZYTH D,

(3) HBRE DRIV ANIETH D,

(4) Informed consent @ Ef5

(5) Informed consent 2NEUI72 LE L o TV 5,

(6) BBEIJSLTCT—FDE=HFY 7R ZEWNERTE D,

() BB UTHBREDO T T A N — LT =X OMEENREIND,

21CFR Part 54 <TlE, {BBRICBIMT HMEE L. T OMIED AR U —H W07 515
BRI ERERN D > TR R VWEEZHEL TV D,

21CFR Part 312 Investigational New Drug Application TiX ., I X2 &R » % — »n
investigational new drug Z VW72 FERAER (clinical investigation) ZBHIEL L9 &9
D% 1E. FDAZ IND Z#2H L2 iER 7], iz TRARH— X IND AR L 2 b7
WIR Y | BRRERBRZ B L Clde b ey ZEDHEIN TS,

VL b, BEFEFFRED TWAIEGNL, BEEERRERICEI L T Good Clinical Practice (GCP)
Fhi DR DO —RPESFHEIEA ED D H DT, £OHITHA « MlaER ISR L CTRRE D
HOLBEOBESTHEIE, BBROBEMHEOTEIT 0o 7,

2. BHMRZAVSARICEETSHAIESA Y

HARWII2 T A R4 & LT, 2002 4£{Z OHRPD (Office for Human Research Protections
Department) NEH 7= b MISERMIAD, AFEMAD, AR E Sk ORERYE 2 B0 # 9 WFEic
BT 2095 . BLWIRB ~DOH A KF A 2 (2002 42 3 A) (Guidance for Investigators and
Institutional Review Boards Regarding Research Involving Human Embryonic Stem Cells,
Germ Cells and Stem Cell-Derived Test Articles (March, 2002))] 3% 5,

http : //www. hhs. gov/ohrp/humansubjects/guidance/stemcell. pdf

KA RTALOH 1EITIE, UNIEL S NDERICOVWTHERGN, FELT3HDD
EHZZHTTEBY, b FE2XRICT HWEOHAIZIE, IRB ICLD L Ea—&ZDRRBE L
L, SHICHMERICBIM LG L 2 5 ANDFE (Informed Consent) M LT 5T &
EIELTWD,

2 Hi CIRE A BUN > 6 OIFEE & AR — N 2152 SN HLE S,
« US K#aE (Bush) OREHEIZAEHTHZ L
*NIHDO YU X MZ# > TWRWE M ESHEZERY H 5 & IFMB ORI B0
D2ODFKMICEBELRTNIEN T RVWERRESNA TS,
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FIHiCTIHBENTEHIATWDIR, IEFEAFETELHRICI 7S TnbL Lo 7%k
Mz T2 & &1, B FEXIRET HER L /e IS4 T 45CFR46 ZIESF L 72U 72 &
RO, REBRENIFE T, REFOMEABRICT 7B ATERWEA. DWW EAERD
AR ILICFEE L TV 25A. B MGE 250 L IXA 72 S8y, IRB 3% D5
IXIRB L E 2 —%2 0BT 50 E 9 0IRET D,

F7-. Wi d 20 iz b0k Lizfiinad b MCB AT HAILZ. B FEFRICT
LR & &k, IRB #MIEENMIE L L TWD, S 512, BilfkZ e MCBATAIHEDOH
HlTdH D Public 1awl03-43 & F 7=, Wis SND I ENHE SN TV D,

EAlE 2 W D2IBBROBRICEIS SN0 LVRWO T A KT A 25T NIH, FDA
O HP &M L7228, FDA @ HP 725 (% Stem Cell & ¥ — 7 — NIZ L7RrICIZBAR S 5 & b
NDHA RTA U EROTDHEMBIAKARD o722, NIH O HP A2 51k, &R 2-10 (IR T X 9
RAARTA 2T D enTE,

EEDOHA RT7 4 (&EF 2-10 OXLERE S 1) I2O0W Tk, TOLREEE 2-11 ([C7R#
LTz KA RT A 2Tl gt e b ES Mz HW 2 0F%812%xF L CNIH 77 > N & HES
THE,EHEHT e NESMIZICE L CEMEMEE HET 32 NIH CTOREREINRIN TS, &
LT, B FESHIID Y — 2L LTIZ29oF 264, 1 DI NIHICT TICRES LT
LEpfli & T ICERIE RS FESHMATH D, HIERINDHEAITIE, RO Y — 2
ELTHEHARKE TR TERLT, FMicED LN —FHE (741 —LFK-ark
Y RFORNE, MEEZEREEOEX2E) IThH 2 & T, AMEROREENS O b ES Mtk
DFBBISLAFIRBIC 2 o Tc, LU D, ZOMOBINHE (R B IO KE, BB,
WA AN Y) TERLE -t M ES A W AHFZE DA IENIH 75 o~ HEE 0 EiEME 4
KL EENTZARTA BT A 2 MER E 7= DX Obama KFEEA 4 E0-13505 2 FEIT L7 H D
T D, E0-13505 NESEINDHICE TR EITER 2-12 @Y TH 5,

NIH IZ&E R 2-10 LERE R 1 OHA RTIA4 12k v, b - ESHMBSZO®HZ IR, &5
WNIHIZEZ U NIHICRRES L2 M ESHIfERDO LAY U BMEREND Z LT, 20
A RTA HIEITHRBSIZITHOMIEE LV L, e LAIKLS —RDES - AW rRrifses
WCR&E 7247 Nebzx #ge) Y —A L LTt b ESHBEMRIZ—5IZ commodity {35 &
TRIND, —FH. KREIPLRD O OBISLLS O FIEIXRO VR oo, T AVITE BR R ES
FMARER DBISNT « Z D728 O FAN OFESL 2 gD TIREEIZ T D28, BV 740 =T @ CIRM 7/ F >
Ne & HMEIFUN DO B 5 WX R X ENHTET 528l THA I,

2002 HIZFEIT I3 7- Guidance for Investigators and Institutional Review Boards
Regarding Research Involving Human Embryonic Stem Cells, Germ Cells and Stem Cell -
Derived Test Articles (&H}2-10 CHRFE 5 5,6) 1%, AU < 2002 42T S 4172 OHRPD 7>
DA RFTA L %ENHE L THERTDOHA RTA 0 THY, NEMIZIZE<FALTH D,

LUk w28 3 2 B R ARBRIC PR 5 A BT A & fiA LIy, —fkd GCP AL e
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T DBUERODTA RT A T H o723, @I R A 22 87 B 2 5K 5 97 A
RIA L HRDOTLZLITTE o7,

3. KA - BEFEEZERAVSABBRICEET Z2HA FS1 Y

M« B FREZHCDIEROBICHEL SN S LW A T A4 0220 T
NIH, FDA D HP 3R L, THENEE 2-13 IR ENDIHA KT A v &HH L, s
R LB FIRIENSEES TR0V D i, 1900 I ITE S F 2 5 O IcHiF A LT
BIGFIERE L THOW WD, 20 5B~ LTWe7d T, 2000 FOHIETH Z
DOFEMEIZED > Tnne b b,

FDATA RTA4 L LT, KFEOHMITRDBIES A XD bDIE, 2006 FIZHITEINTE
B 2-13 od o HRE S F12 (Guidance for Industry : Gene Therapy Clinical Trials -
Observing Subjects for Delayed Adverse Events (CBER, November 2006)) & B/~ D T,
ZOHREER 2-14 R Lz, RIA RTA4 UBBE LT D01, BIERMOFERELIZH
THLOTHY, JBEHE, BETa ha— LIZETH O TIZRW, KRS 5038
FE2E MENIZBA LRI, B ZOEEZHERF LN OEKRNICIEE I Z &b, A
FFERPBALLCER T3, BENICEASNDIBENRDH D, 20 L5 RIBEEBRT
L, FEFEDOY A7 ZTHT D703 MMZ2 LR TN IT R0 NE2XFEL TS, R
7 RO O, KRR THE L T _REHE, H 25 WX CTEAR 5% 0 R 8
WFAEDOH Y Fig Ll oW TEIEL T D,

&l 2-13 CERE 5 F2 (Draft Guidance for Industry : Clinical Considerations for
Therapeutic Cancer Vaccines) (%, FFERE () ICHT 2B LB FEIEOTLY ED T
DHARTA L THLHDT, ZHIZOWTHER 2-16 ([ZZ D HREZR LT, BRETEIGT
BEOBREAITOBICT A >, Frbha—n, =2 RRA v bARY, EEOBRIET EO
HETAREFRIIOWTEHEINTEY ., FriZ, BETFIETHLZ LIk s THRENLDHI
R ERBIE SN TND LD TIE RN oT,

I  FDA NS RITENT-HA RTIA4 U NIHDLLBITENTHA BRI A4 OFf T (KM -
BR T HEICRHE L CHRRRBRICM O 02 0fIRZ M2 TEY . BETREFHEZREBL TV
DX A RTA BRI DFEIXTE o Tz,

E58 KEOBLE - MIEERICEET HARELRE L GNP R

KENZB W T, BA - Ml EEBRIEORLEIZK L TED X 5 72 COMP FEHEN @IS S v 5 D
2>, I HE O COMP, A BN @ i 4 5 CGTP, KON PLIRERIZH W b L 2 VR BRI (DL T, P1CGMP
) ICBET 2 FDAES B L OZDOHA RT7A4 V2B L72N SFHA Uiz, @i o CGMP & L
T, 1978 fEITHANTHIE S 472 21CFR210 K TR 210 ONEF A KA L, AW oo Rl G 256G
ShBHNEL LT 21CFRI271.PICGMP & L T 2008 £ EDLL T D H A X A FEE L TEh
itk L=,

« 21CFR210/211 : Current Good Manufacturing Practice in Manufacturing, Processing,
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Packing, or Holding of Drugs : General and for Finished Pharmaceuticals
(CGMP)

» 21CFR1271 : Human Cells, Tissues, and Cellular and Tissue-based Products (CGTP)

* Guidance for Industry : CGMP for Phase 1 Investigational Drugs (P1CGMP)

CGMP |X. Current Good Manufacturing Practice ®WEETdH A3, Current LF D& T
BFO LV FRTHWLATWD, COMP 1F, RETLRZEIICT AL, £=F2) 7
L, BHTDLZLEZRAET D VAT LA aRMT 52 LI, ZNEETTHILICEVE
Bt & UCoR—M, ME, 5RE, BXREINLD Z LI D,

(1) FD&C Act
FD&C Act501 [21USC §351] Tid, EIHSIFRE, AP, HRE, REFITE L T COMP IZHI
STITONRITNIE b2 ERHTEIN TS, Tl WD 1978 4£(Z 21CFR210, 211
MHITE I, CGMP OHIBRI NI D 5N DICE T, D%, JFEK (API, Active Pharmaceutical
Ingredient) OHLYEIZEId 5 COMP Fa&f. HMIRTEEIC B3 54t (Good Tissue Practice) 72
. BEWEIZET D P HEHAHIESIND LD TE R, £, FHRIMOERTH
% P1EGIRFERH OIRBRIEIZX 32 COMP H A KT A A% 2008 HITFAT SN2, T DO HIT
zi2wmm1#ﬁ%éﬁéhfwé%ﬁ@EF%%%%?%%@T&DIH%%%%%@;
CEPEHRL, BLEL TV AAEEREO L LR E o E o TR O BIAN TR -
t%ﬁﬁ?ﬂﬁxﬁg Clpole, EWH ZERBITFoND, ZoPlLIERMEAOESEIZET A4 KT
A NE 191 B KT 7 RO TRITINTEY, 2008 FIZIERXDOT A XA L LTHAT
STz, LTI, 2N TR EDOHIEIZHOW TR S,

(2) 21CFR210/211 (CGMP) ((&¥} 2-16)

G ORIE E, AR YO/ AT v I THbN S Hik, figk, FFFECHONTO
BITORE LWIEBIT HIEZE#H T 200 TH D, AR ERIWEITE MRS 54
FHRA G NMEFRIETH D28, 0TC Hix, Z MBI oSN LRAEND, EWFEN
BHIOHIZE MR EENDNEITONTOREIT RV, ABENL., BEEoES .
LSRR DIASTF T REFHEZ R L TWDHA, HA & L TKROFEEIZOW TEARIZES LA
TR T 2 WVEEFIEATH S LTV D
-%%k%%ﬁ(mw T, WEFEE OMRE @a
- i b

% f
< AR E BIAD (B MG SN D REHE) OFR - ey - fe, G LG TROEHE
CHBE L FO TROBM
< HREL L T AUV
- R LR
- B A P
- RO K OV
ORAY R EBEOIRREORIEN DA E TOT R TOEB COEXEHZRL TN,

ABLHNE, BET 2 HHIN IS D & XL, TOHM L MEMICHN LR, o TP D
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Lo HEI TR ARSI TS,

(3) 21CFR1271 (C&¥}2-17)
ABHNE, B MR, b ML ORI - Mk S — 2 L S8 (HCT/P) BT 5 b D
T, TP ANR= MIODPNTENZENOEEFIEP RSN TN D,

Subpart A: —fXHE

Subpart B : HCT/P % #ili4 2 F¥FT £ /- 13 MiEH (LLT Establishment & W97) O —1
Igk, KO, TS HCT/P o ) A kO fE T HHl 2 i+ 57200 FIE

Subpart C: fllfd « kD K —o@gkEIC N T

Subpart D : Current Good Tissue Practice (CGTP) & . fmiefhEHEDEAN « (&FE - YLD
B 1k D FNEDHESLIZ DV T

Subpart E : fia% (2R3 2 BN IHE

Subpart F : JfigX O & LT DOV T

Subpart C R —J@HEIMEOIATIE, WONENHE L TWVWD,

1271.45 K Subpart O ZR FIH

1271.47 FENL L, EMER L2 THIER SR WFIA

1271.50 KF—& L COmEMEDORE S5

1271.55 R —OmEEMEOMERZIC, HCT/P B ICIRAMA LR T IE R 6 nitek e | RIFL
72T IIE T B 7R VR ER

1271.60 R —O@#EEMEORENTE T T 5 F£ TO—RFRE T 2 IEFFIH

1271.65 R —OwEEMEREGH D HCT/P S ORE ik, B LN FFAI STV 2 B A~
fif A

1271.75 RFF—o—®ilk (A7 JV—=27)

1271.80 R —ORBRD 7= DNESF 1A

1271.85 fifa, B X MO 2 A T DOEEIZEL D, FT—ORBRoOER

1271.90 R — O A& MR R O NASF F IR FRA

Subpart C . Subpart D ¢ CGTP O —ETH U | ARYMIR IR L D&% D U 2 7 % Pebr
T 5O K h—0@A, BREBE ST TV D, mYRMERFEERORE L LT, HIV, HBY,
HCV 722 E D% DA VA DML, Treponema pallidum, Chlamydia trachomatis 72 &I IZ
720 FNHDOIRFEARD HCT/PIZIRA L TWAENE 5 OREBRIEIZ OV THIR 5TV D,
R — @ PERERIZ DWW TR, R Part THIER LTV A2, Guidance HHITI N TV 5D,

Guidance for Industry : Eligibility Determination for Donors of HCT/Ps

http://www. fda. gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatory
Information/Guidances/Tissue/ucm091345. pdf

Subpart D @ CGTP |29 2 & DR 2 &kF 2-17 & L CIRfr L7z, AHHIL, 1BEED
fEE - BOEREAINEST T _REEFEEL R L TWAN, THHE L L TKRD Core CGTP B/:NER L
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IhTWwb,

1) FERRICRE3 5 Zk

2) EREZEHRICBES DM

3) MBI 2 EAf:

4) e dn, RIEICET 5 B

5) U AN —IZB3 5 B

6) 7rktA, MOZFOEHICEET 5 EM
) T VIRAHICBE T 5 B

8) HrEIZBET 5 B

9) HCT/P O, RiELAT, BlARlZBEd 2 Zifk
10) FRALE A I B3 5 EE

Subpart E CiX, HCT/P &5 L7t FORMWERHZBlILZ & %, Establishment OFH & L
T, ZODOFEBID FDA ~DFE ., HCT/P B ~D T <)V E2ITH) Z ENHES N TV D,

Subpart F ClX. Establishment IZ FDA DfEE O EEIC L AELE L2 Z T AN TR b
WZ &, HCT/P Z# AT 5O FIENHE S TWD,

(4) P1CGMP (& #} 2-18)

AKHA K ZAOEZRFTER 2-18 IZ/R LTc, KU A X AF, 8 LHREBRE LTEe M2
FEHLES T2, RO L5 REH (EPRAISCEOTTv—REETe) ICHEILSD, fH
Pax A FE 7RI ARG RLEL, U 2 T UK T L v AL RN, i
BRI MRS MR Ry BAS TRERA ., (MR EAl (REBEEAZET) E, i
5 ORI DO BLIE 21X FD&C Act § 501 [ZHEHL L 72 1F uiX 72 & 72 A3 CGMP B & 21CFR210/211
S~OBISIERA SN D, £o, WOBBRIEIIRT A X 0 ZADHIS % Z T 720,

*PHS Act361 HD H & TOAHIH S5 b b Ol fafAOCHERA (Wb sd “minimally
manipulated” & S5, W OIEKEEE LTI TITHENL L TV D E BB HE O KB in s
WD Miflae & & s90)

% FD&C Act (Z331T 2 ERE AR K RBLE O3t Gt & 72 2 FEH 1T DV T O R R R BR

% 2 M KOV 3 FMHERBR D 72 D I s S - 1R ER

* T CITRGR I N HAIT, ARIERDO7 Pl R Z Ehi 42 & &/ L

% PET (2 FHV 2 [E 3K 5,

ARITA Z 2 A%, FD&C Act § 501 D CGMP O B IZHERL T H 7= O D EL Y fi A 2 an L, H
O ETPIEBRIEDORIEIZEE L TED L O RBEAEZ 72 X COMP IZHEIL T 5 Z L1272 5 DD,
ZTOWMOVMAFEREZLTND LD THD, 72& 21X, COMP O QC EFHETIL, 1) A CE
fbs7=FIA, i) @EUNCEBE S eilin, KOV) iE, MRAEE CIEM» > — B L Ttk
SNTeT —F O ITEBFHLNAUXPICGMP ZNEF L TWA Z L2 b e L, 72, W< D00
AKHAX L RAZKHLTH, REFESDD EBbNDN, FEFHIT., FFEORM - JIEER
X35 COMP IZi & L7e, e, TR, fEEFIEOEM & Rir T 5 ki 7Ze . Bn72 BIRZ
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BHL, GHAR COMP 2 ERT A ENARETHD L. TR L TWVWD, TD7=HIZ, )T
M7 G2 I L, JISEREOFMEZIT o . 2 RBREKEOw, ., 2@ L T, AR
HOMEERD, BREEE/NNCT A O0#EU T2 L 52 LRI TS,

(5) &%

PLIZHW SIS HCT/P M HLE 2 1E PICGMP 2338 Jis S AU, 21CFR211 @ CGMP B 7E 7> B 1350 bk &
L%, CGMP & PICGMP FICTHIE SN TWOHHEA AL &, MOE TV DNRDENVWDEH 5,
OMEL & 7 <R DO 1ESE
@ EMERIER
©LISErtS
1% COMP TIEFEMICHE SN T WA A, PICGMP Tix, HME LR THITWVIT R WA A > F A3k
NHEATWNDHICTERY, TORY | FERREGERIOSEIZ OV T, PICGMP Tl&, Hg
HIFE L SBRBILTW DAY, PLIGERILAI T H MGG E O REMEZ TE 720 PR L2
WEDBLENG B b5, b IiE, COMP i3 RE S HREF IC AL TV D DIT%E L, P1CGMP
TIE, PLIRBR & W ) REER R L CIRBR IR DO Z &M L AMEE WNCHER T o0 & = 0 FE
FIZANTWENLTHD EEbILs,

FD&C Act § 501 TiE, VEBRIEA RE T HERIT, GMP IZYERL L 2 T T e EHE ST
W53, PLH®HCT/P O#IE T, GMP 2 ED X IZHRT D0 E = 9 SIZBI L. PICGMP 1%,
O Iz CE b S FIA
@) B X 7= i
Ot ate, MEBHECTHELNZERICHhr>—BEL (kST —#

D3IOOEM AT L, 62 QCHEEEIC L VEUNIZERINTWDHIRY | GMP B D8 5F
ZRFELTVWDS, LWHZENTEHLELTWS, £7-. FD&C501 Ti., COMP IZIBBRIE DS

v F T EDOAEFEICH LTER SN TER S0, & LTWDHA, PICGMP TIXIEH 12 FH#K
PEIZE e, R, MO XS ITAEEDINETE DO —HRAENH K2V, HDHLWVITT X TORR
BEHEAZE/TERVWEIRGEARSDLI LD, Ny F T L0 MP FHIILEL ST
PRV, BEERZOIRIL R ClE. EMMERH D0 E Y FEITKHETRETH B,

F7o. PICGMP (THMI TIE R A X ATHY . WH RATIEYRBEA N H 5 5E8121%
RAAZ AR L THELIZ RN, LWH ZLithd, FTAXADHITH,
“should (T R&ETH D) PHNLATWDLIELEIX, THITRE, BI52ERTLI2H0TH
57 PR TWA L, F-E4X—22iE, “Contains Nonbinding Recommendation” & V&
WA o TnD,

—7J7. P1 Fi HCT/P 83& (2 21CFR1271 (CGTP) @D S D DM E 9 7>, PICGMP (%]
b filAL T 22y, PICGMP [Z0%. 21CFR210/211 (CGMP) &L o tr# THE S L= Al D 7= 8,
21CFR210/211 \ZB8 922 < O5I ., 2R3 & 55, 21CFRI2T1 2T 251, 2T E -7
v, AWFRIRFOFEM Z AW TWDESTH, 21CFR1271 S BE7, 21CFR600 % 5|
AL TWDIZTER0,
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CGMP & CGTP IXFZNZENMBEMRBETH Y . EH N & E WO MHEOHE TIER
<, BEICky, WHFOHEENEST LRTHIER S0, 56> T, PLAH® HCT/P #iE 2B L
TIX CGTP ZWSF L2 T IEWT R nb DB X bivsd, CGTP 1Tt MiIaiLHkZ B # 5 K
DT, B ORTGOP EEARDN, KE/2EWE LTKROEA D CGTP IZITEME LT
Do

CGTP IZIXIBATERES S & 5 A3 CGMP (21X 72 \WIH H

CEEORE, MELHOBTHEEZTOEHOE T H

R —oHilE, MEFREOMOFEIME (& L TRREE)
Ly v T MCREIWERARHAE LTz & & FDAIZE T H
KBNS O EREFEL I D 2 & OFF ] 5L

. B OB T B O ST

Sl o~ W DN~

CGTP D ET7= 2 B, GEDE AN L n#F, IKBEIE L, ZBEHE LIFEEHEORRETD
EWVWIZLETHD, ZDDIT CCTP IZIE, R — Dkt 7 EORFBRLENR A > TETWVD,
CGMP 38 XL TRPICGMP IZIE, Z D L 5 72 U AV [BIRED 72 D DR ER 72 S BHIZ A - TE TUWVRWS,
LZEMOB RS Y PL O HCT/P fIE DA%, PICGMP & CGTP Wi # 2 MsF4 5 Z & RNidb
ZLEbhd,

CGTP TlX. %1% more than minimally manipulated & 315 M0 TiX, PHS Act351IEH, B

L Y 21CFR Chapter I THN—SN D EICHER L2 TNIERLRWVWEHEL TWD,
Chapter I |FZFEFICIRH R E CEEMBICHNERFELIZEAEETHELTEBY, 20
Chapter 1T @& Z F THESF LR THIZWIT RO, 5O AHTH S,

F6fi KEOBLE - HREEROLREOHEERFICET 5
FA - AR EROEESEGEICBE L, FRCIRBREF CoRBREIRE S (RRIE) oRLEERGE
(CB LIERES K& LTV D FDA HNIAFE L2y, BEE2S58 A S v 7o A B 12 38 5 o g [m) A=
# (Cooperative Manufacturing) 2B L Tl&. k@ CDER, CBER/FDA H A KA 7% 2008
FICRITSNTWD (KpRIRET A FT A4 O 2 & 2-19 & L TIHRA),
Guidance for Industry : Cooperative Manufacturing Arrangements for Licensed Biologics
(CBER, CDER/FDA. November 2008)
http://www. fda. gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatory
Information/Guidances/General/ucm069908. pdf

e~ T, FDA TiX, IBRIEORELFEIZ OV TS, Bl SN EIE S & R CHE AT i
TWNDHLEXDENHRD DO THRBIET A R7 A4 DN TFH L FAEEIT 72, 2008 4
A& T A KT A4 B D LRI b AREOHARE IR T Y, 1992 FRITO
57CFR55544 (FDA’s Policy Concerning Cooperative Manufacturing Arrangement for Licensed
Biologics) IZbZDHEMNHARICHT B SN T, 20 X5 g%, AW iAo fEo
FegktE, BEPIME. @ EZ2HEGRIE O LB E0nh . BIEO® SN OB & Bp o - Tl
MO T21F 90, AR OBEHRIEORIEN LV EZHITTELLOI20 ., OWTITAEY
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WA OB OMELIZ SRR 5 b0 L HB SN TAETRTE D TH D,

BRIEDBES, MET2REEO LN ED L I RELEZA D NTHOWT, FDA [T
KODPOBHITEZ FErRLTEx7, il 21X, 21CFR610.63 (Divided manufacturing
responsibility to be shown.) Ti&, G T 28EH O T~ TOLAT « (EFT 2 FEHRAS CE
WCHRENDMENH H Z &, 21CFR600. 14 TIE, HPLFIAD FDA ~D R EFH N HLEZR T &
NEBRER (RARER) 2oh, b WITREO LR (BAOREE) 2o, o EHE
ENTWD, LLAERL, FDA X200 L5 2 Fé - IEZERKT 2 H0EZHE 54, 1999
. 2007 FICHRIBETA FIA DRI 7 "MEaRARL, —BROBRZERL-0% 2008
FATHRMENZERD T A R4 & LTRITINT,

KIARTAFTHETHA FTATH Y HEHITENITHREND O TERL,
EYZRBEEPONEATA FT A PE0RM LR TRIEST S5 Z L b AETH D,

KTARTA I nE, BREZRE RO =Z2>DOHT T Y —=THIT TS,
SHORT SUPPLY ARRANGEMENT

DIVIDED MANUFACTURING ARRANGEMENT

SHARED MANUFACTURING ARRANGEMENT

CONTRACT MANUFACTURING ARRANGEMENT

= B FE -

I, I, VO — A TiL, 21CFR1271 THHI &35 CGTP & B W\ X —fi% 172 CGMP (21CFR210)
HEl Db L ICTEREAZRLET ML ENH D08, 1 O — A TO CCTP YEHLO LEVEIZ R TH
be FlWTNOr —ATHEOBEZ T FDA OELEONRIZR D,

I. SHORT SUPPLY ARRANGEMENT
JEA R, & D WX R B O AF DR 2R PUZ2R o 7o RFIS, ZOWEIC L LEYE
DG EZ T DWMETH D, 7 LAF—HARED 72D OHUR, HikEE g RiE o 72 o ot
R MIKERAT OFRIEFTHIE D 72D O R R 2B ORI ER 72 & W IRFICIZIE 21T > T AEY
AN OTEN, AL POHBATERFICHE Y, REOLDICRAITEMEIO AF R LB/
ST EOREBR IR D T2 OWHETH D, ZOWHEITIZIWN DL, BB ARG 72 - 7R
ZFDAIZEHI L, TOMBEBLIVENH LR E, BODOFKMEE 7 VT TLHLEND D,

I[. DIVIDED MANUFACTURING ARRANGEMENT
BEOREZENHE L TRE L, WL s FDA ITBEE S 1L, $rE D EMAIE O SYE N
AT RIEWNTRNWE S R BEEERT S,

II. SHARED MANUFACTURING ARRANGEMENT
JFOBFDN & e i B F TR CTRLE CTX 2 R A A L CWnWenZ s, fiE TR0 —
HEMOBREFRIZHHLTH b o TRKEMLZMET 27— 2T, #oflEENailE T
FROREDOHMIICHERTEZ O, B5T 23T XTOEM0 FDA DRAIEZ 2T 2 LE RN H D
N, TROTRTORE TELEZ b OS2, Mk, Jere, HEE, B, M@EREA
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R P OED —HE S L THET 27— 208 %\, ZnFhoildEs N ENF1 BLA
EHRETLHZ 50T, BERGEICEET 5T X CTORBFBEICH LERENNEEE
Lo LT B,

IV. CONTRACT MANUFACTURING ARRANGEMENT
JFOBFD & I i B F TR CTRLE CX 2N E A L CWhenZ Lo, MG TERO—
HAEMOREEIZHHLTH S - Tkl 2 & 57— 2 ¢, @BalilEs o flss
EBRERERE L TR O —EH DV IT R EEET 5, 11 HOWRMEDOR G LR,
BLA HIGEF T —0iEE T, RBaTREF AR BLA IZHELL THRIESATWD Z & Dfk
AEEAThR T IE R 5, TREE N E L TRICOWTHLR TGS N EEE2 A7
HZ T B,

FT78H XEOEETAICET LE - RHF

KETIEEMN LB EMEFFIER, R TOERBEQTIXIZNENOINT EICEX bR
5, Bl ., ERMEZFRE (USMLE ; United States Medical Licensing Examination) 28
%, ERIRFFREE XY 3IN TR B 2 A/ L9 S EA 2 O S 2 HFZRBR O G HEE & 4
BEBEREOEFEHZFEE L, MMBEMICZMT D,

Bz I1EH YU 7 /=T M Tl Department of Consumer Affairs @ The Medical Board of
California (http : //www. medbd. ca. gov/) DFFFRITHE & 72 5,

BUSINESS AND PROFESSIONS CODE ™
SECTION 2050

Division of Licensing i% board IZ L A% &2 F 72 &I XL O E I “physician’ s and
surgeon’ s certificate” & L CIHREINTZ 1 DOBKOFENEL LT 5,

SECTION 2051

physician’s and surgeon’s certificate [XZ DRAHFICERF - 132 & MTHW,
b MNEBAUIEZITEBRL, WhRHIEPETOZOMDFIEEZHWTER, BFE, K
BLOZEOMORKKE R MHIREBLZER T 2HERE 52 5,

= =2 —3— 7 M TlX Education Department ® Office of the Professions ® State board
for medicine WA FFHITIEEI & 72 5,

Education Law Article 131, Medicine
§6521. [EWRITA (practice of medicine) DEF

EEh & W) R (profession of medicine) DITAIL. WiZe A b hOEE, K. A,
. KRR ZW, 8. Fiff, WG L ERIND,

§6522. [EIFITA L ERT (“physician”) DOFEZ OEH
AEEIZ LV GHEZZT 5 WIEHTENT S DOLNERITAEIIXERMORFEX 24
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ATz 5,
b DB, EMORTF., BREFICETL2OT, BERITAOHMREZHET DD
TlE7Zeu,

F8H XEOEERRKRFES

1. KEOERRKRHE

KE D EREHIE ORI, ERERREED XS 2 —RERZ IR 4 & L ARERE
BREIE N 72 REMEMRA TET 2B THDH Z &, BERENZ N & THDH, AHERER
il Ot G F IR A e 3 L QMRS ICBRE S b, MERRE 1L 2007 42T 4,570
TN, BEANODKI15% &7 > TN 5D,

KEFRA D 2 (% 9820 A (2007 4E) D) 60% 23 A& #EMLA (Employment based) , £ 9%
2MEANINATL (Direct Purchase) ORMEBRERIZIMAL TS, RER7 7 U idHk&EH W
EBRAIN DA B DR — AT, 76K (Conventional Insurance), ¥~ 3% K7 7 &l

(FBRAY 5 HMO, PPO, POS 72 &), VHEF 13RI (HDHP/SO 72 &) 124 b b,

PEHRTUIT fee—for-services N EEAR T, ER, ERERME, EEE2 HBHRICERIRTE 5, thofk
77 AT TREEREIDA E < . BRIBEIOMOERN S WO, IMAFEITED L Tns,

~ XY R T ANIRRFE LA & TRIHATRERER Y —EZAONE L BHAHEL T O
DIROTEL T 7T, RREICITEEFEN E RFARBESENS 5,
HMO (Health Maintenance Organization) :
—EHIECHNAE TR L TR, ERY — B2 2 ORISR EE, B O REBRET HMO
DERT DAy b= NOERNBENPOS—ER2%T 5
PPO (Preferred Provider Organization) :
HMO & kR v NV — 7 NOERRBBEN S —E 22T 203, Xy MU — 74 DERK
EEZFHALZEE LA CABBEIIRELSRINIB W EZITOND,
POS (Point of Service) :
HMO & PPO ZiRA S W77 T T, MAE TR primary care [ERIDB R 2T 57,
B DB MPBERGEITIRy N =2 AN OEMEDRREEZZITOND, *y NT—7
Shoa. BLeABEHEITE S 8D,

WHEE AN EREOBRIERNREO DN D EFO O JF (ERITE 0% ; Health Savings

Accounts) & HRRHOERRREMABDET T THD,

B 38 1 0 ) ol A C B 5 TR L 2 3 1 IS RRIE T & B, R AR
(Medicare, Medicaid) DERFRFIZFEAEL 72 2R OMES R 2% E L, BEKEZE L MR
ZITV, RBRERZIT-> TV D,
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3. BE - HBEREKOMIE & RIEREER

A FESCHERE BE, /22 web site

YD EHR A I LT,

SO A - A R R ORI SRS, A%, PRBRIEE (B

a4 (d3)

LS

V=2

Dermagraft Sy fRIE A T 7 o — v B B E U 72 (R R AR E 2 FIAL AR — A _X—
(Advanced B, B L 72 RRE LS
BioHealing) Dermagraft I% Advanced Tissue Sciences, Inc. 25BH
F& . 1996 4|2 TransCyte OMEFR] & HF8 T Smith &
Nephew [Z52H], 2002 4E1Z ATS IZdliEa 2 2720 |k
A AR —H ST R EE . 2005 421X Smith & Nephew
2% venous leg ulcer (FFIR FIEIESS) T H % FDA
NHEETEFTICH G ORE L P IE, EEMES =2 X
MZRADARVEAFEIK, 2006. 06 (2 Advanced
BioHealing 73 Dermagraft MOHEF] 2 s, HLERHE D
[H ATS @ La Jolla Oz fkA&., BV 7+ 1r=7M
ODﬁ?aﬁ%ﬁH%%L 2006. 06 (Z i % % -5 L. 2007. 02
T H o 7B
ﬁﬁﬁb:[ﬁ%% LT, Smith & Nephew 23} T 7= fffif% The rebirth of Dermagraft
($568/piece, piece=bemx 7.5 cm) 2>5$1, 300/piece | M. Stuart
IZAE B, Smith & Nephew OFE{XTIE$1,800 FEEE % | START-UP, vol. 13, No.2, February
DI THREICEEL RV E RIAAL TV, 2008
Medicare DM B A CHE L Tl EIF 23 k2o 72
1 A : full-thickness diabetic foot ulcers (2001. 09 | May 31, 2006 L AU J —2X
IZ Medical Device & L T KEK) http://www. advancedbiohealing. com
dystrophic epidermolysis bullosa (EB: A hwa 7 | /press_releases/pr_53106. html
o — I3 R KHEIE) 12 £ D Al (Humanitarian Device | 2009.07.28 7 2 & &
Exemption (HDE) & L T 2003 E7KER
2007.02. 15 12K E T e http://www. advancedbiohealing. com
/press_releases/pr_021507. html
(2009.07.28 7 7 & &)
2001 DO AFRLLI, 15,000 & LL E D diabetic foot http://www. dermagraft. com/html/1_
ulcers BEFIZHEH & OEILE AV info/faqgs. html#4
2007.07.28 7 7 & &
PREEMEZRICEI L T http://www. dermagraft. com/html/5_
+ 100% of Medicare lives are currently covered for | reimburse/reimbursement. html
Dermagraft treatment 2009.07.28 7 7 & A
+ >600 private insurers also cover Dermagraft
treatment
+ Up to 8 weekly applications of Dermagraft are
covered by Medicare and most private insurers (per
FDA labeling)
Apligraf TIF YA N MM, 27— rnbis | FtbA—AN—Y
(Organogenesis) | [AFE 2 J& % 5

8 M : venous Leg ulcers (¥R FRIESE. 1998 4 FDA
K F8) . diabetic foot ulcers (IR Jp M EH G S .
2000 4 FDA & #) W3 7L b Medical Device & L TD
Premarket Approval

KETOLEBHEEL 100,000 4 2L L& OFLHEA D

February 2005 7L A J U — &
http://www. organogenesis. com/news
/press_releases/press_releases. ht

ml
2009.07.28 7 7 & &
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P4 (3)

RS

V=2

Apligraf o2 %

Apligraf 73 A A A T reimbursement O X% & 72 - 7~
EWH T LAY =20z, TApligraf IZ 200, 000
N Lo BFICHEA S, KETIX covered
extensively by Medicare, Medicaid and by 350
private payers] & DFHEA Y

A A AT 2008.08.01 7>% full reimbursement @ %t
Rripoln, TAAL ZAERIZKIMN THID T Apligraf
fif A E R C full reimbursement OXfE & 72 > 77 |
E DTN H D DT, FNLAOKRMNFEE TIXEIZED
MG LiFho T RN LITRkD

August 4, 2008 7L AU J—2=
http://www. organogenesis. com/news
/press_releases/press_release_swi
ss_reimbursement—08042008. html
2009.07.28 7 7 & &

FRERERIZE LT

Apligraf® is a medical product that is covered by

a wide range of medical insurance plans,
generally has positive insurance coverage.
(Diabetic Foot Ulcers or Venous Leg ulcers 3%

%)

and

http://www. apligraf. com/patient/i
nsurance/insurance_coverage. html

2009.07.28 77 & A

Epicel FE#EEFE LR http://www. bio—medicine. org/medic
(Genzyme) [deep dermal or full thickness burns comprising | ine—news—1/Epicel-28TM-29-Wins—-Ma
a total body surface area of greater than or equal | rketing—Approval-for—-Severe—Burn—
to 30%) ZXF&IT 2007.10.25, RFEBEY Victims-4928-1/
(Xenotransplantation product) & L T 2009.07/24 7 7 & A
Humanitarian Device Exemption ZKi&
1988 4£ £ W [banked human tissue] & L CHRFE &
T 228, 1996 4E1Z FDA DSHERRIETE / HAERR D 729 D
BIEAFHAN—2A0/E TR OG5 E L
72772, 1999 412 Genzyme (XA HFH L T -
Carticel T B FEECE M http://www. fda. gov/BiologicsBlood
(Genzyme) August 22, 1997 |2 FDA 23 (KERBEPEES) O#E+H | Vaccines/CellularGeneTherapyProdu
{5 % 3% F11Z Biologics License 7K#& cts/ApprovedProducts/ucml71702. ht
m
2009.07.28 7 7 & A
PREEMEZRICEI L T http://www. carticel. com/healthcar
CARTICEL is covered by most health care plans. The | e/carticel—-care. aspx
majority of plans routinely reimburse fully for | 2009.07.28 7 7 & &
this treatment option using the unique CPT code for
autologous chondrocyte implantation: 27412
Osteocel MIERBMIAZ Gt~ N 7 X RFEBAEY http://www. osiristx. com/news2. php
(A% L7z 2009. 05 & v F& 5% ?id=5
Osiris HHE OB A 2009.07.28 7 7 & A

Therapeutics 23
Nuvasive |23
EHD)

FDA ®E S % [Human Cellular and Tissue Based
Products : HTC/P] DO#ilE7/2 DT [7KFE ] E72 W

HCT/P’ s Described in 21 CFR 1271.10 & L C
establishment 38 X OVHCT/P VU A FEEFEEN TS

https://www. accessdata. fda. gov/sc
ripts/cber/CFAppsPub/tiss/Index. c
fm?fuseAction=fuse_DisplaySearchR
esults&CFID=23716160&CFTOKEN=af7c
011fa88e380-659C51CF-1143-D1C5-FB
FAC4BDDAAGFD36

2009. 10. 18

OrCel
(Forticel
Bioscience)

ag—HF U ARCDICEMED LR T F ) YA b
SRR R L EMia~ Y Z R
2001. 08 |Z Medical Device & L T k{5 D 1HHE T K EK

=1
Bt

http://www. accessdata. fda. gov/cdr
h_docs/pdf/p010016a. pdf
2008.07.28 7 7 & A
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SCik  RED BOOK (Pharmacy’s Fundamental Reference) 2009 Edition
Thomson Reuters (Montvale, NJ, USA)

AWP DP
Apligraf $ 1362.50
(¢ 75 mm disc)
Dermagraft US 1700. 00
(5 cm x 7.5 cm)
Orcel US 1250.00 US 1250.00
(36 cm2)
Carticel US 29616. 00 US 24680. 00
(1, 200 5@ /0. 4ml)

AWP=Average Wholesale Price (CCEXJEIFEMAR : 3= & L CllEE N ML)
DP=Direct Price (E#EIFEAMFS : provider [BIEH 7> O EH AN BEIIRIET 25, /B, WHEEE]N
manufacturer (&3 $A 5 k&)

Epicel, Osteocel IFFC#i72 L. AIEIZ DWW T cornea & TIEik ML o7,

Xk Technology Insight: the evolution of tissue—engineered vascular grafts — from
research to clinical practice, N.L’Heurex, N.Dusserre, A.Marini, S.Garrido, L.de la
Fuente. T.McAllister (Cytograft Tissue Engineering, Inc., USA, Instituto Argentina de
Diagnostico y Tratamiento, Argentine), Nature Clinical Practice Cardiovascular
Medicine, 4 (2007), 389-395.

s (%) Reimbursement level

Carticel (Genzyme Corp.) US$ 17, 600

Apligraf (Novartis AG) US$ 1,200 /44 cm® ($ 27.3/cm?)
Dermagraft (Advanced BioHealing, Inc.) US$ 535 /37.5 cm? (§ 14.3/cm?)

(BFIZHONTDO Y — 2D L)

Cytograft Tissue Eng. #E23BHF T D tissue—engineered blood vessels (TEBVs : f&iIRIC
LU 7= R e S > — b 2 Wik, acellular substrate & L CWHlZ BRI TEITSH L
72 ) 1L PERD prosthetic grafts D laverage intervention cost] 3% US$8, 000/procedure
THHZ EMNG, [reimbursement levels of $20, 000-30, 000/each device| T 2~3 4T
cost—effective (2725 & L TW5,

Yk Biological skin substitutes for wound cover and closure, C.Hrabchak, L.Flynn,
K. A. Woodhouse (University of Toronto, Canada), Expert Rev. Med. Devices, 3 (2006),
373-385

L4 (¥ A R
Dermagraft (Advanced BioHealing, Inc.) I USS 15 /em?
Apligraf (Novartis AG) US$ 25-35 /cm?

(flik& 1% & B 1T Jones(2002), Br.J.Plast.Surg.,55, 185-193 %8| )
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EIE EUM

F1E M (V) OBEBRELEER
1. EUDFEHEBIREHE

WM ZE B4 (European Commission) : AP EBUM - & ITIMST U 72 3235 CHEEFE AU 72 HERR %
FFolB L LTITEN 5, TOROBINEERITHEEBIN L WD OREE S 72
WEWIHSIHERRD BN D, ITEHITHEE S LT, ik - BUR %2 BUBEF S, BRMNES IR
BT HHMERT S,

EU B4 (EU Council) : N EOMEBTHEE I N TR, BUNES ONLE « BURZ R E
T AN EMKE, RRINFEE S (Burope Council) & IXHE 7 2B T, RRINER S SRR E SN
HEOEMERKINEB DR B R THEK S LTV 5 KRR EKR,

REEIC L > TEHSNEATHR SN D
BRNE S O i = MR, BRINES O)i{f]ﬂ%i BWTREMMH ZMATND, £ T HEK
MR TN S B2 L TR ENCH A CTE2fEnH v | EHINES O
Bt MASEOFEN KR TWIZZ & Z))%\ HBAONTHERIZISRENTZbDIE- T,
& T AN 1979 ﬁé:ﬁkd‘l‘l%%@lﬁﬁﬁgﬁéﬁi%ﬁﬁéhfﬂﬁ% j?ﬁ%ﬁ&rﬁiﬁﬁftéhé oo
Tzo FERNDIWIER S AT BRI FETE T, BN GRS IZBRN BILARRERMOEIRE L L
T, BUNESBI S & & b FNLIEMER & L“C@ﬂﬁhﬁﬂﬂﬁ]pﬂéﬂfb\to

Wk FE2> (European Parliament) : HiE®

“ﬁlﬁ%

RN ZE B IIN0E - BUROIREMELZ A L, MMES & EUBFESNZORGEZRET D03,
METHREZICBIT 2B LEESOMEDY FIZiX, Health @438 TlX, co-decision IEDH
EZI > TW5D, co-decision TiX, BRMNEESNMMES L EU BESICRHT 1L
(proposal) %, ZJEIZDT- bt & ikm a2 R CTHRAEVDIRESIL. BRICEL R TE5GE
[FAHEZE 2 (conciliationcommittee) | TOEMmAMR T IEHDIRE « 32 » 21T
ZERTEDLEINTND,

PRNFEE2 (The Council of Europe)

EU & 3B O/ 72 223, TERMEERES | (the Council of Europe) 72 2 fHHRMNIFIET D,
BRI FERR 213 1949 FFITRRIL S Av, BU/E EUNEAIE 16 2~ E 2 & e 45 2EME L TV 25, BR
INIEFIR & Z DB OBRMNES P THGHEGEZ B E L TEolzxk L, BRMNGE#ES T AMEOR
EEAHMNELTE R, 2o, BRMNILFEERTITERMAMEORELZBEEZO BN T 5HE
RS TELT, BINFEESIZ LD TR AMESRA ). £72, 1996 FIZERIREh7e TA
M & EMIETFRN ) 72 ENEARMAMEIZEDL DB O W TOHBEREL SN TE -,

LU, 2000 4|2 TEU EEAMEERE] DN EINSH., BU BREAEIZOWTOHEEZHZ D &
WHZ iz, &mﬁ%@[ﬂ%@%ﬂ@)@%%@ EWVWOBLENEUNTHR IS S D X
7ol EFEKERICBITD 2y e IBEBWRTIE., BARNRSEREZ: E1347-> T
VAR
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2. BMDEERR
EU I3 ERC o B B ERI I L ik 26 E 3 5 2, Bt TRt X O stEic L v ik
DEITTEIND,

O R MR

PE (Decisions) FeEE, HHVIEEMEEICH T 20T, YEELTEHET D
#iH (Regulations) EEICMBEIGER S, SFEICBTAVETREZEL 20

¥4 (Directives) EUES LIXBUMBEEER,S “HDDoHMEERTDH I L 2 #HMT

LR EN6D AN ERETHESPERNIFEEIEELSA TS H O
Tho, EUEERIRS LNEZEBERHBS 2N H Y . BUBRKABRESIX
TEUBEF 4R ). JHICES SFEMZRTRRNT, TRONERSET )

ThH5

i LA PR Z R 720

(Recommendation and opinions)

F28 RMOBAE - MRERIZHRL DEGE
1. EERBEROEHE

BN I EU $1H11Z £ Y European Medicines Agency (EMEA) 23E%iE S 4u. FFERA]7p FEIK
S BRI 21F & A E R TOEEZHIE L T 5, EMEA WEBHLEL <& % CHMP (Committee for
Medicinal Products for Human Use) MWNHTHIIGHEIEDOFEM, Bl OEXKEIT O N, AL
EHA . EWERS. MERLEZE D TTRTH CIP TRV b s, EMEA X, EHIC
L. RINEBSH D WITMN B S, BRNGESPEIRBRI LI TA FT 4, B, BB
1T & A ET_T% Budralex &V )T — X _X— X |ZINFH L TW5D, EU OERKICEET 5 1EE#
% EudraLex @ Volume 1 — EU pharmaceutical legislation for medicinal products for human

use ¥ L Y Volume 5 - EU pharmaceutical legislation for medicinal products for

veterinary use (&, BAET AT A KT A4 228 Volume 2~4, 6~10 12O N TV 5,

Volume 2 — Notice to applicants and regulatory guidelines for medicinal products for
human use

Volume 3 — Scientific guidelines for medicinal products for human use

Volume 4 - Guidelines for good manufacturing practices for medicinal products for
human and veterinary use

Volume 6 — Notice to applicants and regulatory guidelines for medicinal products for
veterinary use

Volume 7 - Scientific guidelines for medicinal products for veterinary use

Volume 8 — Maximum residue limits

Volume 9 — Guidelines for pharmacovigilance for medicinal products for human and
veterinary use

Volume 10 — Guidelines for clinical trial

Volume 12N H3LTCW5 Directives, Regulations Z&&2 & EEE 3-1 1237,

BRMRRN /AR5 0T T EELETICE > TEERREL LT UTOHDEZET 25N
k5,
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(1) DIRECTIVE 2001/20/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 4 April 2001

on the approximation of the laws, regulations and administrative provisions of the

Member States relating to the implementation of good clinical practice in the conduct

of clinical trials on medicinal products for human use
(BB 2T 2RO M Z B SBE., GCP HER L InBRERZHET 21N
(2) 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
(EFS ORI FEAGRIZEK T 2 HEEOFIE, HEFICLE 2B GMP G, KRE D7

Fa—7 v TR EEHET HES

(3) Directive 2003/94/EC : The principles and guidelines of good manufacturing practice

in respect of medicinal products for human use and investigational medicinal

products for human use

(GMP ICBH 3 2 AR 728 2 & £ L 7 fis  iEflE Eudralex Vo. 4 [ZNEk STV D)

2. LiIFEEEZELS (Advanced Therapy Medicinal Products)
RRON CIEFAE « Al =R AL (X e i R R 2 3K 4L (Advanced Therapy Medicinal Products)

D—DL LTEREIND LYo T=, TRERERKNOE

BlIXEIIEASINTZD DO TR

<L B OMESRNT X D T ERPBED b DO LR HIZHONTEIE - % S BRERYICIE

RENTEm, ZOXIRENELTFICELD D,

BRI - 5

LS

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

EU NN ECoOEEKORTEITIT Y 7 O IR 5e &R
N

COMMISSTON 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

%4212 [Advanced Therapy Medicinal
Products] % #H721ZBM GEIZ TR, KRHEY
1RI%)

REGULATION (EC) No 726/2004 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of 31 March 2004 laying
down Community procedures for the authorisation and
supervision of medicinal products for human and
veterinary use and establishing a European Medicines
Agency

European Medicines Agency (EMEA) DFRE &
EMEA 12 & 2 g2

REGULATION (EC) No 1394/2007 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of 13 November 2007 on
advanced therapy medicinal products and amending
Directive 2001/83/EC and Regulation (EC) No 726/2004

Advanced Therapy Medicinal Products IZ
tissue engineered product Z BN

EMEA (Z Committee for Advanced Therapies @
X E

S E R EH T, (Advanced Therapy Medicinal Products) MOEHZEZX Z 6 4 >OHA] - f5

TIPDELODLELTDOLOITRD,

(1) ZeiRERESKS (Advanced Therapy Medicinal Product : AIMP) D EZF

WD (a) 5 (d) HIZEEET 20T O EHE

(a) B FIEWEEIK S, (gene therapy medicinal products)

SdZR
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PWrEITBEO O DB A2 M/EMWHIRIZE AL, invivo THIIESL Z




EEHAME L Tin vivo b L< T ex vivo TETSNLHZREERICLVEONDEIRM, &
EFEANERT B —T2 CORBRAEGT . T AN R HVNEIET A NV ARFEDORY 2 —(F
YURY =2 Z2F L) ICEENTFHREL AT ARG ENS, X7 Z—Tt NEWREICE D
2o

RO LD B FIRRERLBPIRESN D,
* AT & D VM T BRI 2 AR & UTo B n IR R IE SR 5
* b b EZFMIEE F OB IR E S
* HIBR T2 A LTCiE s 2 —o Kb

(b) MAHIRRIEEEIK T (somatic cell therapy medicinal products)

BFE., AL 7IIREOAZ SO MIBITAEHTH - T, £ D0AEW TN
BEIC R D EEMICKZEINTEHY . ZofER, 3, AT R PR FEIC X0 IRK,
M E BRI R E G L ICE T2 b O, BEICITEH ZMRER D ex vivo TOHEIE £ 7213
EHAL, ERE#GR L OMAEDE (A 27078V, NV T ARD T+ —/L R7p L) 1T
LR D D VITEREOMILD ex vivo H DV in vivo TOEANEEND, KD X H 7
AR EIND,

REEIC LY ZoRBEFR, R, H2 WX OMOBEREDN EMEN & 5 WO IXE &I ITHE R
= Wik )]

kB, @A, BESINZ DM, ERUBERERA G 20D RIERRIZA D,
}EMESINIEMRER Y (B~ R 7 2Ab A 0WIRERERKRRE) ClAabans 2 &
W2 R 7 ER 253 BLT 5 K9 7ol

kAR ER RO b L ITHREBRE N THREL L 72 B M IREY

BB EE, T OMOEIEICL Y, BRI L TW > 2 MHE & 5 WVITIEM R OHERE 2 %
£ S s M A ol a1 0

(c) ##M TR, (tissue engineered products)

AR TRy B &g
*ALE N7 - FHRE (engineered cell and tissue) ZETeHAWVIINHARD . oD
*AEFROBFA, BE. MBEOHNTE MIBWTHEMA® A WTE MoEEIR D EOMHE
R SR Ry S S

tissue engineered product | & b F 72 ITEMWEEIR ORI /AR DO WT I, BHDWIEH T
ZEHATHTES, Mifl/Mf&ITAEZE THWTHRHEATHN TS LW, SHIZZOMOWE (g
B R T ERME ALEWE, AW T+ — AR v PY 7 RE) EEATHTH X
W, 272 LE PEETEOAEE TRV AR D 0 D 7 D BT, A & oAl /A R
ZRCEHEET, FHT, AEFELIIREERZBE LRV O, RERNLOITERI S
5o

“engineered” &%,
Sk HHNE/ARRE S EE A 72 ¥ /E (substantial manipulation) Z% ). FOAWZEHME. A
THOMSEE, MIERREN BT HFE - B1E - RBICE LR R G5 E
*EREE TR L T /AR O AR REDIE S R —TER I TW iR ngGE
DOWTNEET, ¥FICLL T OEMEIX substantial manipulation & 13& 72 720,
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*Cutting (W)W H L)

% Grinding (BEHE)

% Shaping (E¢TY)

% Centrifugation (3E.0r4yHf)

%k Soaking in antibiotic or antimicrobial solution (PU/EWE. HLEAIE ~DIRTE)
kSterilization (FXPH)

% Irradiation (FR5)

% Cell separation, concentration, or purification (FEfu4TEfE. 2. Ki)
*Filtering (&)

*k Lyophilization (V875 18)

*Freezing (W#%)

% Cryopreservation (VEFAE{RTE)

*Vitrification (#7 A[E{k)

(d) fHAEbEoLHEER T (Combined advanced therapy medicinal product)

R DG 2 i 7o 3 B
* B A AT D L CARAIR Oy & LT, Article 1(2) (a) of Directive 93/42/EEC D&
5 —2l FoOEEMES. 701X Article 1(2) (¢) of Directive 90/385/EEC O E M4 %
BAE TR ERESR 2 B . D
k Z O HRE /AR 53 A3 A2 & 7oAl MRk A B ATV D, E T
kA E TV 2R Wl /L 2 3 Do MR /RELARES 53 73 2 O BE#R D B — AU IR BBRE & L T ARITHE
HT5%6.

REGULATION (EC) No 1394/2007 i%, fHAGOHIEMEREEKMLOERO A LT, Z DIk
2RI NZONWTHBIEL TH Y, ERESRN O ADEIEGDOFHRIZE > TTEERHL
ANz 7g > TWb, KFRIZEOFR L7 02 &R 3-2 [ZRA L7z, ABA Committee for
Advanced Therapies (CAT) Z EMEA O ZRN T AHAZ LA HEL., TOMED—D &L LT,
IR TE AR FRD & o 7o TG DN IR B ORI ICA D N E D Ol E2 55 Z Lo T
DR, T, MAE DR EELDEIRIEIICA D ONEFEIRICA D O B 23 EH L v
R LTWD,

CAT D b EEL BRI, SeimiaiR = 30 O I 78 K G B E 16 LT CAT IR R REAM A2 17
W, FOERE R Z7 ME LTCHP IZIRHT 52 & Th D, - T, CATIZ, ZO0¥ Tix
CHMP (Z5f L T, W TN R D et R EF A IR T 2 R b EERBFH 7 L— 1 L
STEY, FEZEMOAL =TT 4 T 2Wo TWAHHFEIIR D, KEOHAIZIZ, Z0XH7%
CAT DX IZHEFEMICHRBEINTZEER TR, ZOROFr — A Z LICEFET 8 E 2D
fih 2 4£ ¥ C Advisory Committee Z 5% . L. E DEIEICE ST FDA BN &R M2 45 2
L7 > TW5, Advisory Committee D& FIZ T 5 fiam a2 FDA 288 & H4 = & XM T
U,
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SEﬁ BRM(C & 1T HERIREHERICBI I 5B 8 - 55
B DERRABRBAICE 2 TR, £ 72 6CP IZH] - THRRABR 2 U # s 5 Fikiz o0
T IX DIRECTIVE 2001/20/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 4 April 2001
on the approximation of the laws, regulations and administrative provisions of the
Member States relating to the implementation of good clinical practice in the conduct
of clinical trials on medicinal products for human use |CE#EHK SN TWD, Z ORKINIE
IR TEU B RARBRFE ) & L Tabi, 2001 42 5 Al S v, IBRENX Z ofFFIciE
VN 2004 4 5 H 1 HE TIZBINFE S IS HEIL 2 EWNIE RS 2 83+ 2 Z ko onl,

FOBBIZLLTO®EY Th D,

Article NE S

COREES Scope it i PE

25 Definitions MFEDESE

CARIES Protection of clinical trial subjects i R AR ok G2 3 O PR

%44 Clinical trials on minors REEL ~DORRS GEINLERTE)

ESE S Clinical trials on incapacitated adults | [AIEHE 1 & R < B AT X 5 B bR i BR
not able to give informed legal consent GBI #ERE)

%65 Ethics Committee MEEZESORE

FRE S Single opinion IMBEEICSE 1 DOER

RS Detailed guidance BRI A F A

%94 Commencement of a clinical trial i PR 3 R O B 4R

10 5 Conduct of a clinical trial BRI O EhE (BEHIZEET 5 FIE)

ESREIE S Exchange of information TG (BRI T — S _R— A ~D A JT)

%12 4k Suspension of the trial or infringements | IR ENC K 2R F /I EKITAEDOZELIED

ERRES Manufacture and import of MFIEIC W 2 EHEMEY (IMP) o fliEls L O
investigational medicinal products i A

%14 & Labeling 7~

EREES Verification of compliance of GCP 35 J O% GMP 3857 D £ FF

investigational medicinal products with
good clinical and manufacturing practice

%16 5 Notification of adverse events HEERELOWEM
RV Notification of serious adverse HE A E GO @M
reactions
%18 5 Guidance concerning reports HEICET O A H R
(AEERRE)
19 5 General provisions — BT
%20 & Adaptation to scientific and technical | BFFEEMOERICEE LkET
progress
#2145 Committee procedure EI=EOES |
%22 % Application M (2003.05.01 F ClThn MR E kA 28R
L. 2004.05.01 £ TITHifT)
#2345 Entry into force 61T H
%24 2k Addressees T JH ot 22 [

DIRECTIVE 2001/20/EC DR 2 &£} 3-3 IZIRfF 95, FHE - MRERICEET 5 &b
AEIBIZOWTITMJER LT,

KIS DOHMIE Article 1 @ 1 HIZFEFHI N TWDH L HIZ, GCP DJEITEBET I E %
FESLT HT2DDH DT, NEDBEPILTWDSDIIRD 3 K THD,
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cRREDONEEIRET LB A TOA T r—LbL Fartkvr b (I0) IZETHIEXH

- B E B S OMREEE. BT

* investigational medicinal product (IMP) 2 D>WTHGKAER Z BT 5 720I121%. £ H
DYFB IOCmBEEZESIIT 5 FhE

BA - MRERICRICEED 2 L Bbitd IP BLUCMHEZERICOVWTARES P ER T
& ZHEFLRT D,

(1) DIRECTIVE 2001/20/EC ® 1 /3 —-3 7 [ 3K i, o> i [

BRIRFRBRIC DWW T, Article2 (a) TERINLTWD L 51T, FENMAMERABRZ R T
NRTORERBBRNBKIRIZRY , E-FOBICHWSN 5 IEEIE (IMP) (Article 2 (d)) 1%,
RAAGBIEDGAITLRDOZ L7’ b, IFEARBEZBEICHETWLEATH, A, HENAR
ERTVWDLHOLERDGE1T IMP &AL I N5, INP ICITBE AR, BREMEE S R
AfRRE, BETHBIEME GO OO LEERLNEZTENLIN, RIEFTIE, ZABESK
PZBE T AR ERIT I N TV RN L, FLEERICOWVTHO EU S /R BB LT
WV, B R X AEIZE L TR ORI W IEEICE T O ERMNIEE T 25 I L TV D D A
Th D,

AR — (GEBROBMG, FH, B&0HEMEHE) L LTk, FA, &, HEL L <M
MR TXTHEEN, EMAEAMNICE 272 ) KRB OGA THLARESICHER L TEITIN
RINE RN E SN TWD, 208D REESEOSE 2 L OIERGEMERIRERICE L
C. DIRECTIVE 2001/20/EC O#fi52 T & 5 EU f545 2005/28/EC TH T2 A FLTELH, =
D L5 REERRBROGEITIE EU FENIFRIOBE AL ) X&E TED L 5 7o NHEREDOBLA
MOEBHEZIT I RETHLEFLMBLTWD, EMEA B ZD XS R —ATOHA T4 %
FRLTWDEITHDLIN, RIETA KT A4 2 K77 MIFITE T,

MERIRERER ), AR Y —) X 258 EFE) BT, Zth

(a) “ERIREBR” . BB L/ I3 EHET L2 0 B EZR > T, —2hZEhlh
EowrgEic AV A EHEKEEY) (investigational medicinal product(s)) 22\ T, EIR
f, EEFPH B L O/ E72IX 2 OMOEYERBFARINRE LA LIILFET H 2 &, B &
WERFEERSERET S, BEO/EEFWIL, o4, REB KO 23R 55
L2 EEERLTUTOND, B MERBRET DN RO LZTET, —0b L IFHEHKD
Mgk, —ob L IFEHOMBEREIZE W UITh 2 KRR Z & T

(e) “ARH—"" KB OBL, EHBL W EREFESOTY CICEH L TEMTEF oM
AN, ¥, BB (institution) FE7=ILHH#E (organisation)

LERINTND,

(2) fElEERICO>NT

B RARBR O BEAYMIE ICR L T KETIX IRB BN ET 2 EEZ O, BN TIRAEIZHK
ESNOMBEERNZOREBEZAT 5, M AS OB OFEE, HHEERE
DEFENE, Bl OBWAKNE, 1C 72 & 25 L T2 OEEIRERBER O Z G I H>WTHER G ERY
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MDOBERZND Z & T, FEZRMREIT Article 3.3 IZFRIR STV D,
MEEBZOERIZ OV T Article 3R ICRHMI N TV D, RELHITIZOWT, AR
FE i i 3% 72 D D E DY F OFRRN A0 I IOV TORE T2V, BN —>DETO
Ll IR T, BT M ZBESERNHTE LR, ZOoET—o208ARHMAESh
ZEIORFIEEZEZ TENRTERS RV E SR TWS, 2T, IBBR~ZNT5Z LD
FEROREMZHEBRT 5 Z &7 <, BRBMHOBILEZ LD L HI1C, 2O X ) RFEMNHKIT
b,

M EERR AR Y=o HFREROLHFECZH L TOLHFEEB LY ZYRIC
ERZIEHT 2 E TOMEBRO X5 ITHEIZRO b TV D,

* @ H O RA DA K 60 HELWN
* Bfs R, AR, G FSREEMIBROL S 77 A 30 HODIERE
* BRI AL OS5 HIpR72 L

ZOERERODHFEIL, YUY RA~DIEBROFF A 2RO DIEELWITL TIToTH, F
FFOMDr— A THLAETH S,

(3) MELY R ~DOIRBRBAE OFF Al 55

AR —DVEBREZ BT B 72D D FINEIZ DWW TIE Article 9 IZEIR E N TWVAE N, AR
VH—IZROENTVAHDIE, MEERESICEREZ RO IREELRNT S L L b, £FH
DU Y ITIERABORFEELZ R L2 b2n, AR —X, 1BREHET 5
eIciE, MEEERLVEENREREZSD ERIFFIC, Y%YR0 0 EmIC L 2 KR O®E
MEZELTWDD, HDHWVITHBNICHESEO@MEZ T > TWARWENRKMEICR D, Y4
%Y R ORRE IR 3 K OB AR O RIS Ol @ En O 7 1L IMP PRSI K- THERAR Y | kD
EolHlESIN TV,

kB n TIPSR, B T EWIC L D% Y RITHEEZH% 60 HLNIZHH
BRBA LA DRI OWTER TAR Y —IZ@HT 5, 20 90 B ORI 30 A MTEE
THZENTED, ENENOEOHM, FIICHERL T, 20 90 HEOWIMIZS 512 90
AMIERE DN FARETH 5,

* RAEMIL - RETPIRICHIIRIZ 2 <. FIRBRBBO R HRIC OV T Y RIEER TAKR Y
I L 22 XD T 2y,

BB THEE O TEE AR - BRRRBROEMmITEEE,

* RFELAAR D IMP @ 60 B OBEFHHIHE T, Z OHIRLANIC S 3Z Y R AR 3 — TR 8RB 4G
WL THESOERICL2EMEZ LRWRY Y Y RIXRREGEZ AT LD & AR
S, AR —IXRBREZ MG T 22 ENAETH D, £/, ARV —FHEICED ., R
KGRI T 2B OBBO G ONWT LRI L DA 2 LY RICRD 2 FRHEKD,

RO HFFENATF A OHEAR Y =X 1 REIRY FFHAE T 52, HEATFIICR-7Z
e, HEEATShA b LRl sh, MRE1T-> TR L0,
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(4) Mz S ERLOBIKEBICETLITA KT A4
AARICBTS [ bz AV D EEMZEICRET 2468 (B94. FR 1847 H) T
X, b FERHIIR A WS EEERBRZ1T O BRICIE. HBEANKROBEHICHEAT S L DICRE
I TWVWA,
1) EECEMEEOTHEE FROMEZE LB IOBEBRIZ T -CRESEKOMBIED L
SIHFEZEZRS ZLICLD QL (AIF0E) #F LI{{ERIEBETHLZ L
2) b bERHRLEE R ZEIZ K D IR O RS BUE P RE e fth DVE R & i L THERTWD &7
HMENDHHEDOTHDHZ &
3) BBRFIZ L o T NIRRT OIERIZ L 0S5 RIS AR % kBl S & 45y
THENA2EDTHDHZ &

JETERRENIHTA FTA TR, TP ERT 2RFE D ET 2B TH LD,
IR b TR EIE DB IT KT L TR B2 KT T, LU s, TRIGR] L3z Bk
TLONPRNHEER, BRE LESEANLALN, MRICELZET 280 H 5,

BFPINHARTH SN TWD A R T A OV TIHAE L7 R, — M9 722 sl g o B R
PAEICPET 20 A T4 E LTUTOLDZMHT 52 ENTEI,

ISSCR (International Society for Stem Cell Research) NF{TL TW\5 [ERHIIE DR
RERDIZODHA RTA ) ZER 34 IZIRAT LT, ZOHA RT A4 D VI HDOKSIT 2
INERTAIVNERSAFHL LT HIZIIXRO LI IZEHEF SN TS,

25. —fRMFEHI & LT, e —A7 7 u—F ik, BEORFEICK L, RN 2G99
L, BN EET A LA BRI IOV, b L, DR RIEENEEICEET
L%, B —AT7 Fa—FIffE S U A7 F, KL L TER 6T, e —20
T —Fx, RO H D EMMEERME L2 TERS R (R 2E, Ko ENTE
REEIERE R ; —EOE Gl 5) sHEIER 2% 5 £ D7 2 EEMIGHE ; RHICh
TZHEAOHN) ., b LIERMIEREN WSS, EKEOEEE, FFICIHE G OEBEDR,
A B REELZBZ LD AEMELERICES LT HLOTHIHE, BENMMIR—20D
FERERIT %2 TV A7 2 EXETE S, BMl—27 71 —F 25 2T HE
REBEREROY AT HR/NBICMA DT2DDORKOEE 25 X&Th 5, BN T%O
BLAVWEREBEOFHLAIZOITIAE RWERICR Z DT 2T iEe b 720,

COHEOEWRT DL I AT, BIEORHOT ML R UL @lldE AV DB RIEOTE
BRCOBISIEZHIRT 2 HDOnd LA, @fliaismof e LT, HElkE THTZ
L BFEAY w FRELZO L LTEFOENTWLOT, BEFERELITHER > THF
BRHEBIENE S ITREND LB D,

PR T ORGRBAFEIZES#E T 20 & L CTix, &b AN H DI, Directive 2001/20/EC

ThHY ., ERMICE LU TR FEERIEICBATT 5720 OZM: KB 5 B s T GCP A HE7R
EBRIMNC I 2 RS O WRARBIFE IS EE T 2 b AR LR EMHZEOTVD, ZRLITHR
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AR ERLOGAICHLEIS I NSNS, B EELOBRIKEBICHREEL
Directive/Regulation LR 720 o 7=, JesmEIE N/ SMlaEIEML T & LCHHIN b
STWD DL, Hifd - Mk ZTRUET 2D HE - FIEZR SICBEET 55D TH D (Directive
2006/17/EC, Directive 2004/23/EC 72 &),

WA, BINREI S RN BITT D20 A BT A4 A2 W THRHEZITV., BN To B FHIEZ X
— AL T AHAEIRLDOBRBFICE T A2 H A4 FZ 4 Guideline on Human Cell-Based
Medicinal Products (CBMP) o 1 fE&HIH L=, ZDOHA RTA 1% 2008 4 5 HIZF%h L T
W5, WMEAEE 35 & LTEMNT 5,

ARHARTA D4 4TI, MFLRTIZR SR VKRB E L TRORKRIAR % L
FTHY, ZNENOEKAREZIT O BEOEEBERADNBNL, b3 2 HERFHENLHE S
TWa,

* SEp B R 5T

* 3EW) J) g

* H &% E sl

sk g R 0 B/ BEAE 2 W R 3Bk (Directive 2001/20/EC37)
kML LY A E R

4.4 TEIZX., BERAREEHICER 5N TWD X5 7, 8Bz v 5 E 3RO BRI F OB
W2, WEICEZEICHIR 2RI 5 L 0 FHEITEL o Tz,

Z D EMEA A KT A X fiiE % 5 T 30 0 s 2> & AR RER iR AR D 7 = — X
FECEHEDRBENIERN R TA RTA L THY FEMRFEDERNTWNDLIELWRH D, BIZ,
GRBAMRICEL LT A RTA NN A X —F v MREEIT T2, AEMEA A R
TAVDREAN 2008 E L LK HKATHALZ ENLATH ELEHS ATV ARVED L ED
ns,

M. EMEA DYEZEEEToH 5D CPWP (Cell-based Product Working Party) @ 2008 #E D& &)
WIS LD & 2009 FIT LA - MIRER ORI IR T 2/ERLE LTI TDO 2 20
HARTA LT T FEAERTEDZLTHDLN, 5DLIART T MIERISA TN
B TH D,

*k Guideline on clinical aspects specific to regenerative medicines
*k Question and Answer document on pharmaceutical, non—clinical and clinical

development of cell-based medicinal products
http://www. emea. europa. eu/pdfs/human/cpwp/41086906enfin. pdf

http://www. emea. europa. eu/pdfs/human/cpwp/cpwp_workprogramme. pdftsearch="cpwp
2008’
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¥4 EUICHTHHMREE L GIP RERE

EUIZIRWT, 4 - MilaEE 2 SV 2 /e % & T A o 8 GMP FE#HZ DWW TH#A L
Too X, KETIE, PLERREERIC W 2 IR BRSO 5513 GMP R HE A2 2037 L b Bk (2 HEHL
LA Th WA RT A (PIGMP) 2WEEHE S 7225, EU TEIUTH Y T 2 155K
EOFED GMP gtz > W T H B L=,

GMP (ZPFH L Tid, IRDERTHEIS L TV D,
Directive 2003/94/EC : The principles and guidelines of good manufacturing practice in
respect of medicinal products for human use and investigational

medicinal products for human use

Z ®. Directive 2003/94/EC (X, GMP (ZPHT 2 AW RS2 EDH LD T, ZOEHA%
ED DM EIZOWTIIH A KT A4 & LT Budralex Vol. 4 IZINgREH TV 5,

Vol.4 : Guidance for the interpretation of the principles and guidelines of good
manufacturing practices for medicinal products for human and veterinary use laid
down in Commission Directives 91/356/EEC, as amended by Directive 2003/94/EC,
and 91/412/EEC respectively.

OGP A RTA N, OIS TSN TN D,
*kPart I - Basic Requirements for Medicinal Products
*kPart Il — Basic Requirements for Active Substances used as Starting Materials

* Annexes

Part 1 TlE. SRR EREICET S GMP 2oV T (&K 3-6). Part2 TiX., WG L
L CIEMEE N EDILD & & D GMP 1T DWW T (BHEF3-7). Annex TlX, Part 1,2 TH/RN—X
N WEREOLAWEEIC DWW T O GMP 58 (B8 3-8) NE#ilshTw5b,

K[E & EU @ GMP Ehiik
1) —f%EY GMP 5%t D s (EU, Eudralex Vol.4 Part 1 & USA, 21CFR210/211)

il GMP 58+ T, BEH SN TV O RBLFE, RIKOEWTH DL OO, fREMMEZ B E T
L0, ERGHHEDOTRToOTat 2@ L CORRER, TOERSAR, REFIZEA
FRILTEEBbhd, &1 EU Tk, GMP OBEE ORI N <, USA Tk, MEE 722, HARN
RFEHELAZWE Y ICEDbD T, KEICHENT, BRINTHEFA S WD HEE L TIE, QC
management (ZBH T A HENZD—D2EEZZ N5, BINTITLERET2H L, FEBETO
bz R aiE T 25540 L OREIICEEN Y U —2AINDEEICEH QCEM Ot A
MLEL LI o TS, ZHUTH A, KETIE, QC AL 2 BMIE, HEICBET 51E% (&
END, NUTF—Yary, =% KR, LEa2—FT) BHLERSTND, ZDIEN,
RN CTIEEREAEE DB OBEEH AMOLH E KA SN THRESNTWD, KETIE, W&
DA BB TR CHEEIRS AR E SN TS E BN D08, BRI~ Tk E TR
STV D RIE, Packaging & Labeling OfEZEFRE TH D, KT, TNV T OFEEOERE
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MeZEL T, HHHELTHLZSDOREEN RSN TND,

2) TREBEELED GMP

KE T PL A OBBREFRE OB IX, GMP RHI N BIICTH < 20, A FFA4 LT
DAIESIT T, BPTLBERL AL THLEWI 2ITR>TW5S, ZOFEKT, PICGMP (X, GMP
i 21CFR210/211 @ FAHEAE TH D, ZHlxt L. EU TOFEEFTIL. Pl. P3 72 KO KER
HEBE ORI, REFKRBERAT — V2l L CORREBRIE KT 5 GMP F58F L 72 -
T3, FudraLex vol.4, Part 2, Chart 19 TiX, 7ABRIEELIE DFRIT GMP £ |2 F2k (2 kAL
LTCEWNWZ EIZR>TWD, LoLenb, ZEOFEHHANSHETCIE/R, EOHEAT, £
DOREE TEENARAROPIIRIN TR, ME— BERMRTEENH 2 DI F—v
a2 OHEAT, METE, QC TOT v A RMLOBRIZ, NV T—vay\LIZT v iEA %R
EHEHATHZEERRLTND,

3) A - MREEICEET 5 GMP

EU Tix, B4 - MilERICEH S D X9 Zefifaz AR L Lo E3E T3 T 5 GMP F5#HZ
FETETWARY, LS TWD GMP (Vol. 4 Part 2, % O Annex2) #H&#HI. H ETHM
JAZ K> THEONL2EADO X S RIEEMREDEEOFRE Th > T, MldZiRil4 25 X 5 RE
RGO OfRE & TR D, KE CCTP 1L, —MXEIMIZHT 2 CoMP ONEF LRI L XL 9
RIERZTR > TWAR, TORMET D L1E, FEEORAZLE, T —OBYRORAE -
658G - PEEL A W ZEE Sy, E V) T EMEIREZR STV D, BRM EMEA A K Z A > TId,
Ml 2 S IR IR T 2B FiE e (BLE G | iR, BRI £ T) Ioxrd 2158
THh-oT, MREAIE VIS ETREBLEZZEDRVWERLEZ, BRI L2012F, FoX
IMIBICHEBELRDDL, EOXIRT—F %> TV Z ENREN TBEWVELED b iEE
PIESNTWDS, BERBRTH, v~ MV 27 20 k) iAo R E+E&0 T, HEEHT—
BEMOLLEERLZHIET DI, EOXIBRYEERNLE)N, FtELTEEDLNATY
Do ZOXIMMNEFLETIHEAT, KEAELZBX L-MEESE LTEilshd b
DT, EERLBEBEOEARN M CTH Y | AR RBRIM CoO LB DD
WoEHaEr & B X B D, BN EMEA 1%, BIfE DA - MR 2205/l i 545 O BFFE D BLR > &
HTHEROIX, BABFRICOMATHLIREHFIEICET 70 N2 A4 TR B 2 T
WAHDM)E LivZevy, KE CCTP TIX L 4% EARIC, BRI EMEA TiX, #h /1% EIR & L TRt
PMESLNT WD, HARL 3 2 MMERLRE GMP 1T, KE, BRNAEFRL WD L4e - 2
DWHZ I N—=FT LD TRIFNIERLZ2WIET T, TOEKRTHEIX, GMP O & 2 lE %
TNENIAN—=LTWVNDLHDT, 2k, MBFBLZEET LM BEENLDONE LiLA
W,

E58H BMBTIEMOERITAICET 5% - BH%E

(1) BRI L)L o B3 % BLHISE

RN C I BU B2 LART A B, 44K, FEICB W TERIC X B ERITA ™ T T\ =D T,
EFITAHZDOSHDICET 2 HEHNIEEERMEICA LTz, BEUBRICEVENO N, B,
— B 2OBENOHBLEHELET D 712D IR 2 RIEREBHIE STV D2, ZOF I EHRIZBE
THLOND D,
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il 21,
COUNCIL DIRECTIVE 93/16/EEC of 5 April 1993 to facilitate the free movement of doctors
and the mutual recognition of their diplomas, certificates and other evidence of formal
qualifications

(ZNLLETD WL D7D Directive, ] 21X Directive 75/362/EEC, Directive 75/363/EEC
BLOREALIIKHT HEEEZHRELIZHD)

(EMoOBEBOA BB LONEDOERKOM LRI D = D Council Directive
93/16/EEC) (X, MM EEELZAG LD 2 W ITEA TH < EMOEENICEH S D (Article
D 0T, MEESEZ, thoMEESMEEOERICS 2 b0, sEE, BXL O
FOMDARXLERRDOFEHLE . Article 23 B LW Annex A IC L D BO R ITIE R 520, E
FiOEZBED 2 0 EH T H2HEFNICE LT, 20 X 2 2& IR TINEE N5 Lz L [FE
CHRNEZ 6D (Article2) & LTWD, HICKDEMOERITITERD DD Z &b,
MEOER OB & DRI 5 LER/NROIIFHIZEL THLE L LTS,

Z @ Directive . BIZFDOMOEFMEDO EHWVEMKICEI T D Directive & B I 1L
[regulated profession] R{RIZHLHE L 72/ T, DIRECTIVE 2005/36/EC OF THE EUROPEAN
PARLTIAMENT AND OF THE COUNCIL of 7 September 2005 on the recognition of professional
qualifications IZEEIEESNTWD, ERMICIXERMOM, HH#EL, #HRE, BEE. BIpEdD,
S, HHEMN D AN—E N TWD,

(2) BRMASE (GELgh) o]
AFVA, 7T A FAYVOEMICHETIEREZUTICELD D,

AFXY R 7T VA KA
R & 72 A e The Medical Act 1983 (as | Code de la Sante CEROZOOETEES L
amended) Publique art.L 4111_1-7 T Bundesaertzeordnung

(BAO)

* Minister of Health @
national regulation &
LT
Approbationsordnung

- JIl (Laender) D&k,
Berufsordnungen
(ethical code) .
Weiterbildungsordnung
(regulation about
spcialization of
doctors) 72 &

3
g
o
._1.

The General Medical Minister of Health ®FF | MNBJFFD Minister of
Council 2% Parliamentary | 7223, FEEHMIZF DOk Health 73 Oberste
Act {2 X Y Regulation of | BEIX Ordere des Medecins | Regierungsbehoerden

the Medical Profession MDA 5. Ordere IX (Supreme Licensing
ZHifT 9 D72 DI E Departmental, Regional, | Authority) IZZAEL T
National Councils 72572 | L~UL CTEi
)
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E5) A4AFXYU A 7T A KA

W UK CEXZ1TO7-DI21E | Order ~D Bk MIH
2T PDERIE UK Medical
Register U A k~® &gk
DLEL 2004 FER DB 1E
2D FEHE 2 1% GMC

license to practice 2344

B3

S EF D RERR FTA B ADOMEEFIZILS HREEIL VN, HREEIL VN,
FHOHERLYZIT EZ | Continuing Medical Continuing Medical
DO EEIZREN 72 < . GMC | Education 2 {ERJIZ EER Education 23 {ERYIZEE R
@ Good Medical Practice | &5 b

WZRRE D HE (2 > TEE
L TWDZLEERT
G

2 E G
Regulation and licensing of physicians in the WHO European Region (EUR/05/5051794C)
Alan Rowe and Mila Garcia—-Barbero (WHO Regional Office for Europe) 2005
http://www. euro. who. int/document/e87789. pdf
2009.09.28 7 7 & &

FT4E (AFXUR

F1H 4 X)) ROEBRKRHAER
1. #&4

A F U ATl 1968 4F D FK L (Medicines Act1968 Chapter 67) (24 > T, investigational
medicinal product (IMP ; {RERICH W 2 EHKEEY)) 2 MW THAKRRZIT 5 720121
Medicines Control Agency (MCA ; EIRSLE ). BAED MHRA) 75 BERFRABRFFAIZE (CTC ;
Clinical Trial Certificate) ZHfGT D Z &nRDLNTE /=,
Medicines Act1968 Chapter 67:
http://www. opsi. gov. uk/RevisedStatutes/Acts/ukpga/1968/cukpga_19680067_en_1

CTC DY AT MZHOWTIE, FREDNEMTH D70, FREBEBILOTZODOLLTFD X9
IRHE 2 DFRRHENBEAI LT,

% DDX (Doctors and Dentists Exemption : EEBRREFFIFF AIFE) : ERT « BEHED . PEEATMER
DI TR < BAr DB O RITME S A1, DDX A F— AT H-30 T MCA (T %1

% CTMP (Clinical Trial of a Marketed Product) : Hili/KER A BEIZ/S T\ B HEHFIZ S W T,
CTMP A & — A2 D & MCA (20

% CTX (Clinical Trial Exemption) : DDX 12§43 L2 WE D CTC #5556, T &
F— 2 DY v U — % R O VB ST O ERT OB A A L MCA ICHHY . CTC
D FHix =it Lizb o

ZHIT LY EREE IMP ZEERMFZE IS O GA . ERREBA~OBRBEIZH W S ERITIE
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MCA DAEZMELET, BITHIZK > TERNAREL o> Tz, E72, HFFIE GCP #LE
L, ThHT 27 OB TiE Royal College of Physicians DA FT7 A4 U AHAWLEINT
Wiz,

F72. 1968 FEHEFETIE, BKRBR L IZKO L IICERSNLTWD, THEDOMHE O EHK
BEMNZOERFICAE» D LN WIRE L DLWV H 25512, FOEREREY
B, IRELITEOMOFERES LITFAEREELRONE I N, ELIXE DR EORESE
EHENPODTZDICEGEINDMHETH - T, EMIZL > T, EETZOEED FITEFITK
LTIt ba i), Tz k0| @ AEZx5 e 3 2B FEOEIS & 1372 563, v
PMZIEHT203EROB EHHICERONTE 72,

D OFEEIL, 2001 AT EUBHEESNHE L7~ EUClinical Trial Directive (Directive
2001/20/EC) IC LW AETH I LT/ Db, ADirective ISHIPH & T 5 D%, KR, KK
T BT A THERRRER/WFIEIZR LA Z IMP & LTxge s L, I6R/MED AR
P—IE, FEENFKR/IEM EOBANCHr 2D LT, TONKFL, ERZOHLODOMEHEB,
WeAr O AGRIEF O FNEM EOYLR, FHHEROANEICEAT 24787 & T, @A, BE %
KGR LT HMEAE T X CHELEE E LT D,

K Directive TlE, 2004 F £ TIZ, T DOETZAT I 120 OB E T O EWNIED B %2 £ 5
ST TVD, AFJRZENWTH, EMOBBAREEHNIEROND L LTT T ITH
DORFENRMN -T2 SN TWABD, 2004 HC “The Medicines for Human Use (Clinical
Trials) Regulations 2004 (Statutory Instrument 2004 No. 1031)” 23iK3. L. Directive
2001/20/EC 2 ERUEFEIT EN D L 5127z, AMHIO BIRIZOWTEE 4-1IZIRMT L TH
5
The Medicines for Human Use (Clinical Trials) Regulations 2004 :
http://www. opsi. gov. uk/si/s12004/20041031. htm

HAYE 1968 Tl MCA NEAKOMIE, AR ET R TEEBE T 2HBETH -T2, D1k,
ERESOREKRLED TERT L2 212720, MCA X4 &2 kD T Medicines and
Healthcare products Regulatory Agency (MHRA) & 720 . BAEIZW/—»o T35,

Directive 2001/20/EC Ti&, MBEHO—EITHBOMBEEZE SN H D 5EITIE. ZOEEA
H—OllE DD XD RKEIEY 2 BEMH T T0D, A XU AT, 7 AU DHROKEE IRB
FRE, HIOREY R T L ICREINL2MHEEZESN., TE A EWNIEE & L TllifF L
TV EEICIIMEE B S OREBKEE TH 5 I fHHl 2% B4 (Central Research Ethics
Committee : COREC 2SFRAL ¢ 2 BEEHERS & L T Office of Research Ethics Committee : OREC)
MEET DT, B TIHEIL, 1992 FOBE FIHRMEEZERICIIMEEORIEICESX,
1993 £l B8 FIBEHERMZ B4 (gene therapy advisory committee : GTAC) 233 . X ii-,
GTAC 1%, BIfE CITB IR OA R LT, BRESHMMLOBH, Minz HW okl x5
To ATMP OD4=fi% O B IR 3Bk oD i B D AT 72 > T D, F£72. GTAC I Z D4y % T MHRA
~OFEFIHIR L 72> T D,
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2. ATMP EGPREERICBET S #A I

A F Y ZNZBWT, MBS A & o R B —MXIZB L ¢, B TH 5 MHRA B L OV%
DFERIERE TH D GTAC D DN ED XS Bl TA FTA4 ZRRLTWDINEHHEL
72o F7-. MHRA & fffF79 % Human Tissue Authority (HTA) 23¥&4T L TWAIEREIICHOWT
LA L7,

(1) GTAC DIFHENIRI

GTAC @ Annual Report (http://www. dh. gov. uk/ab/GTAC/Publications/index. htm# jumpTo2)
A L. £ OF T, REGULATORY AND GUIDANCE ¥ X OF Recommendation OO IH H IZFL# X 41T
WD HRIHA LU TIZR T, GTAC 1%, ATMP DO EREIRBASE O BHINIZBI T 2 K 5 RIEENIIT > TWie

> 7,

2007 & Annual Report

* RHIMER e =7 FOKT

* DL T OIEE TO Consultation
‘Phasel ERFRFRER D 7= D ABPI (Association of the British Pharmaceutical Industry) .
N7 A RTA
» code of practice for Scientific Advisory Committees {2 B84 % FHIH
SEARFIREIC B W T, BERBRIC A 2 AN 4 B2 IR R B IC B9~ % EMEA A R A
Vg
C B FIRREA 2 BB IR G LR OBKRESICET 20 A 74 OERK
* Challenges and priorities for the MHRA
- ERIRABR BRI ZE ¥ (Hospital Exemption)

* X-SCID BARFIAHRBR O A HFHR L B E LT WiT e WIEH

2006 4F Annual Report
*MHRA, COREC 33 & O% GTAC Ml O HRIZBI4 25 A &
*BAR T IRH L IZBE L T o EMEA ~DF4FH
BB TUEBMEMICE L TOHSE A RT4
¥ FREERER D 9 2 TP Expert Scientific Group (ESG)

2005 £ Annual Report
kL ha A T RITEHT 5 GTAC/CSM FEZEHR 2= D HELE
* REIEEHARH 70 o =7 b
*BEFEROER LBARBROL 2 —
* B 2 1L
* WFIEH ~O B
* Horizon scanning activities

} L haANA T ANRT Z—=ORRT YA AT D FER

2004 4 Annual Report
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*BFIEH ~DBE

* Horizon scanning activities

kLT UAINVADEEM

¥ T TR AHIFICET OV =2 v a vy B I OEE FIRRICBE T S GTAC ERZDO L E
* GTAC DYEZETFA

$ AL TIPS ICBINT D72 D H A X v 2% L O H I+ o & # b

2003 4E Annual Report
%k X=SCID DIRIR D 7= b D [ Mfif5 B & A5 1
kR AR BB HLAI (2001/20) (2% % GTAC @ E{T:
*NHS 2B T 28I FInRIRBRO T A X X

2002 4 Annual Report
sk X=SCID DIRIR D 7= 3 ¢ [ I f5 B & Am
%k LNGFR transgene & el ha v A L A7 Z—DF BT % GTAC D78
% LNGFR transgene & dpl ha WA L ARY Z—D Y A7 2T % GTAC DfEi#
2001 4 Annual Report
% ¥ &h 72 BU Directive 2001/20/EC (2B % GTAC O 7. fi#

(2) MHRA DiEHE)

AXYATOAMPIZET HHA], A RT7A L Z2HD720HIZ, MHRA @ web site T2V T
A B —Fy MEZE%E{T-> 72, MHRA @ HP¥Publication¥Consultation @ URL Z#ZE4 5 & .
2000 ENHBIEICE D ETOM, BIFOFRHEZFERL TS, TOHFMML, BIEFIRE,
MR IR T 2 HIEA REICEATHWAHEIEL LTUTO 2 it L=,

10 Sep 2009 | Draft guidance for comment on the UK’ s arrangements under the hospital
exemption scheme for advanced therapy medicinal products. Deadline for comments is

Friday 18 September

23 Jul 2008 | Public consultation (MLX 353) :Consultation on advanced therapy medicinal

products

Z? 2 & %, EU Directivel394/2007/EC (ATMP) # FEITIZBTHE D, EWNIEDOEKH &
B L 9% Hospital Exemption [ZBHT A E AR, RT 7 A RIA4 L ORERICET DL
DTHbD, £, HP¥Publication¥Regulatory Guidance &V, MHRA NN HIT L TCWAB T A KT
A NTOWTHE LN, 2000 FFLVBTEICEDLE T8I HFOTA FTA U EZRRKRLTWVD
23, ATMP ZHBEIZELHA RTIA4 iF—o2ob R LRS- T2,

(3) DH (Department of Health) DiEi#h
DH¥Publication¥legislation¥statutory instruments @ website 7>% DH 23347 L T\ 5
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Statutory Instrument DIEIREEIZT 7 & A L. Advanced Therapy Medicinal Product @ % —
J— RTRBELIEEZA LLTOSHOEREZMI Lz, WTILOHEE S ATMP O KBS IC
BRI 2IEH Clx e o iz,

% 2008 No. 2936 : EXPLANATORY MEMORANDUM TO THE MEDICAL DEVICES (AMENDMENT) REGULATIONS
2008

%k 2008 No. 2297 : EXPLANATORY MEMORANDUM TO THE VETERINARY MEDICINES REGULATIONS 2008

% The Medicines (Products for Human Use-Fees) Regulations 2008

% 1990 No. 735 : The Export of Goods (Control) (Amendment No.2) Order 1990

%k 1989 No. 2376 : The Export of Goods (Control) Order 1989

(4) ATMP ¢ EMEA Hf g2 45 3 JT] B 4k
REGULATION/EC/1394/2007 @ Article 28 Amendments to Directive 2001/83/EC @ 2.1Z &
Y . Directive 2001/83/EC @ Article 3IZLAFD 7. BB N7,

[7. REGULATION/EC/1394/2007 |Z & 3% S 41 5 e i s | FEBANICK T2 A & A
A— 8L E U CEBIOESHLFTIZIESE | FFEOBASMEIZAI Y FEEF M (non-routine
basis) ([ZAEPEZ U, ERIOBMAETLO FIZHE—MBEOHENTHEH SN ELE, 20X
5 IpdetmE R 1T 13K Directive (Directive2001/83/EC) 13 Sy, Z ok 95 72l
fn O BLEITMBEEOHGIL R ORRBEZ T 20X e o2y, MEEE, ERNML—3EeY
T4 L EFEMEZ RV (pharmacovigilance) B, BRI DT I 7 TCER I T
BHHE D SEAEYEN | Regulation/EC/726/2004 (2L Y EMEA (IC X B m N MLEL XD
e EERL IR LU C Community UL CERINDILDLERIZETHD Z L 2RELZRITIL
X722 5720, |

MBEEOH ELTAXFY ADYEYF TH D Medicines and Healthcare products
Regulatory Agency (MHRA) TlE., Z DZKIEIZ-DW\T” Hospital Exemption scheme” % % -
TGS L, LD L 7oA X A% % 2009. 07T IZ¥FE, 2 A2 haERD (2009. 09. 18 #E D
B10). 2009 FRICEXRDOTA XL AL LTHEERTDHFELR>TWVD,

Draft guidance for comment on the UK’ s arrangements under the hospital exemption scheme
for advanced therapy medicinal products

http://www. mhra. gov. uk/Publications/Consultations/Medicinesconsultations/Othermedi
cinesconsultations/CON051874

2009.10.06 7 7 & X

Z @ IDraft guidance for comment: Guidance on the UK’ s arrangements under the hospital
exemption scheme| (ZX % & . Hospital Exemption O F CEREINHIEAEL L TUTOH D
BEFTVD,

Good manufacturing practice (GMP) and quality
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Pharmacovigilance
Traceability

Reporting Requirements
Sanctions and Penalties

Requirements in respect to wholesale dealers

Regulation TIFER ENTWARWNWA, 4 XU ATIE#EHAIND (EFEY) BHEE LTLUTF
DERAIZOWTHHA LTV D,
Labelling
Package leaflet requirements
Advertising

Ethical issues

Z® 9B, Good manufacturing practice (GMP) and quality Tix.

[Regulation (2 & % & hospital exemption (ZA D LG IXIMBEOBEFI Y FBOEKE 2G5
VENSH D, A XY A TIERES X MHRA 2> & B S 7 7] (manufacturer s license) ZHY
BT OMEND D, FFIFBATOREEFFTF IO FOIZIH > T, @505 Tld7e < K
EDOHT Y — (BEFIEE., Fieie#E., £7-1% tissue engineered product) @ ATMPs
DG #FFRI 95, Hospital Exemption @ F CHiE « i [ 45 ATMPs 1% GMP @ i HIJIZ HEHL
L7 g 7e 5720y, & 512 European Commission (% ATMPs (ZRFHEAY 72 GMP A KT 4 > %
FITTHZ LT T 5, BIEEFE TR 7 GMP O EEAfE & European Commission DIELT
TDRE ATMP A R T A 2 857 L2272 5720y, MHRA (3 BE 4 2 8 o R (2 g 8]
WA SND MPICHEILL TV O EERT 5, BEITY A7 X—ATTbhnr7 Ui
Al A ET 5, )

TDOHAKF L ALRIZL D E Hospital Exemption & X 5 ATMPs @ #3312 1%
- BUEFEFE T AT O IS
. GMP #li
NRDBND,

Department of Health and MHRA Register of Licensed Manufacturing Sites (Human
Veterinary and Combined Sites) 2009 (2L 5 &, fERZE O 215 TV DRI D K0T
RS ERZFAUERETHLIN, RFPREELEENRTEY ., AT TO X 5 I
EanHOHIC TEfila) REERTHWDHEZAbb T,
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SITEID - 20642  CLINICAL LABORATORIES, NINEWELLS HOSPITAL

NINEWELLS HOSPITAL, DUNDEE, TAYSIDE, UNITED KINGDOM, DD1 95Y

BIOLOGICALACTIVES BIOLOGICAL MEDICINAL PRODUCTS BLOOD PRODUCTS
OTHER BIOLOGICAL MEDICIMAL PRODUCTS
BLOOD COMPONENTS FROM VOLUNTARY.
NON-REMUMERATED DONORS AS WHOLE

BIOLOGICAL MEDICINAL PRODUCTS gtggg%@gi‘étﬁ;%ﬁ% II_PIngEUFDII_P;gM\:HOLE

BUFFY COATS: STEM CELLS AND LEUCOCYTES.

THESE MAY BE MODIFIED E.G. BY IRRADIATION;
LEUWCOCYTE DELETION; FREEZINGIT

STERILE PRODUCTS ASEPTICALLY PREFPARED (LIST OF DOSAGE FORMS) LARGE VOLUME LIQUIDS
ASEPTICALLY PREFPARED (LIST OF DOSAGE FORMS) SMALL VOLUME LIQUIDS

it > T, hospital exemption IZAEY4 45 ATMPs O 8E X, JBIEZ 1T 9 FRPe s MG ¥ n] 2
BOIT>THEIODN, FAE2HTVIEHRICELETLHIOLFETOHLIEZZLND,

Non-routine DEIR

XBICZDOHA XL AD Annex B 121X Guidance on  “non-routine” 23fFEL TEDL .
hospital exemption ® WIEBEHF D —DTH HHEN non-routine THH Z LITBWT, %
% > T non-routine TH 2D LRI LN TN THIN BN TWVD,

ZDOHAX L AIZEBWT MHRA X TE® B (routine) & IEEFHY (non—routine) DI %
KA 2 BB 2R T2 DRSS TRy L L2R2N 5 E, routine/non-routine @
XAENZ &7z > Tix

%ﬁ@ﬁ%ﬁﬂ DL TH 27>

C FRERG ORGED X — v L HE
ML D L LTV,

EEORIERNRFE— DR TH 5 )

s F R —F =X AEEL TR, ZOHENE L TWEEA., 85 X2 routine 1T
BESNTWENE I D ERETHICY - BEARHWEREIC RSN, 2O Z LIZRLA
R —F—ORET LY N E ) THLEINIT OV TITREL LTS 20

c HEFOWBIZ LY TEZHR routine THHE 9 0T, Frilfm ol % — o0

XD HWr L, IHREN E D TH - 7= XER W

- TE— D85 | ORI, Mi%o ATMP OMEE (FERBEIE, )5, BH1E, AR | ik
ORET v A REE/BIEHENC X 0 kTS D

- IMHRA X BT 2 Mg, iE 7 vt X | &8 OERENRFE—Th 5556, 2 TOHFE ATMP
RGN R A TH DL LT HEAIZITES RV LORELH D

FrER S ORLED R r— 1 b B

« MHRA (FA RV — 2 —DRET D8ORS OAFH R, SEOBLAIME/SEE, 85 o g R
LT DM A EET D

- FEEBLGL ORIE R r— )V BEE N ERNT S B/ I RBEE TS -3, BiE rate
N—EHE ORI CIREIZEIM L7+ U A TIiE, 1~3FEDM THIER 7 — v & FENRLE
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25 routine (/R o7 E D N EHWT T 5 Z LB AREE 72 D

LML, WENRILSKARBICEE Y. 2288 Bl WEOHRR R, H) ThD
Y&, routine THAHNE I AEHW T 5121L, BHEFIZLZV EWHIRIAMLETH S

- SERBYIZ, REBEBEDN LD B> 7256, 1N T routine THDH EHIITE 5 L& L
W3

E28 AX)RAOEBRRBRHES
1. ERREHE

1946 4EHIE O E RS — v 27 (National Health Service Act of 1946) 723 HAK T,
National Health Service ffl|JE (NHS | ) ZEiET 5 DI MEES (Department of Health)
Th D, FEIIREERFEY - 20RMIIEORETH D . MO KEZ B Bie (—ikME)
WCkoiibnsZ &, JRAIE LTRERICER CREIND Z L1 5,

NHS | BT — R = & " IREBIZ/ T B, —IREREIL General Practioner (7220 DUF
E) BNV, RAEEERLS & ZREREIT General Practiotioner OFEMIZ XL Y fHfE CEMED
WBEREZTDHERSD, BEOACAMIINRLGTEO EREEMRE E2R &, &2 TEEL,

TERIE. NHS JHBEITANIRBED A T -T2 s, REFBE & & NHS K 22204 Z L A3 Al RE
Lo TS, LrLans, JRAIE UTIEXRBEYHESEZ NHS OxR T3 < RO ERKkR
BROMR LD,

NHS 1 ZaERAHEANERCh 225, AmIC Bt BEVBMER B R & CIIABRRELIZE »
ADnd Z EN%L ., EFRBEPREO FIRELIERT 5 2 LTk, RE O ERRBR
DZENDITHIE L TR ([EREOFE % A 5 REEHRAR (Private Medical Insurance)
ABERFIINZ K L CTERBEDO N E T 2 BB FA T ERIRIR (Health Cash Plan) (ZKBI S 4L
Do

2. Eff

A F Y A TIHEFHEIES & HBIEEIES & TIIMBRE S AT AR EL > TnD, EIHES
S Ol FR E/L—/L & L T Pharmaceutical Price Regulation Scheme (PPRS) 235, EMN
NHS (23 2 BB EORE R ZBHIT 5 2 LT, BEEAEITHHE SN T-FEOHANTH
H 7 AR B AS ATRE & 72 0 L OAHiA% 25 NHS ik & L THEE S DA & 72> TV %, PPRS
X NHS il B2 T D EHEML AT 5 & L bilc, WESEOMIEHBLRET L L%
HRgE LTRY, FE8%E & Association of the British Pharmaceutical Industry (A VU
ZBUSRPESE ) 2% 5 ABPT) D EMIA R W C KV A 5 42 2 LT RE S D23, ABPLIZINER L
TWRWEREREETH > TH, PPRSICHIET 2 Z LT ARE. 7272 LIHE T L2 B4
FITH LT, PREREIIAFRIRE 2 T IIERHERZA L T\ 5, 2005 4 1 H#ififk D PPRS
13 2008 4 8 HARTHIBYIY L7220 2009 4F 1 H 75 PPRS2009 (1T L T 5D,

BUR AL B Bl 235 ETE 20013, FHEaWE L TOARZND T, BEF L EMm O
T2 7R AIEIBIN, RRED BN, Hrl- /2B & FI OB S135dHR & 2 b vy, Bl 2 THHLA Bk
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S LU TCHRMBETHRIIEL, D%, controlledrelease 2 DO TR ZIT-o =84 . B BN
IR ETE T, REE EMEREEITHOLERDH D, FIIBEE 7 & CHHEFICH HAMEN L
7-BE81E, BVWVERAZBO N2 ELH0 55,

PPRS DX &L 72 HEIEMIXT 7 4 THRIEKGR Z 5 F 7= [NHS medicine] TH Y |
LTS, WHEBIZT7 7 RABRGE#HINEbDOIZRESIND, BEMIC im&%ﬁ
DY EI G, branded generic (77 > R4 TIRGEARB I NI EIERKN) THbH, xfHL
RV OIE— A4 TIRFEERR =T T2 %58 [E 3K ML, standard branded generic (branded
generic M 1T 2005 4D FLIE L T PPRS 2> b FRAM S 77247 125 T D& A EEFESL) . NHS Tlidl
FEINTEE L TRRIN TG SN D EEN, 0TC EHKS, 77 v 27 U A K~ (PPRS i H x4+
AR INEEIES, ENRAGE TREDORE UG S NHEHEN, RIAZHEETH S,

PPRS 2009 Ti%, NHS [E 353 H N6l O 72 DFEAT DO 5] = FI1F, 7w ERLEHRA O£ B
MPFED  FFEEABDO A T 7 & LT, Flexible Pricing & Patient Access scheme
DF AN T,

NHS medicine T&» 57121, value for money (F FXMEE ; VFM) 23H D Z & NDNMLET
HbD, TOFAMILZ ILE THMNHER ToH 5 National Institute for Health and Clinical
Excellence ([E TR FEMMFZEAT ; NICE) 28— FHIIZ T > CT&E 7228, 5% 1% Flexible Pricing
ELTRENNICE L EEMNGFECELLIICL BH LT — 22 RELHREHLEZY TE5
LT oiz,

HrEEAY NHS medicine L8 BN D721, NICE 2LV VEM N3El SN D LERH D,
%@%%\%%A%%iff%ﬁ%wﬁﬁﬁ\ws1ﬁ%éﬂf%ﬁﬁﬁﬂ§%:5@é&
—AMWEpoTe, FAUCKHINT D720 NHS EHRSEBENY 27 > =7 U v 7 &7, NHS 23
—EWIM D outcome ZFHA L, ZORERICESEMAETHTHELITS> 2 L & L, NICEIZ XD VEM
NS T T AR CHLEFNAMFEHTESL L I LTZDD Patient Access scheme TH D,

3. EMOBRFEICH-YHERLEORNEEREZRGITLFE

BR300 LTI E HE AR 252 (ROC ; Return on Capital) & 78 L& FIZE = (ROS ; Return
on Sales) ® 2 SOFIFEH T XNHH SN TS, HIFERESCEERME~DOHEEL A X
U A CTREMIISIT > TV D REEMAIEIC5 L CTIX ROC T, % 5 Tz LTk ROS % A
VY, BRI 2t R R E AT o TV D REAEERT D

PPRS TIXROCIZ L A FIRSEHRI BRI L CUEFHAL D 2FREHE L LC21% N HA S
Do 21%DOFGER BARIZITFFA A (margin of tolerance ; MOT) 23&% ¥ . ROC HEEfED
K 140% F TOFISMBTFR SN D, F72 ROC HAEE D 40% KM THRWIRY | it OfE EiF

XD B2V, Department (2 & 0 MiASAE _EI1F A3 AGE S 7= 4R 1 X MOT 1L H S e v, fli#E
FEL TRROONTFICHEEABE 2 25613, BHiaFEITEE I NS,

NHS (254252 0 B3 A %Y A~OEAEEHD 3.5 5L EIC72 25413 ROC O B
% 3.5 THI 572 6% ROS D HEME & 72 5,
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4. REBYE

NHS il £ TiX. NHSmedicine LML &v7avy, LaxL7eA3 5, NICE @ VEM FEAfi 23 #& 3> -
TH 59 NHS medicine & 72> TWARWES, NICE 283l L2 WES (KBRS HoHW
XEMN A7 7L (G#IAN) TEMAEZLEeEH, NICE 28 NHS TOMEHA ZHELE L e o 72 E
FICH LT, BEMIHEZALET 27 —ANFFTE L2 P LIS 720, 72, NHS 1281 T
ZDOLHIBREFKDOMEMHZ NHS OB TEN 72 ) FEE2HELT 57 exceptional funding (HiIF+HY
KHD)” DI 4v/77,/%T150MM¢ DIFE>TWD, FZNIKT DROEN—HT
TV B (REZRERD RAEDZIRE oA NES 5555 6 & O TN
HERWERDE) b2, 2D LD fciﬂﬂﬂ%x 17 T Mike Richards ##% (National Cancer
Director) . Department of Health |Z%f L C. NHS Hh—E RALIADBEMEIEKO VBV E
INRIZT B Z &, IRARELE DS, TORVBNOEEL —FErOMfICT I L& E
IRETHMELIFE LT,

Improving access to medicines for NHS patients : A report for the Secretary of State
for Health by Professor Mike Richards

Published date : 4 November 2008

http://www. dh. gov. uk/en/publicationsandstatistics/publications/publicationspolicya
ndguidance/dh_089927

F N %5 1T T Department of Health |% 2009 45 3 H . NHS "— E R |ZBI L T private care

EZTTZWVWNIS BE DD DA F o AR RE LTI, ZOHAF L RZED L,

« 7N additional private care IR L7225 & v vo T, NHS #E81% NHS 77 7 % =] L
TR b0

« W72 A additional private care [XNHS 7 LIFBMEIC R SN TXA bW

* NHSUE NHS 7 712 L TR L TIE 72 %, private care [ZH&1T-> TR 5720

+ Additional private care ZIEIR L7 o7mBEIZK LTI, BANZIT DNEMHEFNDH
HETOT T Z BTl AICIREE L 22 T uE 72 6 720

LS, ZOHTA X AL 200943 H 23 HIZHEB LT,

NHS 777 & private care |&, JRHIFJIZATREZRIR VY B2 23501, BRI CTHME L TRt D
Z & BRI NES 777 & private care DfFH GREZI) B b7 2 L2742 %, Private
care /0 IERFE LA L 70D, NHS 7 7 42t 2 9WPe, ER S private care Z #2495
ZLEHEIZRD LI TWA DT, private care NETRMEFPE CRRALIND L) Z & Tk
R,

Guidance on NHS patients who wish to pay for additional private care
http://www. dh. gov. uk/en/Publicationsandstatistics/Publications/PublicationsPolicyA
ndGuidance/DH_096428
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5. EERMN

—WRERE (primary care)

General Practioner (GP) D EHEMENIL. LLETIXME % O GP O Bk AE OIS U T A
i D NFEHEN S RO 55 Ea 5 Tuviz, 2004 4 4 H X W QOF (Quality and Outcomes
Framework) & FEIZAL 28T L WE2IRHINEIE IS0 b o7o, 2O LWEK TIXED 6P IZ
WM A SCHA D BB, HUKOD primary care trust (PCT) 23&i2EATICHIN 2 380 9 T2 & 72
0, BEORED CPIEALOZEITHAICER I N, it 20— 21T, OB
&%ﬁtu‘; FHER L2 VWEMY—E R (BEOEBEH, BEGEOTLOOIE, MR~

FAAT, BB OEERE e L) QBN R T 2 - XA 2 BIRTE H M4 — B
A (FEEARA, B, TR, HEEZ R L), OLVEomWnERPY—Ev R (L&
FE L7=1RiE.) O 3L o To, BRI — R & L TRMAZEERIE L2
EERBRULIGS ., BEBEFREX— A bN D OEREN O Z OB EREND, 2
fﬁ&ﬁ&ﬁ TR, EH O @ VIR — TR U TS DAL D R RN, fd B BRSO T X

HE CTHEOE W — R ZRME L2SE OIS U TS b2 R D 3 2026720 |
ZTOHFRITI:2: 5 RELF O TWVD,

“IRERE (secondary care)

R ~D XTI W2 W B E I L A2 HEE #AVy (Payments by Results) 12X %, HRGs
(Healthcare Resource Groups ; [6l U LUV DEEEIFE 2 IHE T HEEMICEEDOEEE -
XMW 7 Vv —"7") RO TERERERNREE L EREY — v X2 U bz EREIR 4 #Eim
L. HOED - EAEMEEE (national tariff) 1ZH-S& PCT 75 NHS Trust ~D K FAWTT
Phb,

6. EMHIESE

A XY ATCEmMAZ&EET S DIE General Medical Council (http://www. gmc—uk. org/) T
D%, GNC DAR—LR—=IT & D & EBEARMWINOERE L LT Directive 2005/36/EC Z 21 T
W5, Directive 2005/36/EC A F U ZDENTHEM T 57202, RO _HOOERNIENHE
i, T HD regulations DEE#E T 5 sections 25 Medical Act 1983 ICEU D IAE T
A

European Communities (Recognition of Professional Qualifications) Regulations 2007
http://www. gmc—uk. org/about/legislation/European_Communities_(Recognition_of_Pro
fessional_Quals)_Regs. pdf
2009.09.29 7 7 & R
European Qualifications (Health and Social Care Professions) Regulations 2007
http://www. gmc—uk. org/about/legislation/European_Quals_(Health_and_Social_Care_P
rofessions)_Regs_2007. pdf
2009.09.29 7 7 & R

Medical Act 1983
http://www. gmc—uk. org/about/legislation/medical_act. asp
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2009.09.29 7 7 & X

Medical Act 1983 DRk Z &kt 4-2 127~ 3, Section 3 ITIE,
3. primary UK $0#F £ 7213 primary FRING0FFIC XL D B &%
(1) REFREOBEIZLY, EFRITAOFEMICKTT 5 IE (fitness to practise) MR DN
TEHT, o,
(@) 1 2MENLL LD primary UK %054 A L, BEBREKEMO O DOEEL I LT =
T LEWMBIZET LIEb D, DV,
(b) BT ZBERMMMBEOER T, —2nZHLh B primary BRMNGEFFZET 5007085
bObAREZ Va VIR ERBEERIEME L LTRSS
(2) UTo
(a) B4 2 BN E O E R TIiXewnas,
(b) VEMIIRHEIS) D& % Community HEFNZHESE | EE~DT /7 EABLOREFELZHM L L
TEONMEEER EREORY PN 22T 2B E AT 25D DI,
Fitrerzvar ) b)ZEME LT, MBRERERZEICRY Fbhzidiids bz
EDOREDD D,

7. BEEAELOMIE
A XY RZBT D HEERYSOME ISR T S EHE INE LT,

Human Tissue Engineered Products — Today’s Markets and Future Prospects, Final report
for Work Package?2: Comparison of tissue engineering treatment costs with conventional
treatment, B.Buhrlen & B.Husing, Fraunhofer Institute for Systems and Innovation
Research, Germany, May 26, 2003

http://agrilife. jrc. ec. europa. eu/documents/TE_WP2_FinalReport. pdf

2009.07.22 7 7 & A

s (&%) S P H
Dermagraft EUR 10. 48/cm? Ja[E 2002 g Jones (2002)
Apligraf EUR 20.85/cm?® J[E 2002 B Jones (2002)
Transcyte EUR 11.55/cm? Ja[E 2002 LR Jones (2002)
EPICEL EUR 15. 39/cm? K[E 2001 5 Bello(2001)
BEBFE LR EUR 14.92/cm’ K E 1990-1994 Still (1994)
BESFFF/ VAL EUR 9. 92/cm? ~UL K —1999 L Monstrey (1999)

USD 1.07=EUR 1 (March 27, 2003)

ETHEE KAV

F1EH FAVICE T3 EHERERIAR

KA IZEB N TITE b ES MO iFse 2 8l 3 5kt & LT Gesetz zum Schutz von
Embryonen (MZ {73 HiEH. 1990) "H V., ZOEMHICZEY FA Y TIEFEEIZHHL ES
e 2 ERL 2R IT R & el BR &2 22 1) C& 7=, 72, KED PHS35L ICHE SN TS X D
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ARYYIR DB B IET 572 Dk L LTI Gesetz zur Verhiitung und Bekdmpfung von
Infektionskrankheiten beim Menschen (b MEYE DB IEEE, 2000) 2360 | JRESBAE O R
DIBGIRDOYER ZR I A& BN Z2H - TXx 7=,

Gesetz zum Schutz von Embryonen:http://bundesrecht. juris. de/eschg/BJNR027460990. html
Gesetz zur Verhiitung und Bekampfung von Infektionskrankheiten beim Menschen :
http://bundesrecht. juris. de/ifsg/BJNR104510000. html

1. FAVIZET 5% mEREERORKEOBEORKHERICET HiERH

RA BT D mEREIE LT ED LS REHRTPREON TV DI HEEITo T2, 5
EE LR IRBREDOIRTE 2 KGR T 2 MR % A9 % BfArM (Bundesinstitut fiir Arzneimittel
und Medizinprodukte, Federal Institute for Drugs and Medical Devices) @ HP., ¥ X O\,
Bis L, MR & o imE R E I OTREBRBE MG OBR DGR (CTA) 31T DHERD
& % PEI (Paul Ehrlich Institut) @ HP M5, F—U— RRKEEIT-o T,

¥ —TU— K& L TiX., Regulation, Guidance., Cell Therapy, Gene Therapy. Advanced
Therapy Medicinal Product B XONZ N BHIZHKIGT A RAVEEEZH W=, by b LTEHEIX
BEMHICDIEDN, /A XANREL, FEMICERERLOBRBEEEZHREL TS EEZZH
NHHEELT, RO AELIES 0o 72,

B4 V=R

Arzneimittelgesetz (AMG, [E3HK
Shik. 2007 FEETRR)

http://www. bmg. bund. de/cIn_110/nn_1200354/SharedDocs/Downlo
ads/EN/health/AMG-pdf, templateld=raw, property=publicationFi
le. pdf/AMG-pdf. pdf

Verordnung tiber die Anwendung
der Guten Klinischen Praxis
bei der Durchfiihrung von
klinischen Priifungen mit
Arzneimitteln zur Anwendung am
Menschen (GCP-V, & ~{Zf#EH 9
2 B OBRRRBR OB D GCP
FLHIL 2008 4EGET IR

http://www. gesetze—im—internet. de/gcp—-v/index. html

Third Notification on the
clinical trial of medicinal
products for human use. (2007

FFAT)

http://www. bfarm. de/cln_028/nn_1199780/SharedDocs/Bekanntma
chungen/EN/drugs/clinTrials/bm-K1inPr-20060810-klinPr-pdf-e
n, templateld=raw, property=publicationFile. pdf/bm-K1inPr-200
60810-klinPr—pdf-en. pdf

Regulation of Gene Transfer
Medicinal Products in Germany

http://www. pei.de/cln_109/nn_163496/EN/infos—en/fachkreise—
en/genther-fach—en/regulation—genther—en. html?__nnn=true

“Arzneimittelgesetz” (AMG : EIKFVE) X 150 R—=U RV IR KRBERTHY .

DETHARHARD TEFE) ISR L, ERMBEFEZ RS 2 EANRIERTH D,

GCP-V [ ZERIRBAFE DER Y M D 2 BLE T 5 FEARBI R iEHL Th 205, S 35 R A 70 10
HRHDMNE ) MWERZK > THE L7, CTIZEET 5% 3% Notification (Guideline) 1%,
2007 AERR AMG DN DWW THHTE, —HBMT 2014 R74 o ThH 1, F£& LT, BRIKR
BROFITHT, 7a ha—LoEE, BBROPIEND S ZHEOBY IOV TEREY
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TTHiZETDH2HLDTHD, ZD Notification (% BFArM & PEI OIL[FFITTHDH L DD Kl
FeImERRE ISR L L FH I 2 o720 T, BREZERE LCIRMATDICE EHTz, Bl
& DDk, Z D Notification ODH T, KB ICEE T HIEM, T4 RT7 A4 v &2FZ%E LT
WA, Directive A3 3, EMEA A K7 A > 25 4 f:, EMEA O FEBHERE T 5 CPM K O CHMP
Z D ORI A5 D Note for Guidance 28 32 T&H Y | BFAM 72 XD KA Y EN ORI 5
DIEHL, A T4, Note 2 ElT—Eb o/l & ThdH, ZTDI &iX, BfArM, PEI
DOHP ZFHEL TH AL AONL T, TR VWEEZESITTNLO0E LivZeu,

1% @O Regulation of Gene Transfer Medicinal Products in Germany I%. PEI 28 #H &
725 T 5 Regulation DR ZfiFFR L TWAFRL TH DD TERNLAEAME LT,

ARHET R A VIR D ERERMICET oMM TH L5, mANS, AMG (IZX D
HOARERN & FRIZEREREELND EDOL )T FDOATHD IO >N TIHAE LT,

(1) “Arzneimittelgesetz” (AMG : EEFKM{E) 12D\ T

AMG IZDWT, 150 =R Y D RRIES Th L0, FelnER ORRIKHRIZEBRA TN &
BbNDEIZOWT, ZOMGHH, WARRBRICET 545 (Chapter2, 3, 4, 6) O—%
R L72bOZEER5-1 & LCIRAT LTz,

2007 & AMG (X, EU Directive ® 9 5B, 2004 H £ TIZRIT I NI DTICHL L TENE S
Bl Lizb oLz b H, i U i j‘éﬁunr“Fﬂ‘?J%@%Ké’ﬂ S TH D
Directive2001/20/EC IZXf4L L7=[EN{E E LT 2007 4= AMG 1T EE TH 5, EU TOHEEKD
BHFIZEI L C., B2 BU BiH| & L TlX. Regulation/EC/1394/2007 7% 2007 4F (2% %h. 2008
FE12 AICEMENTWADR 2O Regulatiton ICX T AEPEREN D X H IR > T
BDINTOWTIE 2007 4F AMG 2265 DA TIIARBHTH 5, AMG TiX. Directive TR DRI IC
DUV TILRLHEI D 5 25, Regulation (2% L CTIEFFIZREHE AN 72V D T, Regulation [IZNH K%
WEECTESELTHITLTWVDIONE LA,

AMG NZIZDWT, JesilE & BIfR 1 & 5 E 32 DWW TR T 5,

Section 2, (3), 8

BB O IT., EELE 2R EINT, AMGC ORI D, Zhik, KE., EU K &
HEIC LD BRI FWNIZR>TWND,

Section 4, (20), (21)
Regulation1394/2007 Ti%. Advanced Therapy Medicinal Product (ATMP) & L CE#
. FDRNZ
(a) BiaT1RFEEIE M,
(b) A R 1 97 I 38 4
(c) ALIE 7oAk Tyl i
(d) B oo i 25 L 5y
NEFEILATMP & LT L CHEHHI 217> T b, £7-. KETIE, Human Cells, Tissues,
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and Cellular and Tissue-Based Products (HCT/Ps) & U CIRAINATEIEEIRE 2 —F5 L CTH
D> TWND, FAY AG T, MEICOl T2 EREIT> TEB LT, HICHIETEREE &
LT, &2V EFEEIYMIIEHEIKE L TORIFWNIZE EDTWND,

Section 4, (23)

Clinical Trial ZTF L. AMG X X—4 25 D%, EFILIC-DOWT Clinical Trial #2479
BETHY, Nonclinical Trial 1, #PHSLE LT 5D, N ARBRIL Non—clinical Trial
ELT MG NBEET DLZHELTIEARWVE L TV D, Directive 2001/20 T ik .

“non-interventional trial” & L TC—HAEZNW.TCTCTERZLTWVDLDIIX L, AMG TDOIEI A
B O EFIL Clinical Trial DEFOHF THOTNIZBRSENTWHIZT 20,

Section 4, (24)
Sponsor M EFEIZEH L T, AMG Tl “natural and legal person” & L TW5,

Section 4, (30)
t hOKT, JTHIREOIRY FIZEE L TiX, KE, BRIN & b EMOEFEHEFH E L CEEKM
ELTOBMYFLNDLERILTND,

Section 4a, 3

A XY 2D “Hospital Exemption” & %ML, Regulation 1394/2007, (6) T %fhsd % 4cIH
T, BEELDFEGER EORE NG CEMOIEEEEO b LICAEEINTHEG. AMG T
B fEEDEMEAEHESNTND, LOLERNRL, AMG THRERXHEATWD TZOHP) ©
BEEARLOAHI L Bb b, &ML XU A, BRNOER TR S N TV S BRAHIEIC
R EERDONENRELWVRD D,

Section 4a, 4

KEH D WNVEFRRMN OB ETIZ, - ACESINLA2EAIT. MEOESE TS “minimal
manipulation” THAIVIHBINSERINSND &SN TWBER, KA Y OLGAE TR THA
R OWTIEERSF STy,

Section 40, (1), 2a

BRI 0 Directive 1394/2001, & 2 W T KE D CFR1271 T b i@ is % organism % 7=
BEORDIZHT DU AT HIEDOT-D ORI RICET 2 E T2V, FA Y T, & #E
FERICBEHT DA RTA U NPHERTOVDLEIERONE LIV,

Section 41, (1), 2

custom—made product OHFH & Eik L7-5IH 72 D) ? Regulation 1394/2007 Tlk. BRE I
TeAEES, EMANEAICIRE LTl SRR EE DTS S5 & BEICHE S Tn
AN, Section 4a,3 TO [Z DO HAY] ICEWRMNREH T, RELETYH custom—made product &
TSR STV ARND T, BN LSHETE R,
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Section 41, (3), 1
AARD e Mapfiiaz AV 2 ERRIFZCICBE T 2568 OF T, IBBA B 27 ) XRER L
LTHKRDELIIZBELTWD,

1) EECEMEZELTHEEB FHROMEZE LLBRIBRBREI T - ERESROBIES L
<IIHEBEZHEZRD ZLITLV QL (AFDE) #F LBERIKETHLZ L

2) b MEpMREERIR RIS X D IR O E N  BEATRe el DIRiE L ik L TERL TS & T
HMENDHZHEDOTHDHZ &

3) BBRFEIZ L o T NRHMIREERFIEOIBHIZ L 0S5 RSN AR % kA2 & 45
FTHIEND LD THDZ &

AMG DARFZHETHRRTWNWHDO L, HARDIEEH THRRTVWAIARERLLHIICE LD, AMG
THELTWADIX, RLUTERERLO LS ICFHMNELEE > TRV ARG L LT
WAHDTIEHRLS, ~BOARERLLEO THELE L TWNDHESTHDH, AMG TiE, HAL
FILEIICHBEREZREL TNDEDTHA I D, W, £ 9 Tlde, BIZEELBRRED
BRI EZ R TND b0 L Bbnd, LTI, HARDBE TIE, HRERYIZREL
TWD LIEIRGTRE 2D, L ORNED,

Section 42, (1)

EU Directive 2001/20 Ti%, MEEZESNEREZELHHETOMMME LT, @HEOEK
DAL 60 H, JeimE3E M OGA1L 90 B, SAEB)M MRS5S O %A 1T mHI R & e L
TWDAMG T EEmER LTS 60 HOFIHM LB 2 57Tk HJ  Directive 2001/20
EFETH LT D,

Section 42, (2)

Sl RIS OSE OFTE Lk R T ORI DWW Tl TV D A3, Section 42, (1)
TOMBEESTOFMYIMERC X 91260 HxF 90 H & Directive 2001/20 & F )& 57
72> TV 5,

(2) GCP-V 2o\ T

GCP-V @ Table of Content 33 L N —H#FIgR L7= & O & &L 5-2 & L CTIRAH L7z, GCP-V i,
AMG DD GCP IZRE D H D a2 Y L H-b D E b TE Y, HEAMKIZIL AMG O F
aEfishcnsbo Bz ohbd,

KETIT GCP HEDTLER>TWAHDIE IRB IZ K A BBEBFEOEE O M. LW
Informed Consent (IC) THBRF OMERZ5FDH 2 & Tholz, EUFES THL ZORMIILED L
7, KI[E D IRB 73 Ethics Committee DHRFEEEEEIERHARIZ /R > TND Z EiExH DM, KET
DICHELFRLEIICHYED Y =4 FEZBEBVWTEEHR LTS, LLARS, FLVICE
WL, AMG O H X, IC IZB9 2501k 1X Chapter 42, (1), 3 T Th T X —U Tl &
ALTNDIZT E RV, GCP-V TiX, ICIZHAT AR EITELTHI N TV, AMG TiX, 18
B N RS IR A PR R B S CORMEHIR & 5 W X AT E H R Y /) T O KRR E £ T o HfH
T, Directive 2000/20 & FJET DN 72D T, Z D% GCP-V T L THh7=,
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ZORIZEL T, BEDH D GCP-V @ §8 Bewertung duch die Ethik-Kommission (fiElZ:
BEIIZ X551 BLUYE§9 Authorisation by the competent Federal authority (B4 H
HENFIZ L D7KR) ZFRLIEMEZRMG L THLPR, W6 oic, MRERERLRE
ORI COFFMBIMIT 90 H CTHRK 180 AE THEEAREKICR-TWVD, i
Directive 2000/20 OHNE L AET DL Th 2, PrEEFABUN Y RIC X 2 165 I D KGR
FEICKTT DRE DR T 180 H EBINFES & &< —FHK L TWD,

(3) Notification on the clinical trial of medicinal products for human use
Notification {ZH A R A v LRI D &5 Th D, A Notification ® HIRZ &K} 5-3
ELTIHRMLTH D, ANC ONEZMTET D HDOT, 72L& ZITHFFEEE & L THLERFEHAR
EMFEMICREH SN TV D,

Z® Notification THIBEDH 2 DI, IBRIEDOFILL/ U AT DNRT U ADFMAEED X H T
ERET APRLHINTND L THD, AMG TiE, = DX 5 7237 {liE 5 4 155k G 35 &
ICE#HTHZ R ROLINLTND

F2f1 FAYDOEERRKRGESE
1. FMYOERRERE

R A > OISR PR B 1T 1883 AF D FRIFIRIRIE IS I 2 58 L. 1911 4FI(2i37 E R4 23l
SV ARG E N EA Iz, BUATOR BT 1988 FITHIE S NS iEMmE 5 &
Sozialgesetzbuch V. (SGBV) (ZHESWTW 5, EEARRE]EDIFIETE TORERE THEE U
THEOVHB (FANafio—H) ORAITRERFGCES~OMBILHEFT Y EIZRESINT
W5, BRI IIHIXER SR, EERPSE, REFEReR, KREERGER E
Nd D, ek, FEIRRBRORBERIXSFER SR B IZHRE LTV, 2009 4F 1 A
TAEE RO THE—FBEEBE (Einheitlicher Beitragsatz)| & A X7z, F L < 2009
f‘ElH 12 TEWE A (Gesundheitfond) | 23AIRR S dv, BEPRERTE 2> O U L 7= PREREHE — A,
ERESITHD G- %IZ, RFERICED U A7 G
(Morbiditdts—Risikostrukturausgleich ; Morbi—RSA) | % #&7-55fF4 (Zuweisung) 2P
AR EIZAL Y SN D,

WL E SRR A L A E T 215 [HR (2008429 H) bV, ERDOK 85% (7,030 5 AN) 230
ALTWS, EHEIZFAE L TEE#S 20385 T2 MORBEEICRERT 52 L 1I0Rh 5,
e - EPN—EHEZ B2 DWHE T ERRROMAZE N abr S, R ERERBRA~
DA ZRIRT 5 Z ENATRET, EROK 10% XM EREBRICMA LTS, EEERIC
MAT 2 L ZORITIEEREFEBIZIIMATERLL RS, FND—ERELLNO B O (2007
R LTI 47,700 = — 1) (XFREIITIEERIF S BIZIAT 5, 2008 4F 0 &% il £ ik
HYEROARICE Y A TOEERIT 2009 4 1 A 2> S AMIERERR S 5 O IE BB ERIRR O U
THDICIMATHEENEL, EREERE > TS,

EHIERRBRIE T8RRI THREHIAZ, KA IRE. RECEHIFEE, MERIEFIC X -
TRE D, FHERBUE TR LB & 70 2 UE 2 LR VN O HICHEfi & & L TR AL
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TT, @CRo>TENEZWMY T TRNERoTWD, ZOMIZEH ., ABERHIC A% 4G
192 TABE BT IRER) o, PTSmiE % 2 BR9E Lz TR BB AT IRIR ) % O R 2Ry
IR IRTE SN TN D,

2. ZEMRN

PRIRE DLW L. R e R G2 & REEF T — B 242468 (RIREHE) OfE B2
FNC L D, MBAOWBIC LY R T LI TFEIRD DL, Z O T HiER O LRI IE 72 23R
BRIEE Z E IS PRE 21T 0 R A AR, RRE L Z & ISR R RIS &
FERZEITV, RBEHESN/SFEEL, PTEMBCREL LORAEL, FEFICE S SIND, bt
DOZERINL 2004 7 A L0V A—AFF U 7D DRG (Diagnosis Related Groups) & & EI(T
L7 14720 0o@fE X WITANEAI N TWE R, 2FE - ABOEH TIER SN0 E
HEM TR, DRG &1k TEBEEFBR DT 1 T ES DA E, v~ 3U— [EIEG EFEME
72 EDOEREROLEEG FHEFINSEKOH H 500~1, 000 FREE D4 7L — 7 ICHE B
ST L) T, TNEZTOERICHODEAMENLERE LT D X aiE AT I
L72bDTh D,

=

\;

3. FE{HEHIE

RA VIR DG ERBIER DO EMEE L, MUEAEEO B SERTEIND HH
ik 2SR & 7o TW D, BRI X D EEDO RIS & 70 2 KA 1235 IR TE A% 12 AH 2 5
DR D, BUEIRAEEIC X BRGSO EICEE O T iT Vs, ERNSOBETE O FE -
50 D EFDOAMiFE & OIRIZIB T, Ak - Bt CE2|EL TiThbh b,

4. BAE - HRERHZORRKRIEE
NA 2B DA - M ER R ORBREDES BT oM e Uk L,

s (2%) R V— 2
ACI-maix HFEWEMBEBHEA 2T =7 A 74—V B, B | BER— L=
(Matricel) CE = — 7 5% 7
Cartilink—3 BENOERBMLZBFREMIEEZ B0 cOMP ik T | £ER— L=
(Interface e AR AN T A 5 7 +— /L K ASEED (BRI CE
Biotech) AGREUASE ) &AL A G ot TR [ i 5% C bt i
Co. don # BENOAAL AT — LMK E BRI, BFEHBFKOIME | Eur. Spine J. 11(2002), 188-209 @

isolator technology — a cleanroom in a cleanroom) | 4F 4§D &%)
Bl TR, M REICIEET S

RA Y TIT A ZMIRBALIE ML~ — 2 D Biologic
Drugs & L CH#bi, "WEAFBLREMEEH T AT

A
co. don B JR A 24 A B FIE BT M HE . German Drug | http://www. codon. de/en/patient/jo
chondrotranspla | Act |23 < 8GR IFRGF A, 1997 4E1T German int-pain/reimbursement. html
nt Department of Health 7>% Biologics license 2009.07.29 7 7 & X

approval (BLA) HufF, 1,200 4 LL EDHREICEEHY
KA Y TIEAFRFTHBEBEEERE (XA 4T —L8
) 2035 B AT R D standard benefits I
L0 R—=ZNnDn, BHEYEEEIL standard
benefits TIF—MRAJIC I A= R
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P4 (3) RS V=R

co. don Flr % OHERBUEE 2R 2 B FHE MR i http://www. codon. de/en/patient/ba
chondrotranspla | fi. German Drug Act /KZZ. GMP FR: ck-pain/reimbursement. html
nt DISC R A > TiE, 2008 4E 20> & H FMERI AR T A IR | 2009.07.29 7 7 & A

(RNAFT v — B ISR D E R ITEERER BRSO
standard benefits TH /N—&EN 58, BHEY O Rk
X — 1T standard benefits TIX I X— X720

co. don PHEREEE OO OB FEFHMINBEAL . German Drug | http://www. codon. de/en/patient/ja
osteotransplant | Act 12553 < HLyE 60 31 LS 35 A . w-bone—issues/reimbursement. html
DENT BRF R TIE R A Y ORI A FEFMRB % 2009.07.29 7 7 & A

reimburse L TV 72\

F6E TJIVUR
F1EH 753 U0ADEAKRR
1. IS URNEESE XM (Code de la santé publique : CSP)
7T ANREEFEROBE T 50O B R EER 6-1 1ZHBEL TBIT D

(1) ERRHER
Fe PR ER 9 A HLE 1 CSP @ Article L1121-1~L1126-11 33 X OV Article R1121-1~R1125-6

WCHESN TS,

[CSP L1121-1 (ERPRRER D E %

W E T ITE AR A B SR S0 M AR L LT S UEE S D e
X, AROBREICHNTFATIND, 2O X5 ik E [AEYEFEHFI (recherché
biomédicale) ] & #9 5,

i H FRA:

. 2TOTALEEOERNEF LB T, AMARTFIA, BF & RR222WbH 5 WVITE=
LY T MDDV GEr ABER © CSP R1121-2 THLE)

2. medication USOBATOEEDOFATZ HAIE L, & TOIT4A L RS OMHNER LY
ThHBFMNRE=421 v 7 FIEPBEKRREREEFICHEINTEY, Article L.
123-1 ICFREH SN ZBRIC L DFBEN RO LN TV LGS

t R EMRIITONDAMEFSMIE TE L, TOEERZELEHE LERTIMAEIX
ENE TWF2E 38 E (promoteur) ] EMT 5, MSi%OfE AN F 72 A% European Community

@ establishment TR IFIIE 72 5720, (#415) )

W-oTe Mt dT58ToO TEWYEFMIE (recherché biomédicale) NxfG & 720
MWF9e 3385 (promoteur) | (ZfE A, EADKBNI A,

CSPR1121-1 : EIS O AW EZMZIL. —oOFNLL EOEIKO 2N £ 7138 901 2 %
RET D700, BRK. 3B L O OB REN R 2R EH D5 W IR, BEHORE. %
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W, oA, AR, JRtZIRR T D0 OIRHER L L THES N D,

[CSP L1121-2 ([l R a Bk o B )

LT DO%E, WhRDEWMEFE S E FERRITIT) 2 LT TE RN,
— I OFFER IR & 443 72 BTSRRI DS DTV R WA
—AEZFRICEZE LE-EIC TSN U RN, FOHE DD WIIHRICHE SN 5 R4
A EIRE N
— NHEOFHEA A R OIRIER KX ORI O FEIC D228 5 2 WA,
—Z DAEYEZLIFIEDN R, AP, BV X OVE B E IR BE L TPl SR D A
BE, BFICRBEEDOREERB IO E~DORE L2 RHATE R WEM N ORAEBEICAN
T, &DBRICTDEHICT VA v ERTWRNES

W IE LI EE L@ AN OFIRIEE IR 2B LS ofRICELINLD, b LI
SEDOETORMENTZ SNTZGAIZIR > TEMIEFAIEZFRGTE 5, BSFILFICHTZ S
TV 570, |

[CSP L1121-3

(%)

I EZ WD AW E S IL afssaps (Agence francaise de sécurité sanitaire des
produits de santé) DTEDH B GCP EY¥EICAI VT by, ()]

[CSP L1121-4 (EfRFUER O BH4R)

EWETFHIIEIT Article Lo 1123-1 (ZRE#E DO ANDOREICEAT 2 EZE RSB LW Article L.
1123-12 ICREHOBEEY FIKBEHTLRICHBT A Z LN TE D, ZES~DFEEDFHK
B ROEEEY [ ~DOAFE O HFE IR FEE ORI LV RRFICH D VIEFERE TR R T
x5,

L. 1123-12 : Article L. 5311-1 |[ZEE# O/ OFZEICEE T 2 &8 Y J5 1L afssaps TH
D, ZOMOGEITRIBERETH D,
Article L. 5311-1 : afssaps OG- FT 28 M2 HE (EHK, EEES, L), T6.
bt b F B E sk oles ., B, MR iz o® S, BRI REn Y E ST,
7. JRFEER ORI REEND

[CSP L1121-10 (ERIRFER O F il D i 1)

I FEH T EYEZHIRICERNT HHEICH LT, TomENEEE L LIFETOM
REDBRIZED DTN EEFEHTERWRY | BFER N I L O ORIk A 12
ML THEETEZAY, F_EPWEORKNTHDL LEWNIEE, HD5WITINE~DSIN%E Y
¥, AELEZHEOHENZIY FFRH-> CHOREEEF O BT RNV, HFEEES
DEIVE LN VS, BEEIT Article L. 1142-3 OHFEIC LV HIE SN D 5. EWE
R EIT O HE . PR EEE XY EBERE R FEHEOBBREMD T TOARKFHEIZLY
HEULLIREEEEZIAN—THHRBICMATILERNH D, KEHOREIIAFRETH D,
(T2 1%) |
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[CSP L1125-1 (HFBIHLE)

b N HESRONESS < MR - MR, FRRERS I3 oA T oREENICELE S iR
B, Bin AR E IR BRI A Article L. 1243-1 (ZFC# O MG B RLIA,
Article L. 5121-1 (12) IZFEsOBAZFIRMEELAI, Article L. 5121-1 (13) |ZRCak o # A
HIRTRIERLA . AL E MR RA O LW IEZLHITII T A B, &5, WiRiTEERZ E 71
BRI AR . PREREEE IR ERLE X —NTORITHI ZENTE D, (41K ]

CSP R1125-7 : LLFIC#ITF B RS ORFSEIC 1T, afssaps BB OB ARBNLETH 5,
L. & b Olifas & OFRk. R4 E 72 i ik A
2. MEEREIE E 20T Article L. 1243-1 12V 9 Z O oD T 3092 B8 S 7= A TE R [ 2 0
b RO MR I OV R A LA
3. BEBREIRL E£72013 Article L. 5121-1 @ 13 IHIZ\W 9 Z DOfthod T 29\ B S 7z BLFE
NGRS dn . SRR A a4
4. {EMERKY L LT M ELIZEMOEM AR S 2 E . H 2 VIFREDBR TZED X
5 R RE R Ay DM S U7 E AL, L 2004 4E 3 A 31 H AT Regulation/EC/726/2004
Schedule 112V A MEENZEHEKFE TH > T Article L. 5121-8 ITHED S BB AREZET
W2 D
5. B FEZEEMEIFEOEDEEGEL L TV DEN, FOREICE b2 IXEWIEIROED R
123 5 R
6. afssaps R'HE DB LV REEOE D CTHESINTZEMEIRO 5% 5 A L TV H{bhE
o

7. ERREEER T O EEM T O RV BRI Ol 3 K Ui

[CSP L1126-1 (EHRAIKLE)

JHVE Article 223-8 12k 5 LB |

BN, BIMEE T IIREEORAE . ARMEAELEROHEIC XV EMEFLHFE~ORE E 721X
EKBEHEZDZEERESNTVWAMEA, EEEZITYREO, BHEEICL2UHAEZZITER
HSNTREEZSD 2 &< EMEFIIREZ FEfMid 2 WIXEMSE R &3 217 213280 3 4
B L45,000 21— OFENF SN D, FESHE S22 B8R D AW ESLIZE ) FEii S
NS ELERCREIRRI SN D, (1K) ]

28 TJSVRADEERRKRHEESE

1. 23 VADEERRERHE

7T U ADERRREIEIX AR EFUOERERRE 2> T D, EFRRERHIEIXLL T O
4 DIZKRBI S, B EIZER T DT ER SR (Caisse) MWEBERE 217> T\ 5, MIFIX
HIEE B A Y PNI AL SRREL DO B TH o 7223, El bl X 2 ERE OB KEICXISET 5729
R BB N ED S, BITE TR (@R 2B 4EhE<IZEL TV,
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il S W%

— i Tl REpE TN | ERO 90%233% Y, SEWEHEERIRRESE (Caisse
(regimes = nationale de 1’ assurance maladie des travailleurs
general) salaries ; CNAMTS) D ITic., [EE. E#n, FEOMN L7z 3

Y & LR BRI R P 23 2 TV D, R IE b D DR
W CBIRERER, 7 SEPRIR, 4L e iR PRI, BRI, 56 CFRIR)
R BEE TS

BEEERRHE | BEES R[E B ERRR S
(Regimes non (Caisse nationale de 1’ assurance maladie et maternite
salaries) des travaillers non salaries)

R 1) ) NHE
(regimes S RN S 4=
speciaux)

REASIFEEHIE | BEEE REASIFHMA (La Mutualite sociale agricole)
(regimes
agricoles)

7T ADNHERFRBRITIRENCRE L TEREICELY, AMERRROZEERK O
RNEDERRE &> T3, 2000 4 1 ATk T & 72 R ER AL (La
couverture maladie universelle) (2L V. Z# 6D A& ILHBRIZ—KFIEIZIMATE 5
Tl L, ARFTEFE IR A RBERE S (TEERERER AT NEES Nz, S DIZRBOH
SERERLRBIZINA T E RV AEF 23 LT, AERERRO B A5k T 5 RE
DL CH 2 bND Z Lol (IHMMBEFHBAT ) .

77 o ADERKERICIE, ArEbi, REWFPL, BHBAEEO IHENH H, B HEHEE
121X Sector 1, Sector 2. Sector 3 DX &H Y . Sector 1 OEMNIHAOEEICH &N
THRBREZE LTV, Sector 2 DERNIIRRZIE 21T 9 3, BB &2z B 22 RE*HCA
HELTRHERTDENTED (BRARH), Sector 3 [IRMRZEEZITHLT., BT HHED
WRETHOEMTH S,

PRBRE BRI LT [0 DR 2% L, LEICISC THEEER & MFFEN 5 HEZ
2T H, 77 UVATIEREBICERESELR>TEY, EMIIASTELLST 21T &%
ML E AT L, BT A 2R, O . BRI E L EINE R LA X
TH D AN 2 RS A - SIRBE A OBEIEZZE L, ATE ORI H
LEEEZXT D,

AHEFRRBR OFGAT T ABEERE SR ER & KRR FOERY —EABGHR L2
PRIV — BRI ORHIC L > TR ORI G Re 5, — i EDOSE . ABEEEREIE 80%,
PHEEIE I K D — AR BEFRIT 2513 T0%, — M DAL 65%, H K & EFR L BHEE DMV &
IR S NDIEANL 3%/ E Lo TR, THUNOEHSNEEOHCAR LR, ANE
R TR S VWA SRS OERE ., EZHy MU REDIROERE 2L ANE
WRIRROFGIT 2 2 5 EWRE 2 71 N —F 5 IHEEROIFMETEADOMEH LR FEEL TRV,
WHEDOEGE, FBHAO L L TIEHE, ARG &2 WITRE kRS
ICEFET D TERROK 92% 130 & O AR EFITMA L TV D, BRI RHER
RERIZIMAT 2 Z L b TE D,
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2. EMDRESE

RBRER DX G & 7 HEHINITES (Ordonnance 86-1243, 1986. 12. 01 f1F) 12 X v fiik&
Feildh B ICHE ST, BIERESE I T 2 A B e IS D PRAE, AR B AR B B oD 38
HEOME 2 AR E U CERFNLBREZES (CEPS ; Le Comité économique des produits de
santé) WIRMEE O FHEHTIR - TRFERZE & 22k L/haefiikg (R5E LIRAAS) 2 ET 5 (A
Rf ki 151231 5%),

2= JE 5t S PR BRAEGR D )F 52 & 72 21213 IR THRAIZA S 402 EHE I DV TRRBREE
EH LU 2 K (Liste des specialties pharmaceutiques remboursables aux assures sociaux) .
I55 52 D o0 EE R F%X TRRA S D ERR IO W T E R %S TOM A APERL Y A b

(Liste des specialties agrees aux collectivites) |Z¥gk « INE I35 2 & DBMET,

BB A S OB Bk - DGR AR G 3 2 i S DR f R ZE B (HAS 5 Haute Autorite de Sante) D%
B % (CT; LaCommision de la transparence) ([Z#eH . CT ZTEES TEWR FOAFHIE (SMR ;
Service Medical Rendu) B L OBEFDOEIK L g L2 ER A HMEO S EE (ASMR ;
Amelioration Service Medical Rendu) % FEUEIZELIFZHIREEAG 24T 5, SMR OFEHFE S (L
~)V) Z I 2 EEIR S EE S < (UNCAM ; Union National des Caisses d’ Assurance Maladie)
DMEBRFAZRE L, ASMR OFE L ~v g L OMBRBEN R T 23 E% 3 FROMk5E T~E
& THRGRE 2 552 CEPS NEHK M/ efits (k7 BIRMMF) Z2IRET 5, U X b DBk -
NS b & EHICERESND,

— R E CIREERIT 100% (R 720, SFEERS. PUEAl. ot HIV E, RE &L
T, MEREF: E L —EHIZRE)., 65% (IFEAEOEERBHEIRKL) ., 35% 7o T
AV

SER R O Mk TR E SEVE [T S PR PR A L162-16-4 §:I TEIESL Ok I3 & L TH%
FEHEBICED bbb SIS ER EOFMIEDRM L, FER G OAME, REefE (FHlEx
TR . EARRI (PHIELITER) 2HRLTRESID ) LHRESNLTVD,

RIS 2 AN Y 2 R Bk + UL R 35 24TV CEPS 2Miik& 2 P9 % £ TOHIMIZRE 180 H,
CT ZEASOFMNREL THD 75 HEBZRWEED LN TWDHN, EHNHE RO E
RO BN TVDIEE A RFEEI L162-17-6 ZOBEIC X 0 | Tk %t HIFE (Depot
de prix) OHMHANZ T b D, MEREOHFFEMENBZRT LN 4 7 EH (1 FU R, KA
V. ABZIT O ANA L) BT LM EEEMENH Y REEES TR AR LTS AEIC
TEIRLEIT D &0 D FfF T CEPS OEFE LA A ERERHELITO 2 & 2 51T, CEPS
IXHFEEEL 16 HUINIZRRZ I LR WIR 0 BEEEA3E o H GRS 23580 © 41 48 IRFfH LAY
WE#RIZCERIND,

PSS S o fNc B LTIk, R RRAESCH BHAE (ONDAM 5 Objectif national des
depenses d’assurance maladie) NED BN 5,
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3. EERM

REER SR E A (INCAM) 1ZFEZEEMTME (77 2 AERNITITEE O EA T E)
DRF L, H 2 OZFHRECENEL 21T U & T D2 B W E & ks 3 5, UNCAM X~
T v ARG LSRR EE N EEERT D EARRANCHIY | ARG R ERIT RO Y
A N TdH D CCAM (Classification Commune des Actes Medicaux = [EE{TAILESKE) 2k
ET 5, BEEORMIZZ @ CCAMIZHIY XXhbivd, ZRERENIEIMNE (FIREITAIC DX
FrEERE « 2 b LR - BEIREES BT - RO AR O E 2 5Bk L, 7000 I250%H) 2= A kb (%
BR & OMEE . AR, MiEE. Bl 20O F v —T % BiEEICE S S EREL)
MBIR%,

TRBE D 2RI DWW TIEL 2004 £ 7 B L VAN - FLNEHBEE B T2A (Tarification a
Pactivite) &ML DR O EFBE LN DMK RDNEA I L TWVD,

F18 BEICETIEERBAFHOBE

1. REETH

FEENC B W TERE - ERBEETBURDIETFIIUTO LB TH D,

(1) BEMREEAFELZ (Ministry of Health, Welfare and Family Affairs)
2008 4 2 J1 29 H &0 TERERALET) 205 TIREERULZEE ) (TIERSME S hiz,

(2) BEFHKLLL2T (Korea Food and Drug Administration)

PREMEAEF IR AR T OITBUREB T, &« RS - BRI Lo eMt & B0 MR
WX DEROMEEREE - BEEEEDORELZ BIET, 1996 F 4 AICBMEEMLLZERTTE LT

FEIE, 1998 2 Al BMERLELEITHNHR ST,

T BRRE I
OEEMRE - A - BT (R - AEOFE, HEEEOBRES)
QFF DM
(1= B i [ A8 P e P
@EEMLBAROEH (BFEL - Hilih, BHEROE=2Y 7)
ORI D BB
Tho,

(3) fEFEABEFERIT MG (Health Insurance Review & Assessment Service)

2000 4F 7 H 1 BIZRRAG G5 (Fafd) O FEE & S REOMEL B & U TR S 7 Frgk
NENT, FEE (RR) BHEROFEER L RRG G OE EFMEER 2175, Z Ofh, i
#ifi| E£ (Positive List System) OAffif&EZEAR O —#HMk & LT, [ DR IKEY 72l i &
TR B AE 2 FE AL REAME L. B X R A 70 R3S D A & 388l L CIRIR BT 5, BARH
WITRE R IC R D S IRRAG BRI R G A HEE L, T0%k, EHKGEHMIZ RS TRE
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HIWT 2 3F % D

(4) LB (National Health Insurance Corporation)

EROER - AGICKT 2T - ZW - 16 - U ey - HEE - BT X OEFHEE T
U CHREY — B A 2009 5 B CTROL SN2 FFRATE AN, 1998 £ 10 H 1 BIZABER &
OVEL TS24 200k B R R RS BN & 227 O A 2 A L CE R ERE RS FA AR
N, 2000 7T A 1T HICE BT 139 OGHHA Z#A L CTHREDAFRICE T, 2003 4 7 A 1Tk
BB Z — AL U7z, (AR RE A R BE 12 3 W TR IR AG G- 1 S 38 A1 & g S =3 A1 >
WC, BUSRAR 3 L O SRAAS M Al U C AR RS 2 T ET D,

2. EEXBE
HEENC 51T D EIRMICBE T 26 - BAIE LTI T X2 b0ond 5,
< KR (—IYOE ¢ 2008. 02,29 H, ¥EMEE 8852 &)
- HREEMATS (—EBLE - 2008. 04, 10, KHHES 5 20767 &)
- REERATHA] (—ESE 2008, 04. 18, AR ALF RS 127 =)
- GMP @ [ 3% 5t 3 Je OV A8 BRALYE CRREVEREAT LRI AIER 2 &UF 2008. 04. 18 55 24 556 1
THE 6 5 ROV 43 4R35 6 THEE 9 5. 5 14 5:BE)
- GCP : I SRR B BLLYE (2007, 05.31 BMERGLLZETER  H 2007-34 5)

BEE O EE L, KEREICBTAEEFICOWCHE LEEORER o552 L%
HEgL L7ziE/RT, HIE YR D 2000 4F £ TIIERK S, EREI T, (LhESL, EREZE & X
Gl L CE A, 2000 4E T LB SHIEAS, 2003 4E I R AR IE N HIE S v, BT, Rl wA
RGBT OV TR, RIED D ENE IR E, EFREREICRIT SN, 2007 % CTlEE
S BE TR & S BRI — Tdh o728, 2008 405 A AROIEEILYIE & FkIC, ik
EFREMBT ARSI, BB EITOIRN T Y —REOM BB EZIEEILT S5 L
Ehilo, BERENMTZ DL OIC LT,

AR EEVERTS ., EEEEITHNO Bk EZRENER -1, BEF 7-2, BFF 7-3
2T,

HEE CIIEELTEFREF 2RICEIVUTOIIICERIN TV,

%25 (BEF)

4. “BEIELE” LIEIROZEHOWTN DY T IME VD

71, KEEEMIZINE S e b o T, EFEIALTRNE D

T NREMW ORI 22 W - TR - B - WEE T IX TR T2 BRI S i,
Za o B E T IEE TRV O

Z. b MREMW O LR ICERBI N R L E X 2 HNTHER S WA, fRE - B
FIFEETRNLD

3. e ERREEE
HEENZ B WD TR B OB RIZ 13X KFDA BB L 2 RRBRGEE (e b2 —)1) &G
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MLEE (GREEE 3455 1) C, ENRD Mk T O A RSO FEhi A rl e (GEFIEMITH
HIZE 32 QD 2) 7> TWnb, 72, BRRBRABRBO N Th - TH KRR Z 1T
XDDIXEREAT HMERBEDOALTH 5, HEIKRBREMOEHILAE (GCP) 2 B
PRABRE L UE | TH Y 1987 FEITFHFE, 1995 £ B &KL, 2001 £ ICHH A KT 4 1T
A KO KIBWIE, BEDOHEROLRE, HFICHIEE OEMLOWML., IRB MR DMk X
Hivio, HEEL L OEFEBITHAOBEER S ORE ZNENER T-4 B X OEE 7-5 12
AT, F o EIE A ERRBUER KGR IR £ R SRR SRR BLLE O R E Z L E NG B T-6,
ERFT-T IR, ERR AR AT, BRRBRIIA~V Y R ESICE SV M
BB, BRPRRBR A B UE K OB E Al » TREIT SN AT IR LT (B350 1), #5
FEN LSRG D 2 ENTEDRBRDEERRBR» S TR SN D GRS BB 2 F 72 13EY
kT2 ENTED LB SNDEAITIR- THIRRBRZ EM S 5 (35D 2) . informed
consent D (FE35HKD9) NULETHD,

21 BEOBLE - MIEEREICEKRDIEHE

FEERMATHAIORZFR 3 HEYFRRAERE L W EEHEE) o [1. HEOER]
\Z& D & T REIE L S O, TAY TR A BRI RIS, MR R
i, MATEEAl, BB TIREAB IO EEPORANZ NS | L X, T4E - Mg EE
(B S TARTEEA] ] (X3 FEIC LV I SN D Z E WM/ > TV D,

B “HMBIERAD” X T Mo EEE LI EDICAEETCVEIHED
(autologous), [Flf# (allogenic), BilFEFE (xenogenic) Mfid & (RS CTHIGHE - 351, 3L
FIETHIRO AW FREE LS5 EO—~HEDIT 4% U CER, 2k OFHoH
FCHASNDERLEZVD ] LEFZEIN TV, 2008 FELEICE Y, [EEXTWDHZR,
[FAE, BFEMING & RO CREZE . ISR S OW IR, LFM., EMFHTIETHRIEL T
ST LHEELELS O, AL, EREEANT, EM2 A ST RFENEZ L5 Fid 2%
AL R T M BN 7o W i/ NR O BRE (W B0 RFUDS MERE S U 2 i N C o By
BiE, e, @, RESE) OBREITIHEEIE. BT L) AT I,

MRS TEHRAN O BRI BRI STk, TR B R AU BRET B RRFE ) 55 7 5 (WRJEE R
BRETEIARR 72 &) 1BV T, T 6 4 (1« PHIE T DM L OFF al IR O 72 80 DO IR
BRETE AT 2 &) ORELEN T2, A L. MIIERA O X 5 22855 (Biotechnology)
ZAH L TEES N ER G THFRERRARZ EM L X 5 L T80, RamERLL
T RMEE U BRARRBR I MRS O R R R B2 (IRB) KR8 H . 7% 4 o By Bt e /Y
% 5 NLLEDRFREEBRIZ 64 2 B H & B PR RBR G & 2 AT U C R PR AR BR 5t i AR H i 35
AT L2 ENTE, RMEERLZETRII N 2RI CHRRBRGT B 2 &G 2 Z L n
T&E5] LOHERD D,

(T FEH R RR ) &3 THRRRUBRAE MM ORI e LIS L & - AZPESMRGE S LT
WESSBUIFFA (PE) S THRTOERLS TIFTRE S TROVH LORIEE « 2R,
B LWHIE « MBS LT BT D ERRBR ) 288 L (13 0 B R BRI & GE 5 #t
#2200 3), HHFEHE D A ERNTEM T D BRRBRICE L Tid, FhiE Offilfbrnesn T

_68_



W5,

F 7o A RIFN STl R OEEICET 2 HE] Bk 7-8 2M) OF 28 5 GREHFAE 2 &)

ks e.

BAERLZET R LW AG TP ENZFIH L CHBE S NZERLF, ROKFD 11

HUTOHAIII I ORECTEDREER O 2 HIRGIRE T2 Lo Lz, #BEN

WCHGHICHAE L CHFRI LT LN TE D,

1. AIDS, #E72 EAEMZELG ) LT D RANZRERIC L CIRRE R 2 W C& D IEHKM

2. MHPERFEEL S 4L 5 72 K BUAF OVEHIE TIXIRE D AR Al e Tl 22 5 A2 L3272 Ll &
% I

3. T, MAIREAL, DNA F v 772 CEREIRREIIEERIEO DI/ MERML LT
EDNVET I3 5 EIE A

O EFEEX R A B 2 FHET DO DOTESHEAITK LTI ZHHE fh 7 & TR LB B
(BISTHIH) F4 L2 HERT D

EHY | MEERAITREEEONG LY S b,

E3H HEOEERKRFIES

1. BERRIRHIE

HE[E O EFR R BRE L B AR LR U TFE R % (National Health Insurance) ] T, 1963
O EFREBREOHIE (ML 1977 42) . 1989 £ & 11 [E BRI NG S -, &R
(X E RARFER R AR 23T - T\ 5, ®EEIC IS 1T D ERRBRT N E COREE R EZ LT
WZFEED 5,

I 1 NE

1959 MR R S A Db OIfFEE ] (RS ER)

1963. 12 R RBRIESE (fhERERE T, REEH)

1970 ERRBIEUE (RBE, EA, FEF ITEGEIINAZ ZETT)

1977. 07 SRR BRI B BN (fRBRB O BHEE S, BHEERE IR E AR L 500 AL EOFEEF A
KPR L U CHREIINA & A, 486 A FX L)

1979. 01 NS B - BB O FERE R A FE i

1979. 07 A O YLK (300 ALK E o FERT)

1981. 07 ek 9 R R oD Bl Y S i

1981 3 T & E oL (100 ALL oo H= 2R

1981. 12 Wk gk 1) = R B BRRE & 8 J (ST b3Sl A, BRE AR AR)

1988 i A FEPE OJERK (5 ALL EoFEpT)

1988. 01 HEXRETZIIUD &T BT 2 EREERREIE & L CatHug (BIA ) ofFR%
*pg L L Ci A

1989. 07 MTHIOER A2 ZOxGEH & L CEfiik — ERERREY LS

1997.12. 31 lE REFREBE] HlE

1998. 02 5tk - BMER S CERERBRBEEICET AR

1998.10.01 | EFOMAEER T ROERFENOHEEER ST RCEFE, AKEB - BOL 2R ER B =R

MR BN & 227 & BT ORIKERERAA 2 S, [EEREREREBEAN] 2RE
1998. 12 ME REEFERBIE] HlE
2000. 07. 01 [E R ERERE AR & 139 7 T ORSGHEG 2 B —Mkicia ., TEREREARAR )
I R
2000. 08 E%%%%E%%
2003. 07 Mg & Bikdsk o> PR BRI B HE A
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FE[E D EIRFERIT60% BN E > TWDHN, TOHME L QL TERSES R &
[ERSEFISERL ] ZRELZIENEZTOND, EFEREBED D WVIZRBENR ST
WU R RSB AN BEIRR STV T H T O FEREA 1kn LA EEEN TR0 | EREER
CIPEFRFICFAT 22 ENEELWE « 1w - 5 O 1T B KIS 5 355 £ o Bl s x5 &
AU, 2007 23 ARBUE, 42 1,411 & - mtlk o H 61. 8% 1227 5 872 il 23 il 4k Hitde & L
THESNTWLEDZ EThD,

FEEOFAERE OEIGNEmOWERFIKE LT, EREREICHD D BFAREENEHW
ZENRFETLND, 2004 FICB T HEEOBEAMES1T38.1% T, HAD 17.3% L0V b 2
U EELS 2oTWD, BEAHEENSAARL Y EWEHE T, OFRBREHZEICHT 2B
ABBIEDHEITEm N & QEFERRORBRAGT 23 H S v B B2 & R 2
BENRCoTIRAZENTRINTWNDHZ L THD, RAELENTAINLTWDLOIE,
PRI KT D MBI A Z BT 2 72 T, @FERR OB #2882 25 212 >0n T,
EES—ERAOZRENRELAMTH LR, TORDIEREAMRERE S T2
RO ERER~DOIMANEML TV D,

2. PERNE

MRERALZFEE ) CEZORME - aBORZEET 5 L & b2, BERROERIZHIT
HHEEMRICET2EEZEH - BER LTV, ZOREEAEFESOA TIC, R
WO TERGH - BREE Ch IRFERRBORFHLZES, @%%&%mﬁﬁééé it
TR PR Z B XN E NN TW D, @ERIRREBOREHEZ B S TRECEHS X OVERREN O 1k
EN72IND,

ZB= P&l

5>

R FEIRIRBUOR B FE R B A PRBR R ONEFR M & e, ZERUSN, ERMAE 8 A, B - EMNE 8
AL AICE 8 AN, At 24 4 ANOFEE S THERK, 2001 4 IZFRE X H 2004
ER, PO THRBER L OEFRRMOREBICER

R EHEREERS BRI O JEYE . ARG AR O MR RS BT 5 R B R IE 4 k.
BRI, MAF R OMEAFE 2 RETLEHREE 8 A, B - HRRMA
£8 AN, AWFES A, A 244 DOFEETHRK

R S = B S R BT DT R IR A T A, (REEAEF RS E T O FICRE

3. E(MmHIE

1997 4 7 A O EFLRBH| B E ARV FEMEAENHIE, 1999 4F 11 H 0 FEHG A% (2 5
S EESE OB A, 2000 4 7 ACERGLESLE U A ME#E SR (Negative List System)
NEANINT,

2006 4 5 H | WEEBUFIL OECD [HZ & N TEEEIZ LD 5 EHNE O RN 1.5 FLLE W
&L RO OECD S D 2.5 5 THH Z L OXER & LT [ IEAZ i E1b
FEtl Z¥THBH L, 2007 0 B IEANE DR ZEHE 1% T O L, 2010 44 F TIZHEFE
o 24%UTICTHZ 2 AEL Lo, fIROMERIZ, FHINIIZ 2T o B3 G & PR 12
T2 (Negative List System) 7206, BB RITENLIZWEES 2 RBREH & 32
A5 HE 5 (Positive List System) [ZAH T 552 5, Negative List System TIiXH

_70_



AL UL FFrdnH 22 CIRMIGEE T 2 Dlzxt LT, Positive List System TiXEHK M D
PR B & A% 5 (O A0 1B 2 AR P BLS BT L. B IR R 338 80 i 5 R3S D B & 85I L TR
MRS H T 2, BARIIZIE, EEFER IR A FEAMPE A3, 1B H il B (Positive List System)
DOAMFEEEBRACR O — LRk & U, PRI O R ) 7o M il & 8 75 0O M 8 2 AR P LSRR L. 2
xF 2D Fe by 7 PR B L O A 2 3B U TR T 5D, BARBITIZRR A MEREAM 2 55D = (R AR G-kt
LA ERAEL., 0%, EKARGEIMMEZES CRE TS 2 5K#ET 5.

ZRUAMCITFROBMBEEEZ, CNETOWBHTEE Ck, A FV R, 7T A A X
VT, AL A, BR, RAY) OffiksE BRI D HHxE G0 S B S OE OfERER
BRI S BT BE O REH T &AMk Ik U CRUEZER L Wik T 2 FheE 2 0 A7, it T
Flxt LTI 2 20% 51 & N, E7oREREHEFICRE U TAMEH &S EE L2854,
W& HRET L LT,

HARRY 72 EAMOFREEIZ DOV Tid, IERERBRAE AR BE (2 3 W TIRERAG 55T R LA & IRE &
AT EEFNT DU T REFR R R A [ 208 SR AR 3 & O AT A2 5 4 18 U CORBRB Ul RS 2 R E T 5,

EETAR SN TV O HAEREGIZEL T, RBREZEORIIZOVWTE LD D,

3 diih S

Tego Science | Holoderm® December 2002 |Z KFDA A&GR. 553 B % L EHA

IRFRHEFE 60% LA E D KAE % %F G 57 SRR O 3 IS

Kaloderm® March 2005 {Z KFDA 7&&8., #E A/NERKOMFErZF /%4 b —

2 JELL b KA DY A R FEOR BRI B C O J Y 56em* & — 2 M E T, %
SPRBRTIT 2006 £ LUK, HEHIR OB 3F80 HA TV D03, fERERER ]
FET O 2009 FFRE TR K THETIZIERSND TE

SEWON Chondron™ | January 2001 (Z KFDA 7&38 (MRHEi~@ ), & A FE M, BE
CELLONTECH MHEBR L THAO KFDA AR GMP Migk T 4 W%, EBWMRICEY
Corp. 3R L C i ffy

B (- T 0D 3 i
223 3Cik

Lo P HEOFR RIS D W7 A L E o EFRRBREE, = > & A JLAET REPORT,

January 2009, 12-21

wEE, TERSFIZBT2HERLREDTZDDENIOEERERE LTS VAT

A AMCICET D EFERHHA — ) CEA 184 3 A) FrEHEFANEENEN B RERIGHR K »

N =7 e ERIT{EHES

1R [ R O R

http://www. soumu. go. jp/menu_news/s—news/2006/pdf/060425_2_ 1. pdf

2009.06.16 77 & A

3. M B ERERI, wEE O BRI E & EELTSE B ROEN T EE O A
PR A SR E R R R AR & REKEF R O Wik 28 U CIRE. DRUG magazine,
2008 4% 10 H 75, 48-52.

[\
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ETE8E TN

B8 BRAEE

PR - M PR A 2 M OVAR AR - N 125 0 B 0D A O B BE 25 ~ D BRI A L2 D W TR BRI
EU, A FVR, FAY, 7T R) BEOKEEZHGRIZ, LTOLEZAHER0 LA - H
faEHR IR 2 B EERI SIS e 7Y o V&2 FEhi LT,

7R E e H Bl - 5

A XY R 1H5H X | European Medicines Agency (EMEA)
Medicines and Healthcare products
Regulatory Agency (MHRA)

1H6H K | Altrika

University College London

KA 1H8H 4> | Paul Ehrlich Institut
7T A 1H11H | A | Hospis Civils de Lyon
Afssaps
1H12H | k | Alsace International
K E 1H 148 | K | Dana Faber Cancer Institute
1H15H | 4 | Histogenics
1H18H | A | NIH Clinical Center

F28H FTER
ENIZBIT 2 F4 - MinEREOEZER « BRI HER HBREBEHIC OV TORBE LS
WZoWTiX, UFTOENABRENO R EZESZ M LEE S 2B L 72,

K 4 Bk

ZAR L WhE R RERE AP E R ARl R

%8 Ry 3 () SeimE IR BV Sedm PR o 7 —HEJERT
B P AT N —T TV —T ) —F—

%8 N B R RPER BRI R R AR R MR

3= B OEH MBSty Ty v =TI
WHIUR R TREBIRE W E

%8 KE At —F SIRBAREE MK

%8 AR wE AR I ) B —F kit
BATHRE WHIEBIEAR St ERPE R R
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+ Title

+ Title

+ Title
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« Title

« Title

+ Title
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« Title
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- Title

- Title

- Title
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+ Title

KE

© 0 N o o1 ook W NN

W W W W NDNDNDDNDDNDDND NN DN NN e e e e e
W D= O O 00 0 NN o, Ok WD 2O O 000NN Y O kW N == O

&8 Ex#M (United States Code) D#F (Title)

: General Provisions

: The Congress

: The President

: Flag and Seal, Seat of Government, and the States
: Government Organization and Employees

: Government Organization and Employees—Appendix

: Domestic Security

: Agricul ture

: Aliens and Nationality

: Arbitration

: Armed Forces

: Bankruptcy

: Bankruptcy—Appendix

: Banks and Banking

: Census

: Coast Guard

: Commerce and Trade

: Conservation

: Copyrights

: Crimes and Criminal Procedure

: Crimes and Criminal Procedure—Appendix
: Customs Duties

: Education

: Food and Drugs

: Foreign Relations and Intercourse
: Highways

: Hospitals and Asylums

: Indians

: Internal Revenue Code

: Intoxicating Liquors

: Judiciary and Judicial Procedure
: Judiciary and Judicial Procedure—Appendix
: Labor

: Mineral Lands and Mining

: Money and Finance

: National Guard

: Navigation and Navigable Waters
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« Title 34 : Navy (Repealed)

+ Title 35 : Patents

+ Title 36 : Patriotic Societies and Observances

« Title 37 : Pay and Allowances of the Uniformed Services
+ Title 38 : Veterans’ Benefits

« Title 39 : Postal Service

« Title 40 : Public Buildings, Property, and Works

+ Title 41 : Public Contracts

+ Title 42 : The Public Health and Welfare

« Title 43 : Public Lands

« Title 44 : Public Printing and Documents

« Title 45 : Railroads

« Title 46 : Shipping

« Title 47 : Telegraphs, Telephones, and Radiotelegraphs
+ Title 48 : Territories and Insular Possessions

« Title 49 : Transportation

+ Title 50 : War and National Defense

« Title 50 : War and National Defense — Appendix

&Hl 2-2 Code of Federal Regulations @ Title ') X k

Title 1 : General Provisions (—f%4cIH)

Title 2 : Grants and Agreements (FEFR & 7€)

Title 3 : The President (KfEfE)

Title 4 : Accounts (&F)

Title 5: Administrative Personnel (fTEB{AE)

Title 6 : Homeland Security ([E 224 fR)

Title 7 : Agriculture (BE3E)

Title 8 : Aliens and Nationality (#}E A & [E%E)

Title 9 : Animals and Animal Products (¥ & %)

Title 10 : Energy (—x/L¥—)

Title 11 : Federal Elections (G FiseZ8)

Title 12 : Banks and Banking (#R1735 L OMRITH¥H)

Title 13 : Business Credit and Assistance (¥ LD & XE)
Title 14 : Aeronautics and Space (#12% & FH)

Title 15 : Commerce and Foreign Trade (B L E5H)

Title 16 : Commercial Practices (FHIE®)

Title 17 : Commodity and Securities Exchanges (Pfidh# L OVGEZES])
Title 18 : Conservation of Power and Water Resources (&I L OVKEFRDIRE)
Title 19 : Customs Duties (BIFi)

Title 20 : Employees’ Benefits (513 D#fr4)

Title 21 : Food and Drugs (£4& 3#)

_74_



Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title
Title

Title

22
23
24
25

26 :

27

28 :
29 :

30
31
32
33

34
35
36 :
37 ¢
38 :

39
40
41
42
43

44 :
45 :

46

47 -

48

49 :

50

: Foreign Relations (#%2B94%)

: Highways (ER#IHE )

: Housing and Urban Development ({FEI X OB BE %)

: Indians (£ > F 4 T V)

Internal Revenue (PNEFBLULA)

: Alcohol, Tobacco Products and Firearms (77 /L 2—/ L JHELF K OVE KER)
Judicial Administration (®|¥E{T¥)

Labor (5718))

: Mineral Resources (SL#&H)

: Money and Finance : Treasury (& @ : M%EH)

: National Guard (JMJI%)

: Navigation and Navigable Waters (J&7K)

Education (&)

Reserved (REfR  LARTIZ/NF~ i)

Parks, Forests, and Public Property (AR, &M, ANFAR@E)
Patents, Trademarks, and Copyrights (HFF. PEIEI L OVFEEHE)
Pensions, Bonuses, and Veterans’ Relief (4E4&. B 5B X OEEFE AF#E)
: Postal Service (H{H=3)

: Protection of Environment (BREZ{%#)

: Public Contracts and Property Management (ARJEFII L OVRENpERE H)
: Public health (A%MAE)

: Public Lands : Interior (/Af7H1 : PNHEE)

Emergency Management and Assistance (fEf$E Pl L OVfieEEIH)

Public Welfare (/%)

: Shipping (fifiR)

Telecommunication (EE5H(E)

: Federal Acquisition Regulations System (G FRE A Bk H B
Transportation (&)

: War and National Defense (k%I & OVEES)

ZH2-3 21 USC @ Chapter ') X +

CHAPTER 1 ADULTERATED OR MISBRANDED FOODS OR DRUGS

CHAPTER 2 TEAS

CHAPTER 3 FILLED MILK

CHAPTER 4 ANIMALS, MEATS, AND MEAT AND DAIRY PRODUCTS

CHAPTER 5 VIRUSES, SERUMS, TOXINS, ANTITOXINS, AND ANALOGOUS PRODUCTS
CHAPTER 5 A BUREAU OF NARCOTICS

CHAPTER 6 NARCOTIC DRUGS

CHAPTER 7 PRACTICE OF PHARMACY AND SALE OF POISONS IN CONSULAR DISTRICTS IN CHINA
CHAPTER 8 NARCOTIC FARMS

CHAPTER 9 FEDERAL FOOD, DRUG, AND COSMETIC ACT

CHAPTER 10 POULTRY AND POULTRY PRODUCTS INSPECTION

CHAPTER 11 MANUFACTURE OF NARCOTIC DRUGS
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CHAPTER 12 MEAT INSPECTION

CHAPTER 13 DRUG ABUSE PREVENTION AND CONTROL

CHAPTER 14 ALCOHOL AND DRUG ABUSE EDUCATIONAL PROGRAMS AND ACTIVITIES

CHAPTER 15 EGG PRODUCTS INSPECTION

CHAPTER 16 DRUG ABUSE PREVENTION, TREATMENT, AND REHABILITATION

CHAPTER 17 NATIONAL DRUG ENFORCEMENT POLICY

CHAPTER 18 PRESIDENTS MEDIA COMMISSION ON ALCOHOL AND DRUG ABUSE PREVENTION

CHAPTER 19 PESTICIDE MONITORING IMPROVEMENTS

CHAPTER 20 NATIONAL DRUG CONTROL PROGRAM

CHAPTER 21 BIOMATERIALS ACCESS ASSURANCE

CHAPTER 22 NATIONAL DRUG CONTROL POLICY

CHAPTER 23 NATIONAL YOUTH ANTI

CHAPTER 24 INTERNATIONAL NARCOTICS TRAFFICKING

CHAPTER 25 MISCELLANEOUS ANTI

CHAPTER 26 FOOD SAFETY

&% 2-4 21 USC @ CHAPTER 9 > SUBCHAPTER V > Part A Drugs and Devices D § D' X +

TITLE 21 > CHAPTER 9 > SUBCHAPTER V > Part A-Drugs and Devices

§ 351. Adulterated drugs and devices

§ 352. Misbranded drugs and devices

§ 353. Exemptions and consideration for certain drugs, devices, and biological products

§ 353a. Pharmacy compounding

§ 353b. Prereview of television advertisements

§ 354. Veterinary feed directive drugs

§ 355. New drugs

§ 355-1 Risk evaluation and mitigation strategies

§ 355a. Pediatric studies of drugs

§ 355b. Adverse event reporting

§ 355c. Research into pediatric uses for drugs and biological products

§ 355d. Internal committee for review of pediatric plans, assessments, deferrals, and
waivers

§ 355e. Pharmaceutical security

§ 356. Fast track products

§ 356-1 Accelerated approval of priority countermeasures

§ 356a. Manufacturing changes

§ 356b. Reports of postmarketing studies

§ 356¢. Discontinuance of life saving product

§ 357. Repealed.

§ 358. Authority to designate official names

§ 359. Nonapplicability of subchapter to cosmetics

§ 360. Registration of producers of drugs or devices

§ 360a. Clinical trial guidance for antibiotic drugs

§ 360b. New animal drugs

§ 360c. Classification of devices intended for human use

§ 360d. Performance standards

§ 360e. Premarket approval

§ 360e-1 Pediatric uses of devices

§ 360f. Banned devices

§ 360g. Judicial review

§ 360h. Notification and other remedies

§ 360i. Records and reports on devices

§ 360j. General provisions respecting control of devices intended for human use

§ 360k. State and local requirements respecting devices
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Postmarket surveillance

Accredited persons

Priority review to encourage treatments for tropical diseases

&#¥ 2-5 42 USC ® Chapter ™) X +

CHAPTER 1 THE PUBLIC HEALTH SERVICE

CHAPTER 1A THE PUBLIC HEALTH SERVICE; SUPPLEMENTAL PROVISTONS

CHAPTER 2 SANITATION AND QUARANTINE

CHAPTER 3 LEPROSY

CHAPTER 3A CANCER

CHAPTER 4 VIRUSES, SERUMS, TOXINS, ANTITOXINS, ETC.

CHAPTER 5 MATERNITY AND INFANCY WELFARE AND HYGIENE

CHAPTER 6 THE CHILDRENS BUREAU

CHAPTER 6A PUBLIC HEALTH SERVICE

CHAPTER 7 SOCTAL SECURITY

CHAPTER 7A TEMPORARY UNEMPLOYMENT COMPENSATION PROGRAM

CHAPTER 8 LOW-INCOME HOUSING

CHAPTER 8A SLUM CLEARANCE, URBAN RENEWAL, AND FARM HOUSING

CHAPTER 8B PUBLIC WORKS OR FACILITIES

CHAPTER 8C OPEN

CHAPTER 9 HOUSING OF PERSONS ENGAGED IN NATIONAL DEFENSE

CHAPTER 10 FEDERAL SECURITY AGENCY

CHAPTER 11 COMPENSATION FOR DISABILITY OR DEATH TO PERSONS EMPLOYED AT MILITARY, AIR, AND
NAVAL BASES OUTSIDE UNITED STATES

CHAPTER 12 COMPENSATTON FOR INJURY, DEATH, OR DETENTION OF EMPLOYEES OF CONTRACTORS WITH
UNITED STATES OUTSIDE UNITED STATES

CHAPTER 13 SCHOOL LUNCH PROGRAMS

CHAPTER 13A | CHILD NUTRITION

CHAPTER 14 DEVELOPMENT AND CONTROL OF ATOMIC ENERGY

CHAPTER 15 DISASTER RELIEF

CHAPTER 15A | RECIPROCAL FIRE PROTECTION AGREEMENTS

CHAPTER 15B | ATR POLLUTION CONTROL

CHAPTER 16 NATTONAL SCIENCE FOUNDATION

CHAPTER 16A | GRANTS FOR SUPPORT OF SCIENTIFIC RESEARCH

CHAPTER 16B | CONTRACTS FOR SCTENTIFIC AND TECHNOLOGICAL RESEARCH

CHAPTER 17 FEDERAL EMPLOYMENT SERVICE

CHAPTER 18 YOUTH MEDALS

CHAPTER 19 SALINE AND SALT WATERS

CHAPTER 19A | WATER RESOURCES RESEARCH PROGRAM

CHAPTER 19B | WATER RESOURCES PLANNING

CHAPTER 20 ELECTIVE FRANCHISE

CHAPTER 20A | CIVIL RIGHTS COMMISSION

CHAPTER 21 CIVIL RIGHTS

CHAPTER 21A | PRIVACY PROTECTION

CHAPTER 21B | RELIGIOUS FREEDOM RESTORATION

CHAPTER 21C | PROTECTION OF RELIGIOUS EXERCISE IN LAND USE AND BY INSTITUTIONALIZED PERSONS

CHAPTER 21D | DETAINEE TREATMENT

CHAPTER 21E | PRIVACY AND CIVIL LIBERTIES PROTECTION AND OVERSIGHT

CHAPTER 22 INDIAN HOSPITALS AND HEALTH FACILITIES

CHAPTER 23 DEVELOPMENT AND CONTROL OF ATOMIC ENERGY

CHAPTER 24 DISPOSAL OF ATOMIC ENERGY COMMUNITIES

CHAPTER 25 FEDERAL FLOOD INSURANCE
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CHAPTER 26 NATIONAL SPACE PROGRAM

CHAPTER 26A NATIONAL SPACE GRANT COLLEGE AND FELLOWSHIP PROGRAM

CHAPTER 26B BIOMEDICAL RESEARCH IN SPACE

CHAPTER 27 LOAN SERVICE OF CAPTIONED FILMS AND EDUCATIONAL MEDIA FOR HANDICAPPED

CHAPTER 28 AREA REDEVELOPMENT PROGRAM

CHAPTER 29 JUVENILE DELINQUENCY AND YOUTH OFFENSES CONTROL

CHAPTER 30 MANPOWER DEVELOPMENT AND TRAINING PROGRAM

CHAPTER 31 PUBLIC WORKS ACCELERATION PROGRAM

CHAPTER 32 THIRD PARTY LIABILITY FOR HOSPITAL AND MEDICAL CARE

CHAPTER 33 COMMUNITY MENTAL HEALTH CENTERS

CHAPTER 34 ECONOMIC OPPORTUNITY PROGRAM

CHAPTER 35 PROGRAMS FOR OLDER AMERICANS

CHAPTER 35A COMMUNITY SERVICE EMPLOYMENT FOR OLDER AMERICANS

CHAPTER 36 COMPENSATION OF CONDEMNEES IN DEVELOPMENT PROGRAMS

CHAPTER 37 COMMUNITY FACILITIES AND ADVANCE LAND ACQUISITION

CHAPTER 38 PUBLIC WORKS AND ECONOMIC DEVELOPMENT

CHAPTER 39 SOLID WASTE DISPOSAL

CHAPTER 40 SOIL INFORMATION ASSISTANCE FOR COMMUNITY PLANNING AND RESOURCE DEVELOPMENT

CHAPTER 41 DEMONSTRATION CITIES AND METROPOLITAN DEVELOPMENT PROGRAM

CHAPTER 42 NARCOTIC ADDICT REHABILITATION

CHAPTER 43 DEPARTMENT OF HEALTH AND HUMAN SERVICES

CHAPTER 44 DEPARTMENT OF HOUSING AND URBAN DEVELOPMENT

CHAPTER 45 FAIR HOUSING

CHAPTER 46 JUSTICE SYSTEM IMPROVEMENT

CHAPTER 47 JUVENILE DELINQUENCY PREVENTION AND CONTROL

CHAPTER 48 GUARANTEES FOR FINANCING NEW COMMUNITY LAND DEVELOPMENT

CHAPTER 49 NATIONAL HOUSING PARTNERSHIPS

CHAPTER 50 NATIONAL FLOOD INSURANCE

CHAPTER 51 DESIGN AND CONSTRUCTION OF PUBLIC BUILDINGS TO ACCOMMODATE PHYSICALLY
HANDICAPPED

CHAPTER 52 INTERGOVERNMENTAL COOPERATION

CHAPTER 52A JOINT FUNDING SIMPLIFICATION

CHAPTER 53 ADVISORY COMMISSION ON INTERGOVERNMENTAL RELATIONS

CHAPTER 54 CABINET COMMITTEE ON OPPORTUNITIES FOR SPANISH

CHAPTER 55 NATIONAL ENVIRONMENTAL POLICY

CHAPTER 56 ENVIRONMENTAL QUALITY IMPROVEMENT

CHAPTER 57 ENVIRONMENTAL POLLUTION STUDY

CHAPTER 58 DISASTER RELIEF

CHAPTER 59 NATIONAL URBAN POLICY AND NEW COMMUNITY DEVELOPMENT

CHAPTER 60 COMPREHENSIVE ALCOHOL ABUSE AND ALCOHOLISM PREVENTION, TREATMENT, AND
REHABILITATION PROGRAM

CHAPTER 61 UNIFORM RELOCATION ASSISTANCE AND REAL PROPERTY ACQUISITION POLICIES FOR FEDERAL
AND FEDERALLY ASSISTED PROGRAMS

CHAPTER 62 INTERGOVERNMENTAL PERSONNEL PROGRAM

CHAPTER 63 LEAD-BASED PAINT POISONING PREVENTION

CHAPTER 63A RESIDENTIAL LEAD

CHAPTER 64 PUBLIC SERVICE EMPLOYMENT PROGRAMS

CHAPTER 65 NOISE CONTROL

CHAPTER 66 DOMESTIC VOLUNTEER SERVICES

CHAPTER 67 CHILD ABUSE PREVENTION AND TREATMENT AND ADOPTION REFORM

CHAPTER 68 DISASTER RELIEF

CHAPTER 69 COMMUNITY DEVELOPMENT

CHAPTER 70 MANUFACTURED HOME CONSTRUCTION AND SAFETY STANDARDS
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CHAPTER 71 SOLAR ENERGY

CHAPTER 72 JUVENILE JUSTICE AND DELINQUENCY PREVENTION

CHAPTER 73 DEVELOPMENT OF ENERGY SOURCES

CHAPTER 74 NONNUCLEAR ENERGY RESEARCH AND DEVELOPMENT

CHAPTER 75 PROGRAMS FOR INDIVIDUALS WITH DEVELOPMENTAL DISABILITIES
CHAPTER 76 AGE DISCRIMINATION IN FEDERALLY ASSISTED PROGRAMS
CHAPTER 77 ENERGY CONSERVATION

CHAPTER 78 NATIONAL PETROLEUM RESERVE IN ALASKA

CHAPTER 79 SCIENCE AND TECHNOLOGY POLICY, ORGANIZATION AND PRIORITIES
CHAPTER 80 PUBLIC WORKS EMPLOYMENT

CHAPTER 81 ENERGY CONSERVATION AND RESOURCE RENEWAL

CHAPTER 82 SOLID WASTE DISPOSAL

CHAPTER 83 ENERGY EXTENSION SERVICE

CHAPTER 84 DEPARTMENT OF ENERGY

CHAPTER 85 AIR POLLUTION PREVENTION AND CONTROL

CHAPTER 86 EARTHQUAKE HAZARDS REDUCTION

CHAPTER 87 WATER RESEARCH AND DEVELOPMENT

CHAPTER 88 URANIUM MILL TAILINGS RADIATION CONTROL

CHAPTER 89 CONGREGATE HOUSING SERVICES

CHAPTER 90 NEIGHBORHOOD AND CITY REINVESTMENT, SELF

CHAPTER 91 NATIONAL ENERGY CONSERVATION POLICY

CHAPTER 92 POWERPLANT AND INDUSTRIAL FUEL USE

CHAPTER 93 EMERGENCY ENERGY CONSERVATION

CHAPTER 94 LOW-INCOME ENERGY ASSISTANCE

CHAPTER 95 UNITED STATES SYNTHETIC FUELS CORPORATION

CHAPTER 96 BIOMASS ENERGY AND ALCOHOL FUELS

CHAPTER 97 ACID PRECIPITATION PROGRAM AND CARBON DIOXIDE STUDY
CHAPTER 98 OCEAN THERMAL ENERGY CONVERSION RESEARCH AND DEVELOPMENT
CHAPTER 99 OCEAN THERMAL ENERGY CONVERSION

CHAPTER 100 WIND ENERGY SYSTEMS

CHAPTER 101 MAGNETIC FUSION ENERGY ENGINEERING

CHAPTER 102 MENTAL HEALTH SYSTEMS

CHAPTER 103 COMPREHENSIVE ENVIRONMENTAL RESPONSE, COMPENSATION, AND LIABILITY
CHAPTER 104 NUCLEAR SAFETY RESEARCH, DEVELOPMENT, AND DEMONSTRATION
CHAPTER 105 COMMUNITY SERVICES PROGRAMS

CHAPTER 106 COMMUNITY SERVICES BLOCK GRANT PROGRAM

CHAPTER 107 CONSUMER

CHAPTER 108 NUCLEAR WASTE POLICY

CHAPTER 109 WATER RESOURCES RESEARCH

CHAPTER 109A MEMBRANE PROCESSES RESEARCH

CHAPTER 110 FAMILY VIOLENCE PREVENTION AND SERVICES

CHAPTER 111 EMERGENCY FEDERAL LAW ENFORCEMENT ASSISTANCE

CHAPTER 112 VICTIM COMPENSATION AND ASSISTANCE

CHAPTER 113 STATE JUSTICE INSTITUTE

CHAPTER 114 PROTECTION AND ADVOCACY FOR INDIVIDUALS WITH MENTAL ILLNESS
CHAPTER 115 CHILD DEVELOPMENT ASSOCIATE SCHOLARSHIP ASSISTANCE PROGRAM
CHAPTER 116 EMERGENCY PLANNING AND COMMUNITY RIGHT

CHAPTER 117 ENCOURAGING GOOD FAITH PROFESSIONAL REVIEW ACTIVITIES
CHAPTER 118 ALZHEIMERS DISEASE AND RELATED DEMENTIAS RESEARCH
CHAPTER 119 HOMELESS ASSISTANCE

CHAPTER 120 ENTERPRISE ZONE DEVELOPMENT

CHAPTER 121 INTERNATIONAL CHILD ABDUCTION REMEDIES
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CHAPTER 122 NATIVE HAWAITAN HEALTH CARE

CHAPTER 123 DRUG ABUSE EDUCATION AND PREVENTION

CHAPTER 124 PUBLIC HOUSING DRUG ELIMINATION

CHAPTER 125 RENEWABLE ENERGY AND ENERGY EFFICIENCY TECHNOLOGY COMPETITIVENESS

CHAPTER 126 EQUAL OPPORTUNITY FOR INDIVIDUALS WITH DISABILITIES

CHAPTER 127 COORDINATED SERVICES FOR CHILDREN, YOUTH, AND FAMILIES

CHAPTER 128 HYDROGEN RESEARCH, DEVELOPMENT, AND DEMONSTRATION PROGRAM

CHAPTER 129 NATIONAL AND COMMUNITY SERVICE

CHAPTER 130 NATIONAL AFFORDABLE HOUSING

CHAPTER 131 HOUSING OPPORTUNITIES FOR PERSONS WITH AIDS

CHAPTER 132 VICTIMS OF CHILD ABUSE

CHAPTER 133 POLLUTION PREVENTION

CHAPTER 134 ENERGY POLICY

CHAPTER 135 RESIDENCY AND SERVICE REQUIREMENTS IN FEDERALLY ASSISTED HOUSING

CHAPTER 136 VIOLENT CRIME CONTROL AND LAW ENFORCEMENT

CHAPTER 137 MANAGEMENT OF RECHARGEABLE BATTERIES AND BATTERIES CONTAINING MERCURY

CHAPTER 138 ASSISTED SUICIDE FUNDING RESTRICTION

CHAPTER 139 VOLUNTEER PROTECTION

CHAPTER 140 CRIMINAL JUSTICE IDENTIFICATION, INFORMATION, AND COMMUNICATION

CHAPTER 140A JENNIFERS LAW

CHAPTER 141 COMMERCIAL SPACE OPPORTUNITIES AND TRANSPORTATION SERVICES

CHAPTER 142 POISON CONTROL CENTER ENHANCEMENT AND AWARENESS

CHAPTER 143 INTERCOUNTRY ADOPTIONS

CHAPTER 144 DEVELOPMENTAL DISABILITIES ASSISTANCE AND BILL OF RIGHTS

CHAPTER 145 PUBLIC SAFETY OFFICER MEDAL OF VALOR AND TRIBUTES

CHAPTER 146 ELECTION ADMINISTRATION IMPROVEMENT

CHAPTER 147 PRISON RAPE ELIMINATION

CHAPTER 148 WINDSTORM IMPACT REDUCTION

CHAPTER 149 NATIONAL ENERGY POLICY AND PROGRAMS

CHAPTER 150 NATIONAL AERONAUTICS AND SPACE PROGRAMS, 2005

CHAPTER 151 CHILD PROTECTION AND SAFETY

CHAPTER 152 ENERGY INDEPENDENCE AND SECURITY

&# 2-6 21 CFR, CHAPTER | —— FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF HEALTH AND
HUMAN SERVICES o §¥#H

Part ZA v

1 General enforcement regulations

2 General administrative rulings and decisions

3 Product jurisdiction

5 Organization

7 Enforcement policy

10 Administrative practices and procedures

11 Electronic records; electronic signatures

12 Formal evidentiary public hearing

13 Public hearing before a public board of inquiry
14 Public hearing before a public advisory committee
15 Public hearing before the Commissioner

16 Regulatory hearing before the Food and Drug Administration
17 Civil money penalties hearings

19 Standards of conduct and conflicts of interest

20 Public information

21 Protection of privacy
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Part 2 A~V

25 Environmental impact considerations

26 Mutual recognition of pharmaceutical good manufacturing practice reports,
medical device quality system audit reports, and certain medical device product
evaluation reports: United States and The European Community

50 Protection of human subjects

54 Financial disclosure by clinical investigators

56 Institutional Review Boards

58 Good laboratory practice for nonclinical laboratory studies

60 Patent term restoration

70 Color additives

71 Color additive petitions

73 Listing of color additives exempt from certification

74 Listing of color additives subject to certification

80 Color additive certification

81 General specifications and general restrictions for provisional color additives
for use in foods, drugs, and cosmetics

82 Listing of certified provisionally listed colors and specifications

99 Dissemination of information on unapproved/new uses for marketed drugs,
biologics, and devices

100 General

101 Food labeling

102 Common or usual name for nonstandardized foods

104 Nutritional quality guidelines for foods

105 Foods for special dietary use

106 Infant formula quality control procedures

107 Infant formula

108 Emergency permit control

109 Unavoidable contaminants in food for human consumption and food-packaging
material

110 Current good manufacturing practice in manufacturing, packing, or holding human
food

111 Current good manufacturing practice in manufacturing, packaging, labeling, or
holding operations for dietary supplements

113 Thermally processed low—acid foods packaged in hermetically sealed containers

114 Acidified foods

115 Shell eggs

119 Dietary supplements that present a significant or unreasonable risk

120 Hazard Analysis and Critical Control Point (HACCP) systems

123 Fish and fishery products

129 Processing and bottling of bottled drinking water

130 Food standards : General

131 Milk and cream

133 Cheeses and related cheese products

135 Frozen desserts

136 Bakery products

137 Cereal flours and related products

139 Macaroni and noodle products

145 Canned fruits

146 Canned fruit juices

150 Fruit butters, jellies, preserves, and related products

152 Fruit pies

155 Canned vegetables

156 Vegetable juices

158 Frozen vegetables

160 Eggs and egg products
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Part 2 A~V

161 Fish and shellfish

163 Cacao products

164 Tree nut and peanut products

165 Beverages

166 Margarine

168 Sweeteners and table syrups

169 Food dressings and flavorings

170 Food additives

171 Food additive petitions

172 Food additives permitted for direct addition to food for human consumption

173 Secondary direct food additives permitted in food for human consumption

174 Indirect food additives: General

175 Indirect food additives: Adhesives and components of coatings

176 Indirect food additives: Paper and paperboard components

177 Indirect food additives: Polymers

178 Indirect food additives: Adjuvants, production aids, and sanitizers

179 Irradiation in the production, processing and handling of food

180 Food additives permitted in food or in contact with food on an interim basis
pending additional study

181 Prior-sanctioned food ingredients

182 Substances generally recognized as safe

184 Direct food substances affirmed as generally recognized as safe

186 Indirect food substances affirmed as generally recognized as safe

189 Substances prohibited from use in human food

190 Dietary supplements

200 General

201 Labeling

202 Prescription drug advertising

203 Prescription drug marketing

205 Guidelines for State licensing of wholesale prescription drug distributors

206 Imprinting of solid oral dosage form drug products for human use

207 Registration of producers of drugs and listing of drugs in commercial distribution

208 Medication Guides for prescription drug products

209 Requirement for authorized dispensers and pharmacies to distribute a side effects
statement

210 Current good manufacturing practice in manufacturing, processing, packing, or
holding of drugs; general

211 Current good manufacturing practice for finished pharmaceuticals

216 Pharmacy compounding

225 Current good manufacturing practice for medicated feeds

226 Current good manufacturing practice for Type A medicated articles

250 Special requirements for specific human drugs

290 Controlled drugs

299 Drugs; official names and established names

300 General

310 New drugs

312 Investigational new drug application

314 Applications for FDA approval to market a new drug

315 Diagnostic radiopharmaceuticals

316 Orphan drugs

320 Bioavailability and bioequivalence requirements

328 Over—the-counter drug products intended for oral ingestion that contain alcohol

330 Over—the—counter (0TC) human drugs which are generally recognized as safe and
effective and not misbranded

331 Antacid products for over—the—counter (OTC) human use
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Part 2 A~V

332 Antiflatulent products for over—the—counter human use

333 Topical antimicrobial drug products for over—the—counter human use

335 Antidiarrheal drug products for over—the—counter human use

336 Antiemetic drug products for over—the-counter human use

338 Nighttime sleep—-aid drug products for over—the—-counter human use

340 Stimulant drug products for over—the—counter human use

341 Cold, cough, allergy, bronchodilator, and antiasthmatic drug product

343 Internal analgesic, antipyretic, and antirheumatic drug products for
over—the—counter human use

344 Topical OTIC drug products for over—the—counter human use

346 Anorectal drug products for over—the—counter human use

347 Skin protectant drug products for over—the—counter human use

348 External analgesic drug products for over—the—counter human use

349 Ophthalmic drug products for over—the—counter human use

350 Antiperspirant drug products for over—-the—counter human use

352 Sunscreen drug products for over—the—counter human use [stayed indefinitely]

355 Anticaries drug products for over—the—counter human use

357 Miscellaneous internal drug products for over—the—counter human use

358 Miscellaneous external drug products for over—the—counter human use

361 Prescription drugs for human use generally recognized as safe and effective and
not misbranded: Drugs used in research

369 Interpretative statements re warnings on drugs and devices for over—the—counter
sale

500 General

501 Animal food labeling

502 Common or usual names for nonstandardized animal foods

509 Unavoidable contaminants in animal food and food-packaging material

510 New animal drugs

511 New animal drugs for investigational use

514 New animal drug applications

515 Medicated feed mill license

516 New animal drugs for minor use and minor species

520 Oral dosage form new animal drugs

522 Implantation or injectable dosage form new animal drugs

524 Ophthalmic and topical dosage form new animal drugs

526 Intramammary dosage forms

528 New animal drugs in genetically engineered animals

529 Certain other dosage form new animal drugs

530 Extralabel drug use in animals

556 Tolerances for residues of new animal drugs in food

558 New animal drugs for use in animal feeds

570 Food additives

571 Food additive petitions

573 Food additives permitted in feed and drinking water of animals

579 Irradiation in the production, processing, and handling of animal feed and pet
food

582 Substances generally recognized as safe

584 Food substances affirmed as generally recognized as safe in feed and drinking
water of animals

589 Substances prohibited from use in animal food or feed

600 Biological products: general

601 Licensing

606 Current good manufacturing practice for blood and blood components

607 Establishment registration and product listing for manufacturers of human blood

and blood products
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Part 2 A~V

610 General biological products standards

630 General requirements for blood, blood components, and blood derivatives

640 Additional standards for human blood and blood products

660 Additional standards for diagnostic substances for laboratory tests

680 Additional standards for miscellaneous products

700 General

701 Cosmetic labeling

710 Voluntary registration of cosmetic product establishments

720 Voluntary filing of cosmetic product ingredient composition statements

740 Cosmetic product warning statements

800 General

801 Labeling

803 Medical device reporting

806 Medical devices; reports of corrections and removals

807 Establishment registration and device listing for manufacturers and initial
importers of devices

808 Exemptions from Federal preemption of State and local medical device

809 In vitro diagnostic products for human use

810 Medical device recall authority

812 Investigational device exemptions

814 Premarket approval of medical devices

820 Quality system regulation

821 Medical device tracking requirements

822 Postmarket surveillance

860 Medical device classification procedures

861 Procedures for performance standards development

862 Clinical chemistry and clinical toxicology devices

864 Hematology and pathology devices

866 Immunology and microbiology devices

868 Anesthesiology devices

870 Cardiovascular devices

872 Dental devices

874 Ear, nose, and throat devices

876 Gastroenterology—urology devices

878 General and plastic surgery devices

880 General hospital and personal use devices

882 Neurological devices

884 Obstetrical and gynecological devices

886 Ophthalmic devices

888 Orthopedic devices

890 Physical medicine devices

892 Radiology devices

895 Banned devices

898 Performance standard for electrode lead wires and patient cables

900 Mammography

1000 General

1002 Records and reports

1003 Notification of defects or failure to comply

1004 Repurchase, repairs, or replacement of electronic products

1005 Importation of electronic products

1010 Performance standards for electronic products: General

1020 Performance standards for ionizing radiation emitting products

1030 Performance standards for microwave and radio frequency emitting products

1040 Performance standards for light-emitting products
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Part 2 A~V

1050 Performance standards for sonic, infrasonic, and ultrasonic radiation—emitting
products

1210 Regulations under the Federal Import Milk Act

1230 Regulations under the Federal Caustic Poison Act

1240 Control of communicable diseases

1250 Interstate conveyance sanitation

1270 Human tissue intended for transplantation

1271 Human cells, tissues, and cellular and tissue—based products

& 2-7 42 CFR, CHAPTER | —- PUBLIC HEALTH SERVICE, DEPARTMENT OF HEALTH AND HUMAN
SERVICES @ &%

Part 2 A ~v

2 Confidentiality of alcohol and drug abuse patient records

2a Protection of identity——research subjects

4 National Library of Medicine

5 Designation of health professional (s) shortage areas

6 Federal tort claims act coverage of certain grantees and individuals

7 Distribution of reference biological standards and biological preparations

8 Certification of opioid treatment program

21 Commissioned officers

22 Personnel other than commissioned officers

23 National Health Service Corps

24 Senior Biomedical Research Service

31 Medical care for certain personnel of the Coast Guard, National Ocean Survey
Public Health Service, and former Lighthouse Service

32 Medical care for persons with Hansen’ s disease and other persons in emergencies

34 Medical examination of aliens

35 Hospital and station management

37 Specifications for medical examinations of underground coal miners

38 Disaster assistance for crisis counseling and training

50 Policies of general applicability

51 Requirements applicable to the protection and advocacy for individuals with
mental illness program

5la Project grants for maternal and child health

51b Project grants for preventive health services

51c Grants for community health services

51d Mental health and substance abuse emergency response procedures

52 Grants for research projects

52a National Institutes of Health center grants

52b National Institutes of Health construction grants

52¢ Minority Biomedical Research Support Program

52d National Cancer Institute Clinical Cancer Education Program

eb2 National Heart, Lung, and Blood Institute grants for prevention and control
projects

52h Scientific peer review of research grant applications and research and

development contract projects

53 Grants, loans and loan guarantees for construction and modernization of hospitals
and medical facilities

54 Charitable Choice regulations applicable to States receiving Substance Abuse
Prevention and Treatment block grants and/or Projects for Assistance in
Transition from Homelessness grants
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54a Charitable Choice regulations applicable to States, local governments and
religious organizations receiving discretionary funding under Title V of the
Public Health Service Act, 42 U.S.C. 290aa, et seq., for substance abuse
prevention and treatment services

55a Program grants for Black Lung clinics

56 Grants for migrant health services

57 Grants for construction of teaching facilities, educational improvements,
scholarships and student loans

58 Grants for training of public health and allied health personnel

59 Grants for family planning services

59a National Library of Medicine grants

60 Health Education Assistance Loan Program

61 Fellowships

62 National Health Service Corps Scholarship and Loan Repayment Programs

63 Traineeships

63a National Institutes of Health training grants

64 National Library of Medicine training grants

64a Obligated service for mental health traineeships

65 National Institute of Environmental Health Sciences hazardous waste worker
training

65a National Institute of Environmental Health Sciences hazardous substances basic
research and training grants

66 National Research Service Awards

67 Agency for Health Care Policy and Research grants and contracts

68a National Institutes of Health (NIH) Clinical Research Loan Repayment Program for
Individuals from Disadvantaged Backgrounds (CR-LRP)

68c National Institute of Child Health and Human Development Contraception and
Infertility Research Loan Repayment Program

70 Interstate quarantine

71 Foreign quarantine

73 Select agents and toxins

75 Standards for the accreditation of educational programs for and the credentialing
of radiologic personnel

80 Administrative functions, practices, and procedures

81 Guidelines for determining probability of causation under the energy employees
occupational illness compensation program act of 2000

82 Methods for conducting dose reconstruction under the Energy Employees
Occupational Illness Compensation Program Act of 2000

83 Procedures for designating classes of employees as members of the special exposure
cohort under the Energy Employees Occupational Illness Compensation Program Act
of 2000

84 Approval of Respiratory Protective Devices

85 Requests for health hazard evaluations

85a Occupational safety and health investigations of places of employment

86 Grants for education programs in occupational safety and health

87 National Institute for Occupational Safety and Health Research and demonstration
grants

90 Administrative functions, practices, and procedures

93 Public health service policies on research misconduct

100 Vaccine injury compensation

102 Smallpox compensation program

121 Organ Procurement and Transplantation Network

124 Medical facility construction and modernization

130 Ricky Ray Hemophilia Relief Fund Program

136 Indian health

136a Indian health
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Part A Fv

137 Tribal self-governance

&%} 2-8 FDA Regulation of Human Cells, Tissues, and Cellular and Tissue-Based
Products (HCT/Ps) Product List
http://www. fda. gov/BiologicsBloodVaccines/TissueTissueProducts/RegulationofTissu
es/ucm150485. htm

I.

CBER HZ ¥ 4\ e iy

PLR® HCT/P 1%, 21 CFR 1271.3(d) (1) 3 L ORPHS Act 361 I2 X » CTHHI S TEH Y . 21CFR 1271. 10. (a)
DOFEHEIZT XCTHEA T 2R HEMIC 361 & §, (361 Product) &MEENDZ EHH D,

BONE (including DEMINERALIZED BONE (F)

LIGAMENTS ($0%%)

TENDONS ()

FASCIA (fi55)

CARTILAGE (kB HHLAR)

OCULAR TISSUES (CORNEAS & SCLERA) RREMHHLAR (0, 5aR)

SKIN (FZJ#)

VASCULAR GRAFTS (VEINS & ARTERIES), except preserved umbilical cord veins (ML&FAEF . BWIR.
L., BRAF L7 i & B <)

PERICARDIUM (/M)

AMNIOTIC MEMBRANE (when used alone (-without added cells—) for ocular repair) (FEIE. MAIEIAE
WO HHEBE L THEHAINRS LX)

DURA MATER (4 &)

HEART VALVE ALLOGRAFTS (Mg R Al F)

HEMATOPOIETIC STEM CELLS DERIVED FROM PERIPHERAL OR UMBILICAL CORD BLOOD (i ifiietiifia, A
ks K OWE S I 2> & 1% 5 7= M)

SEMEN  (K5¥#&)

OOCYTES {J1 - i }

EMBRYOS (fR 1)

AR E R L OB IR ER L1 PHS Act 351 TR FD&C Act THIHI S H 5,

PLFD 7 )v—71%, FDA 7 21 CFR 1271.10. (a) D E¥EICH AT, EHKE H S5\ F Biologics & M L
R TH D,

CULTURED CARTILAGE CELLS (}%3%#K‘E HiNa)
CULTURED NERVE CELLS (3% 2% %4l a)
LYMPHOCYTE IMMUNE THERAPY (U »/SER%0JE R 1%)
GENE THERAPY PRODUCTS (1% F1&¥E)

HUMAN CLONING (& k27 m—=122")
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II.

HUMAN CELLS USED IN THERAPY INVOLVING THE TRANSFER OF GENETIC MATERTAL (cell nuclei, oocyte
nuclei, mitochondrial genetic material in ooplasm, genetic material contained in a genetic
vector) (EASFAD DOEMZ GLIRFICE MilAER SN L&, 22 THIEFRD & ITMia.
SREEMIEE, INVE RO bar RY TR, N7 X —ICEGEN 8B FRD 7R EEIRT)
UNRELATED ALLOGENEIC HEMATOPOTETIC STEM CELLS (%5 =35 oD [A)f& i ifn 54 4 i)

UNRELATED DONOR LYPHOCYTES FOR INFUSION (FEAD 7= D F =ZFRMF D Y L /35k)

CDRH H ¥ $7 v iy

b N E#E T A Do E MRS FD&C Act B L OERESBAITHEI SN,

1m.

CORNEAL LENTICULES (ffL > X)

PRESERVED UMBILICAL CORD VEIN GRAFTS (f1F & v 7= [ i i 4 A
HUMAN COLLAGEN (B h=Z—74")

FEMORAL VEINS INTENDED AS A-V SHUNTS (A-V i/ > b JH oD KBRS %)

COMBINATION PRODUCTS
DEMINERALIZED BONE combined with HANDLING AGENTS (glycerol, sodium hyaluronate, calcium sulfate,
gelatin, collagen) — are regulated as DEVICES (MR L7=B L NNV FU L IZWE L DREW)
BONE-SUTURE-TENDON ALLOGRAFTS - regulated as DEVICES (& - EHEA 1K)
CULTURED CELLS (fibroblasts/keratinocytes/nerve/ligament/bone marrow) on SYNTHETIC MEMBRANES
or combined with COLLAGEN may be regulated as DEVICES or BIOLOGICAL PRODUCTS (these products
are currently under review and may be regulated by CBER under either the device authorities
or under section 351 of the PHS Act)

(B RO | TH A S - i)
ENCAPSULATED PANCREATIC ISLET CELLS are regulated as BIOLOGICAL PRODUCTS (% 7tk Eiviz
e /)~ I i)

&4¥ 2-9 American Stem Cell Therapy Association DHA K54 >
(1) ASCTA Lab Practices Guidelines
HF RN O &/ NBE; 2 ICBI 9 % lab practices FE#E

1.

Introduction and Historical Context

2. Adult Cell Types

A

=2 0o W

A_
B_
C_

Differentiated Cells (DCs),
Progenitor Cells (PCs)

Germ Layer Lineage Stem Cells (GLSCs)
Pluripotent Stem Cell (PSCs)
Totipotent Stem Cells (TSCs)

Lab Practice Requirements

Procedures
Lab Facilities and Environmental Control

Equipment
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D-Supplies and Reagents Management and Control
E-Receipt and Processing of Tissue
F-Labeling Controls
G-Storage Requirements
H-Transfer of A-AC’ s
4. Quality Program

5. Personnel

(2) ASCTA Clinical Guidelines
H RN O PR, fe/NREEE . BBAEICBIT % clinical practice £
1. Introduction and Historical Context
2. Practice Guidelines
A-Patient Eligibility Requirements
B-Harvesting of Tissue Samples
C-Clinical Translation of Adult Stem Cell Lines
D-Tumorigenesis and Contraindications
E-Medication Restrictions
F-Rehabilitation
G- Physician Training Requirements
H-Complications Tracking
I-Reimplantation of A-ASCs
4. Quality Program

5. Personnel

BEH2-10 NIH KX YRITINTULSHHMIIZEET 5 Statement BLUHA K54 >
(BFIZ URL B DO 72N A KT A 2OV TIL http://stemcells. nih. gov/policy/
guidelines. asp Z &)

1. NIH Guidelines on Human Stem Cell Research (2009, July)
http : //stemcells. nih. gov/policy/2009guidelines. htm
2. Executive Order 13505 — Removing Barriers to Responsible Scientific Research Involving Human
Stem Cells (March, 2009)
http : //edocket. access. gpo. gov/2009/pdf/E9-5441. pdf
3. Human Embryonic Stem Cell Policy Under Former President Bush (Aug. 9, 2001 - Mar. 9, 2009)
4. Executive Order 13435 : Expanding Approved Stem Cell Lines in Ethically Responsible Ways (June,
2007)
http : //nodis3. gsfc. nasa. gov/displayEOQ. cfm?id=E0_13435_
5. Guidance for Investigators and Institutional Review Boards Regarding Research Involving Human
Embryonic Stem Cells, Germ Cells and Stem Cell-Derived Test Articles (April 10, 2002)
6. Guidance for Investigators and Institutional Review Boards Regarding Research Involving Human

Embryonic Stem Cells, Germ Cells and Stem Cell-Derived Test Articles (March 19, 2002)
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7. Implementation Issues for Human Embryonic Stem Cell Research—-Frequently Asked Questions (November

16, 2001)

8. Federal Government Clearances for Receipt of International Shipment of Human Embryonic Stem Cells

9

10.

11.

12.

13.

14.

15.

16.

17.
18.

19.

20.

21.

22.
23.

(November 16, 2001)

Guidance for Investigators and Institutional Review Boards Regarding Research Involving Human

Embryonic Stem Cells, Germ Cells and Cell-Derived Test Articles (November 16, 2001) [Replaced
by Guidance of March 19, 2002]

Notice ; withdrawal of NIH Guidelines for Research Using Pluripotent Stem Cells Derived from

Human Embryos (November 14, 2001)

Notice of Withdrawal of NIH Guidelines for Research Using Pluripotent Stem Cells (November

7, 2001)

Notice of Extended Receipt Date and Supplemental Information Guidance for Applications
Requesting Funding That Proposes Research with Human Embryonic Stem Cells (November 7, 2001)

Notice of Criteria for Federal Funding of Research on Existing Human Embryonic Stem Cells and
Establishment of NIH Human Embryonic Stem Cell Registry (November 7, 2001)

NIH Funding of Research Using Specified Existing Human Embryonic Stem Cells (August 27, 2001)
NIH Funding of Research Using Specified Existing Human Embryonic Stem Cells (August 23, 2001)

NIH Statement on the President’s Stem Cell Address (August 9, 2001)

Fact Sheet : Human Pluripotent Stem Cell Research Guidelines (January 23, 2001)

Approval Process for the Documentation of Compliance with NIH Guidelines on the Use of Human
Pluripotent Stem Cells in NIH Intramural Research (January 16, 2001) [Withdrawn by Federal Register,
Vol. 66, No.220, p.57107]

Approval Process for the Documentation of Compliance with NIH Guidelines on the Use of Human
Pluripotent Stem Cells in NIH Research Proposed for Support Under Grants and Cooperative
Agreements (November 21, 2000) [Withdrawn by Federal Register, Vol.66, No. 220, p.57107]

National Institutes of Health Guidelines for Research Using Human Pluripotent Stem Cells ;
Correction (November 21, 2000)

National Institutes of Health Guidelines for Research Using Human Pluripotent Stem Cells (August
25, 2000) [Withdrawn by Federal Register, Vol. 66, No.220, p.57107]

Press Release : NIH Publishes Final Guidelines for Stem Cell Research (August 23, 2000)
Approval Process for the Use of Human Pluripotent Stem Cells in NIH-Supported Research (August
23, 2000) [Partially withdrawn by NOT-0D-02-007]

&%} 2-11 NIH Guidelines on Human Stem Cell Research (2009, July)

I.

http://stemcells. nih. gov/policy/2009guidelines. htm
TA KT A > O 6
(FEE) RHA RTA 1L E0-13505 #FEATTH720DHLDTHDH, b MHKES il (hESC) F X
ZobRRERTOMIBERO WO MEEZITIHE, LB THE bAREOAMELRET DD
\Z Office for Human Research Protections (OHRP) |%. OHRP guidance Z#]& & L T 45 CFR 46 72
EXDERM 2T T&E e, ZOXIREHHFIOS L2, NIHIZED 7 7 > Fa4Ritd 2 e Ok
PIZOWTETO LS 7 TA RTA LV ZED D,

_90_



KA RTA %, AR OFRIO FIZE Y SE> T 5,

1. hESCiX. b MO - HARICHT2HEMZ M LI D59 X THRZMIETH Y . EROTHIAK
WCEBRT D ARt B D,

2. MEEHTHRARULETIWEE L, BRIUITRHCESSBOTHY, FLRAETLIARLEAHRELT

HbHZ

L

II. & k ESHIMRAFZED NIH 7 7 o R kgt
Ae BRIA RTA L ORDEIIZZORICTFHE SNz MR A DL hESC 2 A3 20H%8 % MG
HEEBET. NIH BEE IR I N TWD hBSC 2 HT 20, KA A KT A4 > D Section 11 (A) 1T

452

LR T 2 EMARHT 22 LY NIH 7 7 v FHEEELZ LT OILERND D, TDT

DIZIL hESC AR OHMILTH S Z L ZFEATHRLERH 5,

L A EHMTHRBENTSHEIN, ZOENTELIIRSLETRVMIETH D Z &,

2. EFHALE Z RDTBEAPLFH S NG T, FHEIL. BT 20 THEAIND Z LIcE
BFCTRIEEAREHBL TS Z &,

3. ZORAMTROFER « fEMLAIEH S, RiESNLTHDZ &,
a. WEMTONTCERMZR T, A TIEDIEPHRELTEE LAVWEIZE LT, ot 7 a

IONTTRTNFMEEICHHAINZ &,

b, EOFMEICEEN LA LANDBRN &,

c. MRFM SNIEEMEN T, MOFXRENTOFHICAESL D WVIFEHEL TH, FHEHICL
ZONIERENPEL AETHEISNARNI LOBGE, FIEPEEL TS &,

d. WA THREIND FF—0BBICEL T, AMAMCTRIEZEDH . BL OB HEN TIHIEZ %
W 2H5OMT, WHRDEERITOATND Z L, I

i.

vii..

ENE TR EZELZFICE L TOERIT, RO DIZ hESC Z2FEH D VIIHEH Lizwvw e
EZTWOLMBEFEORBEE 2L T TICRESNEZI L, MIEOSEENTTZ WEE, 4K
EFRICE TS DIERN L hESC AT 2 7EERFE —Th > Tixe b,

. FRORBPSAIELEZ RO ZFHEEPOHELNTWDRE, L& 2, FHEEOFEP A5 A

O ERE T LERICIEDNE S TV AR IO ZMEHNTHEHRNTHZ LICREL TW
ATH. FETHIBCEBEELIFEALZTNERE20,

PO FIEIZEI LT, EEICHD SIS A Bl 2 72O S D1, & 2 VI L 52

HE O MR HIEES 2 < 8D £ T, FHEIXEO F O FE L2 #ET 2 %263

L2 EEFRENEMENTNDZ &,

FEOBERT, FWHEIIROELMD SN THRITFIIER L2,

iL

COBRFZERNC, PRI hESCHEHEO R THA SN D Z &,

. BFFEH O hESC fERL DR T AN Z 2 D,

RS EBES L7 hESC R EWEARGFEEND Z &,

iv. hESC Mifaf&fii7e &, 2O/ AIC L EERNFIEE S 2 ACE LT, T OfIR bR 722

KFEHWEATOID Z &,

. FRITHERE~OEZNFREZRET A2 HNTITONA Z L Tld 2 &,
. hESC Z WA HFSE I3 pEEMATREME A b o TH Y . - FWEIIZDO X 5 RpEEMBRIC

BHE DD WMIEOMOFNEEZ T D EITRNT &,
FWEEZRETHHEREMIEERNEHTEX D20 E 90,

B. RKHA NI A DL KETHE S 7= hESC 2 AT 28 2RI 2028813 NIH B i fE
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WBER SN TV hESC 2T 220 H 2 WIZEL FOITEDWTNNIT IV NIH 7 7 > Filits % i
NTAHZENTED,
1. KRHA FIA D Section IT (A) ([THEHLT D,
2. Working Group ® Advisory Committee to the Director (ACD) IZ&BIZ#EH L. NIH 77> N
FYEICE T 28 E %215 %, ACD 1% NIH Director IZBE 24TV, NIH director &, NIH 7 7 Rk
PEIZ DWW THRMEB 2B 21T 5, BRI, ROBPHOLHEOLNTLZ L ZIEH LRTAER L2, 1)
AFBEROZBIZLVEREN, bR ZOBMTEAETHL Z &, 2) RITHFEREMTHEA SN
22 LIZELT, BEMICER CRIEZELEVW LFHEENL/ LA TNS Z &, Working Group I
HENEEEHEA L E2—0L, KAV A F7 4 2 ® Section 1T (A) IZH]> T\ 5%, 45CFR Part46
ERER LTI NREDEICOVWTEET D,
C. RAA RTA L OFBHLLRNTESN S FHE ST RIZ DN T O NIH B EREIZ SN T (HHE)
D. NIHIZH7ZIZ NIH 7 7 > Rk PED & % hESC DX $k U 2 h 21ERT %,
M. NIH7 7>~ ROfEH
NIH 7 7 > REMERAT2LR0Z. 7 7 v ROSZHEEIIPICICMHE A S 415 hESC A3 NIH B &G ICLE I
TW5D Z & ORGFEA HER L 72 1T v iF 220,
IV. NIH 7 7 > R #6572 hES #ilado 2 W i3 b FHRZMEE 2 B T 2 MR 2 EM T 2METH 218 b 00b
59 NIH 7 7 & RIS 72098,
A. hESC & DM T {breiie 2 B RE O RS CIL MR Befi 4 5 T %E,
B. hESC & 5\ MIZL /L REMIE OB AR EMICBEA L TZ O AEMIIC L 52 5 & 5 258,
V. ZOfo NIH 7 7 v KA 7 iF 58
A. Section 509, Omnibus Appropriations Act, 2009 I[ZHEHL+ 5 X 9 728F78 (WFZEH A TR Z /R4 %
ez L)
B. MifaE OB AR EIZ X VIESILD hESC & A WX B B CRBRE NZHE 72 E1I L VW ES L7z hESC
2B 2 B,

EH 2-12 E0-13505 MEFSINDICTE - -1

2001 4= 8 A, Bush B KHEMHIL Statement (&K} 2-10, XHERFE = 3) #HEX L, ESCEHVWA v =/
FZHOWTNIHZ 5> b BEET LB, EHAT 5 hESC RN DOEENABE LI L ZICoRFTIDbNLD LED
7=

* ES HijE o HEERFZE 23 Aug. 9. 2001 LLATICBR#A S iz b D,

*ES MR EIH B TIES . IR AREIL R oo fionizb o

* NG OEHLIZEI L T Informed Consent BEHILTEY . FRENF RN WG E

ZORETHELNATWD ESHIIRIEKE, A F, A RT7x v v TR—, @EO 14 ORFSEHTCHE
RENT 12 BHO ES MO ZRICIRE S, FHI2I hES M EZ BT 2MECHIMEF Y 7 N2455
IR ATREIZ 2 o 72, 2003 £E 1T NIH 348 w672 hESC & LT 12 ZfICIRE L. 2004 £\ IZBEICHISZ S h
TUW2 hES Ml 5 6. NIH ORUEZ i 72 L ORI RO TH WD 2 L D TE D b DIF I
TSERIFFEL TWA L LTUNIHIZY 2 b &2AE LT,

KETITE b ESHMIE Y DA BHIT HEMR L DITFEENICMb 2L, 77— ilEzAMERN T
MIBHET LI EE2RE, MBMNABICHETEIREICH D, LLRA DL, 2007 412 E0-13435 (& EH
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2-10, CHREH 4) ZFA L ThESCIZBET 2RO FARFME L2 LT, ZhaEiEb L L5 R ATV D,
HEHBUF ORI 2= T 5703 T2 ESHROFEENRESNTWD Z &b, KETO ES
JIZBT 2RI HEN T LE 72 2 EIFEE DR,

IO XD RER T, EABUED D OB E 5 HEOHIRY RS LD RSB RFE T 7 o K
DYWHPIEE o7z, 2004 4, NT— R+ b a— XEFNREFRENBENT 7 FEITIT 1THRO E - ES ##
JaZBSL L, N—/"— FRFPZE U CEEELA SND Z il olz, 2005 4F 6 AiCiE, »~—/3— RKFED
IRB 3 N D 27 vt — R % 4 > 7= ES M OAFR A LU O S fAF & THRB L7z, BFFEHGEER [EHREOELRIC
Hik9 5] Ll s Z LR T, &5 (1) Z7a—rviRzd S ERE S SRy (2) MRS
BV (3) IRERE O IR 1R IR A R IC IR LIS O I & S b le vy —— & D FfE,

R 7 7 > R CTES MBS Z B L L 9 LT 2BE I N— "= FRFWZEEELT, AF U T+ —FK
U4 ATV URE, UCSF R BN B IR - TWE, 2009 4 10 AOBETIE, ME LTI EL B
THROTWVDONTIN, FEMERKFELE LTI VORI 0 7T L% > TS O 13 HFFEFE
WZHDIES> TS, £72, New York Times (kD& Y, Z o 84, NIHLUSOHZER ZFH L, # 700
DOt b ESHARRBEICBI YL SN TNWDHEDZ ETH D,

DX 5 AR F T Obama K EA A (E0-13505, March 9, 2009) 23 %4 &, 2001 ££ K#HH Statement
WZE Y HIRR ST &7 BS HIN@IZ B 2 WF RISkt 3 2 PR B B O RRE A FFE L. & HIZ Z OFEI T ORFSE
EIEHAEL Ch LIRS RN 2 E 2T 5250 Tho 7o,

Z O RKFEEMm AL,

- 2001 4E DO KHEHE Statement & T Z M9 5 E0-13435 2 fFET 5,

- ZORKEMDOFAHE 120 B BLLNICH 7272 NIH Guideline # %173 2,
LT HDTH D,

&$2-13 FDA. NIH &Y H{T&th TULVAS Somatic Cell/Gene Therapy ICBET 2 H4A4 KS 4 >
FDA O HP DA ENT- T A BT A VISCHRE S OFHICF 2, NIH» 6D b DIEN 220

TR LI,

FDA

F1. Guidance for Industry Current Good Tissue Practice (CGTP) and Additional Requirements for
Manufacturers of Human Cells, Tissues, and Cellular and Tissue—-Based Products (HCT/Ps) (CBER
January 2009)

http : //www. fda. gov/OHRMS/DOCKETS/98fr/FDA-2008-D-0659-gd1. pdf

F2. Draft Guidance for Industry : Clinical Considerations for Therapeutic Cancer Vaccines (9/2009)
http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidance

s/Vaccines/ucm182443. htm
F3. Guidance for Industry : Considerations for Allogeneic Pancreatic Islet Cell Products (09/2009)

http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidance

s/CellularandGeneTherapy/ucml182440. htm
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F4. Draft Guidance for Industry : Somatic Cell Therapy for Cardiac Disease (03/2009)
http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidance

s/CellularandGeneTherapy/ucml64265. htm

F5. Draft Guidance for Industry : Potency Tests for Cellular and Gene Therapy Products (10/9/2008)
http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidance

s/CellularandGeneTherapy/ucm072571. htm

F6. Guidance for FDA Reviewers and Sponsors : Content and Review of Chemistry, Manufacturing, and

Control (CMC) Information for Human Gene Therapy Investigational New Drug Applications (INDs)
(4/9/2008)

http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidance

s/CellularandGeneTherapy/ucm072587. htm

F7. Guidance for FDA Reviewers and Sponsors : Content and Review of Chemistry, Manufacturing, and

Control (CMC) Information for Human Somatic Cell Therapy Investigational New Drug Applications
(INDs) (4/9/2008)

http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidance

s/Xenotransplantation/ucm074131. htm

F8. Draft Guidance for Industry : Validation of Growth—-Based Rapid Microbiological Methods for
Sterility Testing of Cellular and Gene Therapy Products (2/11/2008)
http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidance

s/CellularandGeneTherapy/ucm072612. htm

F9. Guidance for Industry : Eligibility Determination for Donors of Human Cells, Tissues, and Cellular
and Tissue—Based Products (8/8/2007)
http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances

/CellularandGeneTherapy/ucm072929. htm

F10. Draft Guidance for Industry : Preparation of IDEs and INDs for Products Intended to Repair or
Replace Knee Cartilage (7/6/2007)
http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidanc

es/CellularandGeneTherapy/ucm072952. htm

F11. Draft Guidance for Industry : Cell Selection Devices for Point of Care Production of Minimally
Manipulated Autologous Peripheral Blood Stem Cells (PBSC, (CBER, July 2007)
http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidance
s/Tissue/ucm074018. htm

F12. Guidance for Industry : Gene Therapy Clinical Trials — Observing Subjects for Delayed Adverse
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Events (11/28/2006)
http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidanc

es/CellularandGeneTherapy/ucm072957. htm

F13. Guidance for Industry : Supplemental Guidance on Testing for Replication Competent Retrovirus
in Retroviral Vector Based Gene Therapy Products and During Follow-up of Patients in Clinical
Trials Using Retroviral Vectors (11/28/2006)

http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidanc

es/CellularandGeneTherapy/ucm072961. htm

F14. Guidance for Reviewers : Instructions and Template for Chemistry, Manufacturing, and Control
(CMC) Reviewers of Human Somatic Cell Therapy Investigational New Drug Applications (INDs)
(CBER, August 2003)
http://www. fda. gov/ohrms/dockets/dailys/03/Nov03/112193/03D-0349-emc-000002-01. pdf

F15. Guidance for Industry : Source Animal, Product, Preclinical, and Clinical Issues Concerning
the Use of Xenotransplantation Products in Humans (CBER, April 2003)
http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidanc

es/Xenotransplantation/ucm074354. htm

F16. Guidance for Industry : Guidance for Human Somatic Cell Therapy and Gene Therapy (3/30/1998)
http://www. fda. gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidanc

es/CellularandGeneTherapy/ucm072987. htm

NIH
N1. NIH GUIDELINES FOR RESEARCH INVOLVING RECOMBINANT DNA MOLECULES (NIH, September 2009)
http://oba. od. nih. gov/oba/rac/guidelines_02/NIH_Gdlnes_lnk_2002z. pdf

N2. NIH Guidelines : The Use of Antiretroviral Agents in Pediatric HIV Infection (NIH, February 23
2009)

http://aidsinfo. nih. gov/contentfiles/PediatricGuidelines. pdf

N3. NIH Guideline : RESEARCH ON STEM CELL BIOLOGY AND CELL-BASED THERAPIES FOR HEART, LUNG, BLOOD,
AND SLEEP DISORDERS (NIH, March 18, 2002)
http://grants. nih. gov/grants/guide/rfa-files/RFA-HL-02-019. html

N4. NIH Guideline : Research Using Human Pluripotent Stem Cells (NIH, August 25, 2000)

http://stemcells. nih. gov/news/newsArchives/stemcellguidelines. asp

N5. NIH Guideline : GENE THERAPY APPROACHES FOR DIABETES AND ITS COMPLICATIONS (NJH, August 30, 2000)
http://grants. nih. gov/grants/guide/rfa—-files/RFA-DK-01-006. html
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&%l 2-14 Guidance for Industry : Gene Therapy Clinical Trials — Observing Subjects
for Delayed Adverse Events (CBER, November 2006) (&%} 2-13. F12)
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& 2-16 21 CRF 211 : CGMP FOR FINISHED PHARMACEUT ICALS
Subpart A : General Provision
211.1 : Scope (i it~ &1 [H )
a) b NI 2 AEMIERS Z & LIRS
b) OTC TR SN D
211.3 : Definition

Subpart B : Organization and Personnel
211.22 : Responsibility of Quality Control Unit
a) QC D% E#RE
b) QC 7= & O FRERF A O % (&
c) QC DEAE:
d) QC /. EXTFIACEL
211. 25 : Personnel qualification
a) MEENEHEHIT, BE. M, BREBOLERD D,
b) MEEEEHIT. ZE. K, BREBOLERD D,
¢) JWIER %D NE DRLE,
211. 28 : Personnel Responsibility
a) MEEREFEL, BERKBEELZENTLOILEN D D,
b) TEREMEHEH T, ekt BEEZFOSLERD D,
o) FFASNIMERDLNIREXBIISI DAL ENRTE D,
d) JRAVIEIR 278 T IEEE O BIEWE ~ D it AR L,
211.34 : Consultants

Subpart C: Buildings & Facilities

211.42 : Design & Construction Features
a) BEMITBWERRE S, KETHDLLHE,
b) BEMIWEERAN—AZHT D,
o) MEEIX. BHESNTAEEXKETITDND,
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D AL R, RVEL FOEEXIE
2) BEERTOMEME S TR B REDOELR. TV
3) W SN M, RIEDOEL. TV
4) E AR ER O T
5) BLERE
6) MHE. 7~ LIE¥E
7) W
8) 7% - T JRIE D H
9) REREE
10) #EE{E
i) R, BE, XJF
i) R, T E
i) ME=7 ot
v) UK EEET L AT A
v) EEELWERERET 2EEDOFIE
vi) MEREZERT IREERFTHVAT A
d) N=2 U T D EERMICET 2 HE
211.44 : Lighting
211.46 : Ventilation, Air Filtration, Air Heating, and Cooling
a) WY R HERRR N 2 R E
b) WEIRZERE. AW, B, BELZERT ORMORE
) T T ANE =V AT ADORE
d) =) VEEEFTO T T VAT AT O BT BN S B,
211.48 : Plumbing (F2%& T.%)
211.50 : Sewage & Refuse (V5K K& ONBEZHEY))
211.52 : Washing & Toilet F
211.56 : Sanitation (ZA%RHAE)
a) EEMEBWEBRERLR EOEWNRNE D ITHEET S,
b) BARIER RIFICHRRFET 27200 FIEEZ LELT S,
c) BER, WW., H AR EOERHTIEE CERT S,
d) ARMARE L TERERE., —HREICLEMNIED,

211.58 : Maintenance

Subpart D : Equipment
211.63 : Equipment design, size, and location
211. 65 : Equipment construction
a) FEOREITARTEMA LB, TE L TER LR,
b) WAHIF ., MEEAR EOERMME AR A & AL,
211.67 : Equipment cleaning and maintenance
a) HE, WEZEFICRET D,
b) ZDFNEE LELT D,
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1) BEOE
2) Re[H
3) JrE DT
4) LARTD 8 F [6 7€ D g
5) BEARANCGR» SR < Tk
6) o HEC R O R AL
c) FRERDIRE
211.68 : Automatic, mechanical, and electronic equipment
a) EHICHET = v 7 LB RET 2,
b) BHRMR EWUNCEHT 2 AT A MfEEFEDORIER L,
211.72 : Filters

Subpart E : Control of Components and Drug Product Containers and Closures
211.80 : General Requirement
a) WA - WD - HriZR ST BT 2ERM 22 FIE O L EAL
b) BHI B 2 GG BB <R
o) F - HUORIBMIKRICELS Z L &L
d) FETHAMRL = — R X 0 @il eeic 3 2,
211.82 : Receipt/storage of untreated components, drug product containers
a) MIABRICAERDO 7 )V E a2 B TRAET 5,
b) BATRBRE TRE T THRET D,
211.84 : Testing & approval/rejection of components, drug product container
a) Bk y MEIQC THRASINLLHENC, AL TEWITRn,
b) BUEDHECLI V-G LV 7Y 7T 5,
o) BrFNEBROGEZEIVEDOND,
1) RS ASEHRICRETT 2,
2) BTGRP OERES D FIETHE SN D,
3) LR IR ISR E T D,
4) FE#O Ny THHENS T TV 7T 50, TRENIRERD,
5) pGrdhm v FEGREBBIMER X ) ICRGERFET D,
6) Yo7 U IR TR@WmII~—F 7T 5,
d) P T VEFLTIC L VAR 5,
1) xR T 2720 0RBRED R b 1 HEITAT O,
2) TNETNOWD BRI E BT 2008 0 iR T %,
3) BB LFHSINTZFIETREINZ0REBRT 5,
4) MBI AT IXEMEE TR LN D,
5) IGRBAMICET 2MELIT O,
6) MMAEMIGROAIEERDH D LE, ZOODOBELITI,
e) BIEMEICAEBT2AHIIARELZ T oI ) —2A3h2,
211.86 : Use of approved components, drug product containers & closures

211.87 : Retesting of approved components, drug product containers
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211.89 : Rejected components, drug product containers

211.94 : Drug product containers
a) B OEIT. WEORZEMME B TH > TTR LRV,
b) B&ITHINLAMERNLRES LTV D,
o) FEPAWMEMHEREDORBRG LR ERXE LS TV,

Subpart F : Production and Process Control
211.100 : Written procedures ; validation
a) Wi, Yo 2AEHICHT L FIEALEF SN TND,
b) FIEFHIIL OEHRERICIVBITEND,
211.101 : Charge—in of components
a) BUEFNAEIIRANEREME 2 L2 G T,
b) BUHIRLE O FAEHTE TNICEH R S hE S nElsn D,
1) plgy=a— Fazefid s,
2) ZEEHESEMT D,
3) BiAEGCOESR - WIEZT 5,
4) Ny FHET D,
c) FHE., BoENX, EEICEHEE IS,
1) AEOE. QC b S D,
2) mEEEIA Y FROEREHICHIVEITESND,
3) AdITEUIIE SN D,
d) BHDE —~ ANy FITMA, PR 5,
211.102 : Calculation of yield
211.105 : equipment identification
a) NI & 13 ISRA ATRE DR RIS T 5,
b) ZNEN DNy FRIEIZ OV T R RN E RIS T 5,
211.110 : Sampling & testing of in—process materials and drug products
a) Ny FREED—BYMEDO MR D720 O FIRO CEAL
1 8EHH 2 W30 T VEEDO L)
2) HAYEEFRH
3) H—PERELR D 72D DIRFN D 2% 4
4) PRI & OV
5) WROBEWME, ¥#)—M, pH
b) A&7t AR IR RS L — BN H D 2 L,
¢) PRI DT b R R B SRR LR & R D,
d) BESINDTHAEERE T CREFR IS,
211.111 : Time limitation on production
211.113 : Control of microbial contamination
a) HEEOLEDRYE~OMAEYTGYZ P < FIHO E
b) HEE D LIEDIRWE ~ DM G2 B < FIED CFEAL

211.115 : Reprocessing
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a) FALELN o FI2B4 D FNED SCEAL
b) QC F = v 7 KRR LICELI T D Z & ki,

Subpart G : Packaging and Labeling Control
211.122 : Packaging and Labeling Control criteria ({#al & T ~XVIRFF S N7=WE O BARIZBE T 2 HE)
211. 1125 : Labeling issuance (7 ~/VIAFORITICET 2 BUE)
211.130 : Packaging and labeling operation (M0 & T ~ILIRAMIEEICET 2 HE)
211. 132 : Tamper-resistant packaging requirement for OTC human drug product
(RIEBHE S 4172 0TC [ 3 52 BE 9 2 Tl AR 2l
211.134 : Drug product inspections (HAE & T~V SN7=WEOBRAEICE T 5 B E)
211.137 : Expiration dating (#E & T ~NAIRM SNTEWBEICAEDHIREZFRRT 52 LICHT 2HE)

Subpart H: Holding and Distributing
211. 142 : Warehousing procedures (HIBLW) D A MRS J7EICB T % BE)
211.150 : Distribution procedures
a) bR RS NAIRS N & ZITRANIEAT S D00 FIED LEAL
b) BATENELGITRESNLD & 57V AT LD LHEA

Subpart I : Laboratory Control
211.160 : General requirement
a) TRTOFRFHELEMTRT 7 M, QC DERRBE T D,
b) MBS (=22 hbr—)
D G ESh e T ARBRIEIC — BT 2 0B ORE
2) PEERAETO, XFEMRSNERRFIEFIC BT L20E10ORE
3) JRETH, XEHSNERRFIEFIC BT 20E1ORE
4) LEE - A ORUE
211.165 : Testing and release for distribution
a) BUANL, MBS h, REHBEICEEL2TER 620,
b) WAINMEN 7V —Thd LarnTHlBRHD 2 L,
o) MBRY 7V 7 RIXFLENTND Z L,
AR E R T U) e AR AR &R R A E L EICE R L TS T L,
B O EMENE, B, FFREPELSATHD Z &,
MR EICAEBE LR WRANTHEBS N D Z &,
211.166 : Stability testing
a) WEMZFMT 2B PERNPKROFEHE G,
D Hr7roxrs s, RERER
2) Iy
3) (EHEMED & 5 R BTk
4) TR SN DIERBTORIRICAN DI OFER
5) FEAERK L 72 5 0 3 Bx
b) AR Z R 5 72D DY) 72K D X F O RH| DA BR

o

@

)
)
)
)

f
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c) FEFERICET 2H8E
) TUAF UHBIEZ OBEN SRS EN D,
211. 167 : Special testing requirement
a) R ELA| O 51
b) IRFHEE DGR 51k
o) IRAEA OB ST 1k
211.170 : Reverse samples (P4 v 7 /L)
a) TV T TEE ORBRO 2 fFRLEL T D,
1) FREFTADMRAEE T 0 1EMRET D,
2) FMHERF ORI OWNT
1) B HERA OFZHIRN 3 0 ALNO & &, 350 H R,
i) BEHERAIOFEIRN 3 » AL ED & &, 65 H R,
3) OTC WHIDJFIIZ >V TiE, RKE OB S 3 F [ RIF,
b)
D JFRIEIIEDHHEPEE Tr 6 L ERRET D,
2) B MERF OJFE I HOWT
i) Bt RAIO AR 3 ALIND & & 30 AR,
i) Bt O AR 3 AL LD & X 6 2 AR,
3) OTC AN SN TIL, EDOEAM D 3 FERIRAE,
211.173 : Laboratory animals

211.176 : Penicillin contamination

Subpart J : Records and Reports
211. 180 : General requirements
a) T4 OFLEITRFOF WM AP EE TH2 5 1 FERRTFT 2,
b) JRASER BUAI AEICET DRI A I T 1 ERRAE,
e) TRTOEHFMNHEAEATELEOI2T 5,
d) BT ae—, BE, v/ 707 4V AREDFETH ],
e) FLERIIBMMEAEE, REHIEEERLORZITHFHEE N2,
) B/ AREEORENLEDO NNy FOLE 2 —
2) HiEEDlLEa—
) BUEFTEAEE @M T D FIHO M
211.182 : Equipment cleaning and use log
211. 184 : Component, drug product container, closure, & labeling records
a) BB RUA g0 HAT R
b) BRI
o) BREBE, RA, A O fE R L
d) WD SN BEAE~O —BHEICHET 5 L B2 —DFEH
e) BB, WA, BRI THEIE, S b OB SR
211. 186 : Master production and control records

a) (W)
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b) HARIEFEIIROFERE G T,
D ®WEoLE, . &RE5VE
2) #HEY Y OJFREOEE
3) O DFERRY A b
4) FRSr O EEICET %Rk
5) Rt INT=. My OEREICB T %Rk
6) FFmMEEICEEY A5k
7) BEERHUNEICBE 5 Rk
8) BUAIAGER, MHEICBIT 55tk
9) sEaRBERE, YT I /RBRTIE, BUSMESR S
211.188 : Batch production and control records
a) WMIEREARRGEHERHET v 27 L, At ANRTY A T 5,
b) UTOHEEEZEDDHZ LITL Y BEBEOEEREEZEKSED,
1) HA
2) IR TR L T A ORI
3) RSB, WE O
4) BRI SNy OEE
5) FRERIEYE R %
6) FEJHATER O, T N VIRAAEEY DA
7) FEEROILE & B A
8) FEARRT Y T EHEOIE
9) WHNIAEIICET DR
10) Yo7V v 7 OEITICET DL
1) BE¥EZFEITL, FLERLEHEORA
12) FRA&
13) AR OFER
211.192 : Production record review
211.194 : Laboratory record
a) RBRFLERITERE, EEICEH L 2RROZEERT —F L0 5,
D RBROZOICZE LY ST D RH
2) BTN ORBUC AW FIEICET L
3) B oEBEICHET R
4) RBEI0VEGEONEZT — % OB
5) RBRICEIHE L CiThh 723 EICET otk
6) HoNTT —FZPIERE LR LT & &0k
) BRREMFORL LA =L
8) MBE RO L v a—F#H (LR RRD) ORA LA =2 v L
b) R BN HFIEOEFIZET DL ORE
c) REBRBBYE., RIAH R L OEEICHET 2R TERORE
d) HBBgAE O E MR 2R IEICBE T 2 R R EHEROMRE
e) TEMMREBICH T 2 BaRLEOMRE
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211.196 : Distribution records

211.198 : WEALIICEE+ 28 E

Subpart K : Returned and Salvaged Drug Products
211. 204 : Returned drug products

211. 208 : Drug product salvaging

&# 2-17 21 CFR 1271 CGTP

Subpart D —— Current Good Tissue Practice

1271. 145 : Prevention of the introduction, transmission, or spread of communicable diseases (Hll
N A S AR YR DR 2 P < & 9 22516 T1T 9 ,)

1271. 150 : Current good tissue practice requirements

a) General (CGTP 23:R® 2 & Z Ak, HCT/P OAFEETR (recovery, #E3E. Z @B, AHE, FFE.
T, #RE, BlAR) ICBW T SN FIE, Rk, EEARE L URRMEDERE LS Z &I
HD,

b) Core CGTP requirements
1) SRz BEd 25 B
2) BRETEHICHT 5 EM
3) BAMICBE T 2 EAF
4) Hhsdh . FRERICRET D R
5) Ul Y —|ZBT 5B
6) TrEA, KROZFOEFEHIZET 5 M
7) T oVIRAHZ BT B B
8) RPIRRICBEY 2 EiF
9) HCT/P ®#IA. HIEEAT. BLARIZBE 2 i
10) FRULF WA B3 2 B

c) 3 I R HE IS ) B A SF
1) Manufacturing arrangement (ZEEEWE)

i) FFEDIEEIZORNEET D Establishment OBE . T OIEEITHEIE SN D EFZEF T 2 24058

Nh 5,
i) FFEOEEICZNOL LIZHEL T EEHAEITIX, @ Establishment 2385 S 415 B A4 % IH
FTAOLEND D,

i) SAIRERTATIC, € D Establishment WARZFEZIATF L TND Z L 2B T2 LENDH D,
2) Establishment |3, ZApE, BHFFLEPEFIAF LTSI L2V E2—TOLEND D,
3) AEFEH O HCT/PIIARBI DX G & 70 b7,

d) COMP HLAE 2 &3~ 2 MESF

e) Where appropriate

1271. 155 : Exemptions and alternatives
a) General : ABLHI D DRERD D WVITRBFLZHFTETE 2,
b) Request for exemption or alternative : LA FDEM & & HIZ CBER ICHFET 5,
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D fubraEY &3 58
2) AHHONELHR S ELNERE
¢) Criteria for granting an exemption or alternative : LA FOEHEMNAMM O B W T 2 KYSERS
EEmEIED L,
d) Form of request
e) Operation under exemption or alternative
f) Documentation : ZNENDOEHELRET D,
1) FDA OFF A L7z E il
2) bk, REBERZEMmBLM LA
g) Issuance of an exemption or alternative by the Director
1271. 160 : Establishment and maintenance of a quality program.
a) General : HCT/P DI X 2R YF R A B L. BAMRT 270 0FE &S TR 2 L,
b) Functions. dhElfEfRDFIEOMEREL LT T2 &L,
D) =7 EERO 1271 SLAIO A3 2 FIE
2) =7 COTP ZAFIZBIT DI M a2, alli, &, 5 HaE
i) A= RFF—=725 HCT/P ZHRHL L7 Z & 3B L TV 2 Lo Establishment
i) [F U HCT/P D ARpE THE % e L7z Z & 234 L TV 2 fld Establishment
i) fif s NS B3 % 1
3) =7 COTP EAFITBI L, MEAMREDBIET 7 v a VI T D6
i) REEZT 5 HCT/P DFIE & ILEL DR
i) BIETY 7 va randle L-MES
i) RMSNEET 7 v a v
v) BASHhZEETZ varodff
1) fEEBOBY R HH
5) FE=H U T VAT LDFESL
6) =7 CGTP 2B LT, HCT/P OZEEICHT A
c) HEA
d) & FHR A
1271.170 : A%
a) General
b) Competent performance of functions
c) AR
1271. 180 : Procedures
a) General. =17 CGTP (ZB83 2 FIMHA ML LIRFT D &,
b) Review and approval
¢) Availability. 222 FIEEFIIEEBICES AN SN Z &,
d) Standard procedures flOOHiFE A b OFEAEFNAZ BRI D0, T IEISHER E2BRT 5 2 &,
1271. 190 : Jisx
a) General
b) ik T fiir 6 & UMl A=
1) fiiik 2 HRICH O,
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c)
d)

1271
a)

b)
c)
d)

1271.

a)
b)
c)
d)
e)
1271
a)
b)
c)
d)

1271
1271
a)
b)
c)
d)

1271.
1271.

a)
b)

2) A3 EEVEWEIIALET S,
Operations

Procedures and records

1) i 2 VG ERICRFF 5 720 O FIRE O
2) FLERDOIREF

S195  REEEB L E=4Y T

Environmental control HCT/PIZ{5¥%s, RERMPZE I TEANN S HEERNO L &, H@YITRER

NEEHRST 5,

1) B B A8 HR

2) R, RvFLr—va v

3) MEEBIEZATAD X O ITH BB 2 THRICT 2,
4) BEEBAE AT A D W 22 B

By

BEt=2027

RLEK

200 : A

General. JE&PDREEILEZPIILT 5720 OB RBRMOT A VREME R L,
Procedures and schedules

Calibration of equipment

Inspections

Records

.210 : Supplies and reagents

Supplies and reagents.

Reagents

In—-house reagent

Fifk, RoOFLEE R L TR,

D ehZh oI, i ih O

2) WEE. MRS AR IS BT D Bk 7 & OREM E

3) R, MifMICHT o m Y MESRE

. 215 : Recovery (Y Y 21T DR\ K D I HCT/P A T 2 L ER H D,
. 220 : Processing and process controls

General. I, MITEHRTINEND D,

Pooling. B hO#ifa, #ikE 7 — 1 L TlidZe 720,
In-process control and testing

In-process control and testing

D L SNEFIERD D L EiX. ZOHEED,
2) HELSNTZFIETH AWK CTHBRIET 2LERH D,
226 : TRROAEH

230 : THRED 241

General

Written representation
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c)
1271.
a)
b)
c)
1271.
a)

b)
c)

1271.

a)
b)
c)

d)
e)

f)

1271.

a)
b)
c)
d)
e)

1271.

a)
b)

Changes

260 1 TN v EH

General

AlEBH

Labeling requirements

260 : BT

Control of storage areas. AT ZBI<TDICITRELEHT S,
D Bviaz BRF, ZREHRZ<,

2) NEENCAER S L7z HCT/P BB S5 Z & 25 <,

T A PR

Expiration date AFD 7 7 7 X —IZ LV @) 72 R HREED 5,

1) HCT/P >

2) RAFGIEZE O LR

3) Byl

4) R

265 : Receipt, predistribution shipment, and distribution of an HCT/P
X

Predistribution shipment

Availability for distribution

1) BERTICARE, BEFEEERE L, VY —AREICERT D2 L 2HlT 5,
2) BEHRL LT, BRI, R N —72 DI E LA &7z HCT/P & Bl it S TiEW T
AN
3) YRS IE FIED & bl < TARE S 7z HCT/P &2 Bk &8 TRV T e vy,
Packaging and shipping
Procedures. Eila?nbdE TOIEBICOWVWTE L TBIAZTIER LW LI TOEA 251,
1) HCT/P ®[FE &, Establishment 0!
2) TNEHOMEE L T ORER
3) 1HEIO B
4) TEBYDXR &> 72 HCT/P D&
5) M ANDOALFR L HCT/P O ALEL
Return to inventory
270 : Fék
General
FLEE B Y AT A
TREFF D ik
TR¥F O H
BB LIOAEE
290 : JBBF
General
System of HCT/P tracking
D) BB AT L& L TESRERD D,
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i) FF—BHEAET
i) FRAND KF—FT
2) AFEIRIED —ERICEE 59 5 Establishment 4 T8, D Establishment 23fENE L 7-BHF S &
TRZBINT D,
o) BAMRZRE = — R
d) Tracking from consignee to donor
e) Tracking from donor to consignee or final disposition
f) Consignees
g) WERRAR LA (2B % il 0 BOKR S IH
1271. 320 : Complaint file
a) Procedures
b) Complaint file

c) Review and evaluation of complaints

&Hl 2-18 Guidance for Industry: CGMP for Phase 1 Investigational Drug
http://www. fda. gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidanc
es/UCM070273. pdf

L. &

Im. s

il

A. Statutory and Regulatory requirement
B. Guidance (HA %> R)
M. Scope (i )i~%[H)
a) MG LR DIRBRIE M 2RI, U 7 F ORI T VLT IR I,
i 8% FORFRBREE . i % ORIGEREE | AR IR IR BRI . REB M e B &
T RAR R B R R BR 3K
b) BRAFS N HIRERE b M b U <ITHMEZE S (PHS Act 361 xtIh) ., EFHS B OKRITHKRD
%8S S B B R AR BR P2 KO P3 RRBRICHE T BRI KERE SR S
V. RO DT A XA
KAA L ATiE, PLARBRAORBPIEEOFIZ, COMP O BRI T D= DICHWD T 7 a—F 2>
WTHHT 200 TH D, MEFH (Q0) WKL TE, UFOEAELH LTI LI T, PLERICKT
% Q FlHEZMEFTDHIENTE D,
- Bl 3CE L S e TR
U B S AT 3R A
cBREZSUOREEEBETEONT, EE, —BL BRI T —#
% OFEMRPEREZFMTHLICE > T, COMPICHEAET 22 ENESITRD, HlZIE,
c T A AR=F TNV ORMPLEEMPIEE O LV IEROAHZEET 5,
- WIEFE OIS K (Water For Injection : WFI) R0, B F 7 4% D ff .
c ERIEEE R R T 27O AR OME LM S,
RO RECHBRMR A DO DIC, FIEE A ORIEHROCHREEZERT D,
EREOMBEICEREL 5 AW REEOH 5 MEREN b SERMEICE L T, +aIllidtd 252 & &
"I s, 2, LTFOZ L 2HLET 5,
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- FEE OWAER R fERIEZ B DM T 272010, BUSERE O %17 5 .
- RS FR I D Al & ROEWIF T 208 C T, BRZE G O 5L & R B fEBRIE & /MBS % 72 9 O3 )
PATE RIS,
LUTIC, FrE DO COMP 12T 2 W< O DEIEEZZE T TV D,
V. Recommended CGMP for P1 Investigational Drugs
A. Personnel : fEEMEFE L. BB, M. BRREBMOLERD D
W,

CEZQIHEBEL TRITNER LA

B. QC Function (QC H&#E
- WA O O WE A TRET D EE
< AEE. B KRR FIHO M & AR OET
« HifAF - BEFEREICB T A EAT
s THELFES @BEROMA, RIELBEICET S BT
C. Mgk K OVRR i
IR AR R EVEE R R
BN ZRMRB HR, R 5 R
CEE) A BE. e, AR
VB REGYBLIE D7D O E 7R 2 KA AT A
BB A GRS TRV K D I IEIE S R
Control of Components and Containers and Closures (Ji#fBl., Aas. 120 H)
WA OBIEITE DN D FEMEHZ ONWT, XEL SN FIEEIC L > TEFHE I, FMEORES L.
BREIET 2LV BNMRE T H L PNEETH D, ke L TETREHHEE LTI, MM
A, W, HEE 04T, REMEOr y &, RESE. BLROADHIRRETH DL, TnEN
DFMEHZON T, KBEEZRET D22 ERHEREND, TAEROREMEIO B v 2 & O HTEE
HAER L EHREDL PR IND, SEEMENCET 2 EEHLIA T 0HEITE, BRBE 5
TENLEFT LWL, BAIFEDOZ Ny FITx L, BEERFE —RBZ1T 5 2 ENLEE LV,
E. Manufacturing and Records (Hlifis X OVFLék)
WA OWE LU TOFRELGLMEFIEEFICE > TITH Z BRI D,
AER I DTREMEE, B, FEFIRCE Lo mA sk, BE e
ANy FTHIE I N D FIEL LREROE TS L OZ OFmBEAYRIL
- B SR A P R e
F. Laboratory Control (FRBRZFH)
1) Testing :
BE TROF TN L 0ERBIL, BEMERZTER LT, £, —EoFHINTRNT
FIEFIE > TEMESN D Z ENLEFE LW, LR 5, "WAOFR M, B, MER S4FT
fliL. ZHOIIFAGEEEICHDIZHE L TWALEND D, RBREHMIL., RBREROEHEME% i
BT 27-DICHE R MBE CTRESNIEMINZFIEETERINDILERNH D, FRIE Y F
DRREFEF TN ZRBRE TR E72IF IND FFEIY T % 2FEMREEERT L 2 LBHRIND,
2) ZEME
WA ONREY TN OREEEEARBROMMERT 22 ENEE LW,
G. #RELE T ~VEA R KO
AR RE M S NS 56, BUICHEA ISR TR 63200, MV EXZHIET 5720187~

- 109 -



DUAT L RBEELE OB 2 HEIR T 5, BEORICIE, BT VISR EN TV D RETRET S,
YRR P Fifi~ 0D Bt 26 R8I 03 (2B R AT BE 7 B BE LS RIS AT 9
H. Recordskeeping (GFREkRE) :
REF L, RSB CTOE LERICET B2 REERET L N/ HRIND,
- B EE DIRST R & AR IE R R
- BOERR SRR K OB T 2 o B o R Gk
- Bl A R gk
- QCIE 1B SR ek
© BRATMBHC BE T D R dk
- ML A
- TG
VI. SPECIAL MANUFACTURING SITUATIONS (4% 72 HU3E o #1%)
A. Multi-Product Facility (ZHL5HEER) -
—ODIHRPIEIL, WAL LR SN KRR CAEEIND Z ARSI D, WU RIERD
BHFNENWREICATON2EAIE R CRKESE CHOREORED 2 WIEREEZ EHZHOBD
THEHALTLELI XV, 20L& &, BVEX ORI, GRFILICEE L2 TFER b 20n, 25
W2, SEEEE LT, BIEER LZEMEIORE, 7V —=v 27 FHEOBHIZMT 57 &0 FIER
GEN, B SNIZEEIADIHEL TV DZ L2 EHMCIMT 2 Z L3RS h 5,
B. WA, A TR
1) — B .
AEYRFITIE, WEBEOEMEFIN LI BRI N MEBEOE N LRI KT TR
YRS L ENRETH D, PLERBRA BB SBRICIE, LEIZS U TH%EDOIRRIE 2 f RS
TE2L90, W ARREL & bio, WEFEZHEDICHE L XE LT 2L, BT AEE
BITDHILENEETHD,
LRMEICBET DR (7 4 v ABRE, B8k, RIBRE R E) 2R MAREK S @b
BREL TWD Z L ZMRIET 57D DO 2 3% OB E L FEEMNITOND Z L 2 HRT 5,
2) Adventitious Agent Control (#F3MEiEIIRDEH) -
BUERE DBRETIC O WV THSRIERIRE N S OB RICOVWTEEEZI D L IREFICHEETH S, §
L SRYMEB A BAG THAM ZEAEY, T AN RA T 2 F | BIGTFIBEN Y X — & T IR R
FEUETHBUICIE. ERDEBEELOILERH V| P1IRBRIK 2 5E 9 5 I FDA 824 LB
DI LEHRTS, ZRARERR T, Bhd 7 ) —=r 7 ERBROFES/E LR TNERD
FOATRERIRY . BV CTREAZHEAT L L 2 MRS S, T X O Aeliak Tl REGYRE
T, UNMERA LW ERY 525 FIEZHNLTRETH D,
3) Gene Therapy and Cellular Therapy Product (GEin I8 L O TEHE)

BT IRREECHIEREMAI OL A, MERRITASZHETH LD, MEFITERELILHIC
BINT 50, HDVITEMNREEREYNE S NBETRETH D, MIEEREOES, FIH
TEDOMEBOENRROENTNDID, YU T NVERETDHZERTAREGENSDINL Ll
WA, ZFORUEEEZ M LCRILATEREICHT ORERICEEN O L e HRT D, bR
i DO RUERITMAE RO T, MR OREMELEEAMRT 272D ICHER N EE=F—T 5 L HE
EChDH, WREMEICEEO NNy FRlbN S & &, BMEFITENMICHEL 2 —%21T5 2
LEHEET D,
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C. Sterile Products/ Aseptically Processed Products (%% 4 /4 # ALPEdL )
cBIRAEEY — 7 2T — g O
CMEREEHRTOEDDY I 2L — g v FE
CEEFHIREEERT D EOOT =Y v DO EN
CHMEY— AT —Va v EHEETS
CERABET — 7 AT — v a Y OROWE BN E TRV & OfER
CEHRREEY AT a VNTO e —T DR L K
CRBEDNE T —7 Y a y TICRLABRNICR T AN ET D
CHEEVERERF O 20T R TOFIEE CE(L
CBRAENEERBRE T LW L o3rEL
WA & RN TR OVEYRRS I SN E oM B E W CREEBRIEA 1T
- BB
C BEEHERER S B S HRISEYI L O D OMEER L WIE . FLERIRTE
o METEABE Ay O VS Cae R O & AT D SCE A ERURAT
cQC AR PEICB T ARSI AE L B o — L7 2 & 2R L TIRBRIE & Hifir
c R O AT AR ERE I L DS ERT A Tt

VI. Glossary

&E#Hl 2-19 Guidance for Industry : Cooperative Manufacturing Arrangement for Licensed
Biologics (CDER, GBER / FDA : 2008 4 11 A %17)

I. Scope

EWRANORED 721, EE T, BEREN, Rz LEL T 27201, EWRH O REERE D
D—MERLET DL RSN EEBND LHICho Tz, TOMRLE LT, ®ESHIE, WA OH
FEROREDFRMEE A RRICT H7o0lc, WiEDsH, ZitlCHKEEZR LI ICR o7,

Ziwp RIT, FDA X, PHS351 ScD b L IZHIERFBEZ T AT SN TV D AMBANZEI 5. Cooperative
Manufacturing Arrangement M7= OIEEt 2 RIiT74 5,

ZOFRIE, FEAEH TEOMLEENE R L TEL I LIS T B0 OFFal il & LT, CDER, CBER
MEIEZEZTCWDINERLELDTHD,

II. Introduction

PHS351 ST HD & | FDA ILERIR L2 CH 2 AmRFICxt U CREIRIE & 37 7 3 D HEMR, L OV IE
& BRI R AT OMERZ G SN TWd, 2 2T, PHS A, FDA 04 RAIFANC X Y . Manufacturer
(AEH) RO LI ICERESND,

Manufacturer :
BRI R NS D VIEEETH Y, WEBIEOFFRIFGES T, £ 2 Tl 21CFR210, 211, 600, 680, 820 72
COLETHESN TS product and establishment standards ~DMFOEEEZE S H D TH D AR,
BEFRIT, WERRE CORERER AT v 7 OMBERHEZAH L TV D LTRSS 20,
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Manufacture (HiE) :
L, K, R, TRV T Al BB EORAT v 7L E S TORBOMIEICBEET 5T
TORT v T HBWT 5,

Manufacturer /%, BLA TRENDWHOREIZEH L, TOHEMELZELET L2LERH D,

BEx AYEAIOREICET 5 ENREEEHIL. RA. BB SN TELEROE - OREFICLY 3
S TE, FDAE, H—Ll EoFoflEHRI LV i snD &) RBREEZHFETL0THY, =
DL D 7R E L CiX, short supply, divided manufacturing, contract manufacturing 78 & O E N
EZzbhb,

II. SHORT SUPPLY ARRRANGEMENTS

21CFR601 THIZHK DX, b LHE N AR L TWARRICIE, EMRA O S /- f&EH (licensed
manufacturer ; 38 Al ) 1%, AR, I MICRIE Sh - E OS2 | B STV AR R
BAFTDHIENTED, 2L, MOEI REENPHESN TV DILERD D,

cRAEZIT TWRWEFTCOREN ., #FTHEE (licensee) ~DIEDIZD~D, JEH B Horpyic iy
EINZRBIZREINLTND I &,

B EINTWRWHERR DL TR, SLHS FDA IZBGFKEI N TWVWD Z &,

CERARLEE T, PAEELREAL. 2oP T, WEICHEEN LI AEMEOLEENRFITHRKL TWDH2D,
HDHWVITHEEWICHER Y —ARRZ LTV EOICRBEO/BERRZ L TNWDEZ EEMHAT L L,
- FDA L, RAREEOHPICRAIBETEL L 2MiET o2 &,

R RER L, AL, BRBEH 2 WVITEAOFEZBEL T, B3N TRV TGS DR,
WIS SN D HANCERICIESF SN TRESND Z L2 RAETH 2 L,

HAG R R OBEOBISITHIB SN TR Y . W@EIL, FEINZR_FNRZETDH L0, LEENEZD L
WHOFITERFRZ LhoTRETERI LMW, REOBRERBRETHLOND, ZOHETH
LILDEMEE & LTI
< T LT Y O A R E

TR EE LTS e bSO KRR
- PllEEE, EREsRET -0 0H%E
[ X A7
- MRERITREZAER T D 72OV B D FF AT STV 2R W R IfLER
- b SR OEMTIES N OWE

SRR B 4G 1L FDA EE ORI RIT R D,
Short supply arrangements fEICA Y 72 WERAHIER 13, RS 2 BERRERP L0 & 7225 BLA

DHEREZIRNT 20, BLAICENN TV AR EINT-HFEEDOL T % CDER & 5 VI CBER (2 BLA ([Z)E 1T
H 722 v i 22,
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IV. DEVIDED MANUFACTURING ARRANGEMENTS
Divided Manufacturing &%, &L L TAENHALET 22 L 2R SN TWVD Z DL EoBEHR RN
FEE L T2 0EMRAN O E ST 2 HEEZRET,
A. General :
Divided Manufacturing #h & & A L7 2 WIEZ L. KAIO BLA FFEEH D2 WVILZEDOFEROHF T, 2%
NOSHORREHAT T DI ENEEND, /o, HEFEBLIOZOMEOTITIX, 2R ENDHER T
TOND AT v 7P SNV E T B]A TEETHERAIND TR V72 b FATHND ZENREE
LWy,
INOOREERDDINEIMFDANRDDLRA > M ELTIE;

- RBA S RE TR, Bk L o—Hk

- P AR oD [R] S

- BOEENWEOR, THAEORZELZIEHTE 2008 9 0 OREN

- AR K ORI O (1abel) 36 X OME# L (labeling) D% 4tk

Divided Manufacturing \IZB ML TWAZNEN ORI RIEF T, oA ORE, R, H D5 WVITHKT
DEFRICEHT HR-EA FDAICBEMT 2L, £2F0 L) AR8LEEIT. BEITSML TV 5o il
AT RORFEEZBRMT S L,

B. Recordkeeping Requirement : COMP HRENIC D » L V) | BB REFEORBELET 5,

C. Labeling :
ZNENOBHEICSML TV L -EZE 0L, (LA, FFAEF T2 0ET L HDWVIEHEEHE T VI
T D, ZOB FDAIIROFICEET 52 &L,

- BEOHNCIRY s T v oic, EEAEAEFERXOMEE, BIORERZ2®ET 2 -EED
AT, fEFT, FAESEREST O L

c WS SCED 2T, Divided Manufacturing IZEM L TCW AT X TORIEFOLF], T, & FT%
LTk

RSN EERIE, ZoofEICHEHAT LI ERNFATIND DT, “further manufacturing” O FA]
Mz TR EHE,

V. SHARED AND CONTRACT MANUFACTURING ARRANGEMENTS
BUEFF A 2 RO TV D EMRFRIEF 13 ENRFTAHD & 5 Establishment T X CTOEHE L ET
TEDRANZFS> TORWEENH LD T, FENLEERA TR, O, Y 0 7ETOTXTOME
¥E AL TEDRAZHE LRV ERTT 2 L&, FAOHEFEHIT 2D WNITENLU LOREHR L
SHARED OR CONTRACT MANUFACTURING & % iBR3 5 b Liviawy,
A. Shared Manufacturing Arrangement :
AWEZ, ZHOULOREENEDORESNZREEZHFTINEELZ HONR, ELLHLamn T~
TORETHFAIEN TR —RAThH D, I ZRH L LT, —DOREFITTREICERELFD,
il > BUE B R A AN B2 R o,
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1. General :
ST 2 B/EF LR EMN 2 BOERRE A FIT L, oBEH & HE L T 21CFR600 O THIE S5
BIZHEWT 2 E0BELEZAY, MEICSNL, BEELRYEORELFET (B2 WIIEITOETLEZHFT
%) T8GRI, ZoWEIC XV BIEORET AR FOGRERIRIND,

WMEOREME, ME, ARMEICEEE 5 2, FDA BHME ORISR Al 2 Ot b Bl THELRBMERT v 7
D—HlE LT,

- WD~ inoculation of vessels or animals

- FBRAREERIC L DM & DR

C EBELZDN—NZ b

- W
.
C E L A

- Mk, MRS O BER S D GRS 3 % IR
- BRI O & BRI T gk O B i

ARG OMPE, F—IRICEZETIEIH L2, BMEOREFF I T OxdG L LTRES A ZRVWRIETRE L
<X

o LRI G R R LLSY D AL 22 ) 2R W 27 ) R BR

- A TR

- PAEE I

o TR H A

S IRY Ly

Shared Manufacturing Arrangement %G L & 5 & 92 8i& 3 1L 21CFR207 72 & D ZRIAIZHE LV FDA (2 &%
THULEND D,

2. BLA:
FNENOREZ L, 21CFR601 (IZHEVY, FUE %, ¥7512B 9 % BLA Z BIMEIC FDA ICIRIHT 2L EN H
D, ZOBLAIX, ROBEREHZMESIELIHDTHILNEND D,

- BN 5 BER O Bl s OB O HipH

- IR E

- BT, FEIESRAF

- BIE I

- BEMT — 4

- BREOEDIELDN R Yy FES

- WEFOWBEIHET S TR T

(W 1Z. Intermediate products, Final Products {2431} C BLA Z42H 9 A0 FDA 225 O B SN #E
EhtTws,)
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3. Responsibility of Each Participating Manufacturer :
SHARED MANUFACTURING ARRANGEMENT (ZZ 019~ 5 B 1%, £ OWAIORE, BB, & 5 WIIHE TOL
HARICBE T HE % FDACEMT 52 &, £ X5 pREF T, MOWEICSML T\ REHRIC
EHELSOHFFELBMT DL,
Recordkeeping Requirement ZJE5F4 52 &,

4. Labeling :
HEicsiml, WERT SN TV AREEDRTEEDEBZ TR) VI ICEDHHE,

B. Contract Manufacturing Arrangement
Z Z C. Contract Manufacturing Arrangement &%, FBA[HLEE MO RLER L RN EE Vb L, R
ARGEZ ~OEB L LT, BRUEEZN, MEOREO R H L WE—HEET T 286 2EWT 25,
ELT, FRINTWD MIREGEHABR, MR OCEDORRSICEAT 2R B R ENHT b5,
1. Responsibility of License Manufacturer : L FOBEEE2HFT 5,
- ME O, FE. 2h
- WE OBIKED BLA & %\ CGTP, CGMP 72 SIZHEHL L TV 5 2 & O RFE
« Product and Establishment standards & @ ¥EPLD{REE

Product and Establishment standards {X. YR OIHEB Z 7=,

- WE OIER L OHER R O S E

- REERBEROGER, EWME RN, ERBEHRRE S AT A

- BERB IO TS

- BB TR L ORISR ~OE TSI T 2 WE

- v R & —BERRGE S L OVE IR OE R, B X OWEE ~ R ¥ — iRkt L U RR ORI BE 8k 0 B i
R, VU =207 DKM EiBE g A

c VU —=RALBRWVWHEAEDO e ha— Lt U NDERE

IRy T

© BRAMHERRIZKT L COMP 35| S fe S HRE L TV D 2 & ZRAET D T 2T A
cREE=XY T

- MR B K OE D5y D IEGLE 35

c WEB~DOHEH

PRREE L, REERRICET A AR R SICE L, FailEE LR e AL, BAREREIERLOLE
% FDA BT 28BN D 5,

2. Responsibility of Contract Manufacturer

BRI RIEF X FDC Act ZIMESFT D LENH 5,

RIS E DR 13 FDA DEL DS & 720 . 21CFR207 72 PICHEHL L CEB LT HOLERH 5,

PRATRLEE L., BREINESICER L T I EE2RELRTRIER SRV T, 7a7 77, &%
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i DORFE, ZOIEDDIERICT 7 B ATEDILEND D, BATRLES TIX. BRI D O®M., AR,
AR OERER EOEREZITIRD FIEAEOICHEEL TWAILERD D,

BRREE T, TR TORR, HROFKENBAIREF ITEBDLoTNDLEARINTND, BARER T,
E4 8 L (N Establishment standard ~OH¥ERIZBE LT R TCOEMLEZF ROV TE2HL0THY, o T, @R
A BLTE R IR S S SN DIEEICHEIL Y S 2 L A RAE L AR R S e, WE M ORI, @, E
HANCEGOEOER R A HEIL L TV D0 E ) el ¢ 2 FIER S £ T adhide sy, ThboF
JIlEE Uik, fodk. BOERN., KM, EHNEZE R A2 L Ea—T22 L RERETEND,

FOATIRE A 1, FDA ~ & B2 B B0 RS Fi5 1 DI AS COMP AR ICHEIL L TV D 2 L B KU ZE O R T
HOHZELITHEELRZTNE RS20, B RIER X, FDAESERHERO Y XA RN HFELLFTELZ L DR

FEEZE NGB TE L FEx FDA X HEE T 5,

FHIRLER O COMP YEHLER 72 ERH o I-5A . BAMERIZZVWT 2RV E LA EDT 7 v a vk
ENBD,

EIHGEN D DA, B HRIEH O BLA/ BRIk SETHTH &,
- MEOREMN. BRHER~D, BLUONHOIEDFE

s FhERSINT B REER O ET

- B RLERE 0L R, EET, SRR

- BRI THEIS SN D EEEEFIEO Y 2 b

FRELEENRAEEF IO T R TCOBEREZIRE L2 0T, £ 0 ZK1T Shared Manufacturing
Arrangement & H7 I N5,

3. Master Files (&%)

4. Labeling (%)
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EIE EUM

&%} 3-1 EudralLex Volume 1 - EU pharmaceutical legislation for medicinal products for
human use M UHFH RN A

Directives

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

Directive 2009/53/EC of the European Parliament and of the Council of 18 June 2009 amending
Directive 2001/82/EC and Directive 2001/83/EC, as regards variations to the terms of marketing
authorisations for medicinal products

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

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

Directive 2004/24/EC of the European Parliament and of 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

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

Directive 2008/29/EC of the European Parliament and of the Council of 11 March 2008 amending
Directive 2001/83/EC on the Community code relating to medicinal products for human use, as regards
the implementing powers conferred on the Commission

Commission Directive 2009/120/EC of 14 September 2009 amending Directive 2001/83/EC of the European
Parliament and of the Council on the Community code relating to medicinal products for human use
as regards advanced therapy medicinal products

Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 on the
approximation of the laws, regulations and administrative provisions of the Member States relating
to the implementation of good clinical practice in the conduct of clinical trials

Commission Directive 2003/94/EC of 8 October 2003 laying down the principles and guidelines of
good manufacturing practice in respect of medicinal products for human use and investigational
medicinal products for human use

Commission Directive 2005/28/EC of 8 April 2005 laying down principles and detailed guidelines
for good clinical practice as regards investigational medicinal products for human use, as well
as the requirements for authorisation of the manufacturing or importation of such products

Council Directive 89/105/EEC, of 21 December 1988, relating to the transparency of measures
regulating the pricing of medicinal products for human use and their inclusion within the scope
of national health insurance systems

Regulations

Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying
down Community procedures for the authorisation and supervision of medicinal products for human
and veterinary use and establishing a European Medicines Agency

Directive 2008/29/EC of the European Parliament and of the Council of 11 March 2008 amending
Directive 2001/83/EC on the Community code relating to medicinal products for human use, as regards
the implementing powers conferred on the Commission

Regulation (EC) No 219/2009 of the European Parliament and of the Council of 11 March 2009 adapting
a number of instruments subject to the procedure referred to in Article 251 of the Treaty to Council
Decision 1999/468/EC with regard to the regulatory procedure with scrutiny Adaptation to the
regulatory procedure with scrutiny - Part Two

Council Regulation (EC) No 297/95, of 10 February 1995, on fees payable to the European Agency
for the Evaluation of Medicinal Products

Council Regulation (EC) No 2743/98 of 14 December 1998 amending Regulation (EC) No 297/95 on fees
payable to the European Agency for the Evaluation of Medicinal Products

Commission Regulation (EC) No 494/2003 of 18 March 2003 amending Council Regulation (EC) No 297/95
on the fees payable to the European Agency for the Evaluation of Medicinal Products

Council Regulation (EC) No 1905/2005, of 14 November 2005, amending Regulation (EC) No 297/95 on
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fees payable to the European Medicines Agency

Commission Regulation (EC) No 312/2008 of 3 April 2008 amending Council Regulation (EC) No 297/95
as regards the adjustment of the fees of the European Medicines Agency to the inflation rate

Commission Regulation (EC) No 249/2009 of 23 March 2009 amending Council Regulation (EC) No 297/95
as regards the adjustment of the fees of the European Medicines Agency to the inflation rate

Commission Regulation (EC) No 540/95, of 10 March 1995, laying down the arrangements for reporting
suspected unexpected adverse reactions which are not serious, whether arising in the Community
or in a third country, to medicinal products for human or veterinary use authorized in accordance
with the provisions of Council Regulation (EEC) No 2309/93

Commission Regulation (EC) No 1662/95, of 7 July 1995, laying down certain detailed arrangements
for implementing the Community decision—making procedures in respect of marketing authorizations
for products for human or veterinary use

Commission Regulation (EC) No 2141/96, of 7 November 1996, concerning the examination of an
application for the transfer of a marketing authorization for a medicinal product falling within
the scope of Council Regulation (EEC) No 2309/93

Regulation (EC) No 141/2000 of the European Parliament and of the Council of 16 December 1999 on
orphan medicinal products

Commission Regulation (EC) No 847/2000 of 27 April 2000 laying down the provisions for
implementation of the criteria for designation of a medicinal product as an orphan medicinal product
and definitions of the concepts “similar medicinal product” and “clinical superiority”

Commission Regulation (EC) No 1085/2003 of 3 June 2003 concerning the examination of variations
to the terms of a marketing authorisation for medicinal products for human use and veterinary
medicinal products falling within the scope of Council Regulation (EEC) No 2309/93

Commission Regulation (EC) No 2049/2005, of 15 December 2005, laying down, pursuant to Regulation
(EC) No 726/2004 of the European Parliament and of the Council, rules regarding the payment of
fees to, and the receipt of administrative assistance from, the European Medicines Agency by micro,
small and medium-sized enterprises

Commission Regulation (EC) No 507/2006 of 29 March 2006 on the conditional marketing authorisation
for medicinal products for human use falling within the scope of Regulation (EC) No 726/2004 of
the European Parliament and of the Council

Regulation (EC) No 1901/2006 of the European Parliament and of the Council of 12 December 2006
on medicinal products for paediatric use and amending Regulation (EEC) No 1768/92, Directive
2001/20/EC, Directive 2001/83/EC and Regulation (EC) No 726/2004

Regulation (EC) No 1902/2006 of the European Parliament and of the Council of 20 December 2006
amending Regulation 1901/2006 on medicinal products for paediatric use

Communication from the Commission — Guideline on the format and content of applications for
agreement or modification of a paediatric investigation plan and requests for waivers or deferrals
and concerning the operation of the compliance check and on criteria for assessing significant
studies

Commission Regulation (EC) No 658/2007 of 14 June 2007 concerning financial penalties for
infringement of certain obligations in connection with marketing authorisations granted under
Regulation (EC) No 726/2004 of the European Parliament and of the Council

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

Commission Regulation (EC) No 1234/2008 of 24 November 2008 concerning the examination of
variations to the terms of marketing authorisations for medicinal products for human use and
veterinary medicinal products

Miscellaneous

Council Decision 75/320/EEC, of 20 May 1975, setting up a Pharmaceutical Committee

Council Directive 78/25/EEC, of 12 December 1977, on the approximation of the laws of the Member
States relating to the colouring matters which may be added to medicinal products

Council Directive 90/219/EEC, of 23 April 1990, on the contained use of genetically modified
micro—organisms

Council Directive 98/81/EC of 26 October 1998 amending Directive 90/219/EEC on the contained use
of genetically modified micro—organisms

Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the deliberate
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release into the environment of genetically modified organisms and repealing Council Directive
90/220/EEC

Council Regulation No (EEC) 1768/92, of 18 June 1992, concerning the creation of a supplementary
protection

Commission Communication on parallel imports of proprietary medicinal products for which marketing
authorizations have already been granted

Commission Communication 94/C 82/04 on the implementation of the new marketing authorization
procedures for medicinal products for human and veterinary use in accordance with Council
Regulation (EEC) No 2309/93 of 22 July 1993 and Council Directives 93/39/EEC, 93/40/EEC and
93/41/EEC, adopted on 14 June 1993

Commission communication on the Community marketing authorisation procedures for medicinal
products

Note for guidance on minimising the risk of transmitting animal spongiform encephalopathyagents
via human and veterinary medicinal products (EMEA/410/01 Rev. 2 of October 2003) adopted by the
Committee for Proprietary Medicinal Products (CPMP) and by the Committee for Veterinary Medicinal
products (CVMP)

Guideline on the definition of a potential serious risk to public health in the context of Article
29(1) and (2) of Directive 2001/83/EC

Guideline on the format and content of applications for agreement or modification of a paediatric
investigation plan and requests for waivers or deferrals and concerning the operation of the

compliance check and on criteria for assessing significant studies

&l 3-2 REGULATION (EC) No 1394/2007 o #Ep43ER

REGULATION/EC/1394/2007 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 13 November
2007 on advanced therapy medicinal products and amending Directive 2001/83/EC and
Regulation/EC/726/2004

http://ec. europa. eu/enterprise/pharmaceuticals/eudralex/vol-1/reg 2007_1394/reg_

2007_1394_en. pdf

(FF30)

(1) MRBLEOGTFEWFICB T OIRZEORRBIZEY, BEFIBE, EHIIGEE. Mk LPRERR ED
TMERNEETNTEE, ZO0HIE, & MEEROEFERE L THLWEEZRELEL Y ELTWE,

(2) JEMERERSIE, © MNEBEZBE T T OoMELE L, 2 0RE PR, e, REPrfE
W& ABEMEE R B, BE, EF{LIEr-oice NMREESND, 20 L) REERHORE,
Fifi, A ZRET AT, ARELEOREY A NICE> TORITIER S 20,

(3) BAFIRME. (RMIfRIRRE., Mk TFRIRM 72 E1X. Directive 2001/83/EC TEFR SN D A, Ak T
FRBICOWTRERICER SN TV RV ORER TH 5, WA A S 72l - MikicESvTn
LG, HETH, ETH, EPRERRERRERLE L TEXANDILERDH D, MENESR
WAEETORWHMETHOORT, EERMOERICAHBELALVE, 2ok 5 R2REITEREND L TE
WEML TRV EEPREIC L TN RITNER S RN,

(4) Directive 2001/83/EC |2 KT, MAHEORERKM/EHREEGEN EHLOMANC LV BE SN D &
RDBN—ZFMAEGDLOERBOEARNMEAKRICLbDTHL, LIALERL, X THDHHM
ol - MR % F A A DR RRER R OEMHEENSRNOT T e —F BRI >TL D, ZNHD
BUICR LT M - MO FEHELEE) . E R, EERER 2 2 S D L o AR 1E AR
ThHhdHLEEZLNDIRETHD, ZOLHIRMAAGLERBEFIABRANCE > THESND,

(5) JeumEI M O PN, BHMS L OB OREREN G, FINCTE I, RS HAIR LB /e
STETCND, ZNICE YV REOBMANBENBBICZ D 2225 L0 CORNTIEOMERN 2 E
AnRREIND,
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(6) AHBIHNZ Directive 2001/83/EC ICHi- R GHEZBIMNT 5 &k, ZOHUMOFEHILMS O T
BRSNS ZENBREI, KO 2 REE T - 72 T TRIC LY AE S e E
OV THIET 2L DO TH D, Joiii 5 R G 23R E O B AE CIEE & IS ERE S, ERI7Z 0
L 2EMMREMLO FICAESNLER —OEOWHBENTHER S, BEEADEFZHLTON AL L
A= FIREICHERTE DL X ICHERAIN TV DIE, 20 X9 Z2eEE R AIAHTHl s s =
bl E AN

(7) JeumERREEICRE % EC N O BLANE, LREEKDOMS TRENDRE, 72 & 21F., Wi, 8y
M 72 & OFs R 7e b MIRRGE B HER PIC oW THIITF A O Tidew, £72, ZTh b0z &,
FmRLEEERLORTE, el HIRT 2 X0 REMNEOEISICEET S H O TRV,

(8) Z ®HHAIZ Charter of Fundamental Rights of the European Union TS L5 & 9 22 HARBIHEF
L DREARK A YT S LD TH D, £72. Application of Biology and Medicine: Convention on
Human Rights and Biomedicine (ZE§ L C Council of Europe Convention for the Protection of Human
Rights and Dignity of the Human Being Z#&JEICANTZL D TH 5,

(9) BIE, LRETHEINTWD T XTOEYFHRANL, EC PRFRBATONZTHY . WA DO ME,
LM, SHRICHET 2 HE—ORRMFHE L, EMEA TROEEREECTEBSND, ZOFIEIT, i
EFREMICBE L Th £/, EMEA TR S L 57 &, ZDOFIEIE EC 2 E D 5 F k28 i 091G S 41,
TN ED TN OIBMANOERELORFNFEMA S ER L)L TIThhd Z N RES L, E/2EBE M
ABIOEZEMFZOF M7 S12B 1T 2 ENMEF SN THRANTSERN 2 b 0FEFHHHEIICT 722
THZEEZARICL TS,

(10) JedEEE S OFAMICIT, FER IR AR N EZNLIEL L, TULBERNRIERFH S B2 B2 29T,
BT ERESR EEDPOSH TCORMERE I ANA—T2b0TLH 5, ZOHANL, ZES,
Committee for Advanced Therapies (CAT) Z %3 L. SEiEKLOLEM, ShHICE L TERORE
EER L, & P CTHEAT SO EMEA IC X 2 IRBEM R Z/F2L W) O3t/ L Thb, Mx
T, ZOZEESITRET) ORMPAN TR R Bl 2 B 5 RIS OFHHIC DWW THKZZ T 5 FiThk D,

(11) (CAT IR+ 2B 2 H D)

(12) (CATICEAT 2B 2 H D)

(13) EHEIESLIC OV T HMOEYLPEMERLEFE L LS BRI RTHELINER DD, LLEN
O, H - 2Aet N EENT 5 OICNERE - AR - BROT — 2 O, R & O ELER
WK THD, —HIhdOBEMAILBEFIER, KMREREEELICE L T Directive
2001/83/EC IZREIR SN TV A DM TEMEERMICEH L TR ELEHLSINAILERD L, T, &
HICF T DR PR KIET D £ 9 B RN 2R E b OFIHIC LV ERENDLTHA D,

(14) Directive 2004/23/EC 1%, & Mifd - MEARICREI L C Ay, U5, B, AF, R1FE, FROZDO
BRIOLZEDTODOFERELED TS, ZOBRANE, 2004/23 6@l 32D TIERL, &L LA5HE
MBAELE L CHieT 200 TH D, LMERLA e N - % E S5 A%, 2004/23 (T FHE . I,
RBRICEAT A0 THLT 2O THY, ZOMOMIZE L TFASANC LY HEIN D,

(15) & MR - MRk O FHICE L C, 2465, g tE oA M, R oFIMh I8, RO /g
BB R ENEEINDIRETH D, AAKFAIE LT, SmMERL M - ALk B Fr o 5
EORUPENDIFENDLRETH D, US 1L, b Ml KO ORI A L ORI 7 &
=N EET L IOMERDOPLTFEEZHRLINETHD, LV I DIFHABNLSEHEOE N
Ha o« MR ORMTE VLS EEICFE L, Lo Tt FOREOREICHEM TS LN TE LT
»HD,
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(16) Zeui R 3 (2 BE 9~ 2 1RBRIZ Directive 2001/20/EC (2RIl » CTEEA A LA & M BREf: 0 T2 EA4T
INDHZRETHDIN, GCP HA RTA VBRI ORERE S D WVITWMAOEMEE E D DH Directive
2005/28/EC & F 7=, ol KW O BRI A DEZHANIC L > THASh s R&TH 5,

(17) el O RIE T, GMP OEEARIZHI > TITON D2 RE THH A, LEILIE U T, T bR O Rk
BB ICADE TCEETRETH D, I HIT, FRICRE TR OB M 2 SO S & el R 3K AL 1T
b L7 A FoA4 UV IMEBNDE XX TH D,

(18) ZJelmPEiRIE i IL, ERHEIR D 2 WVIXTEEDO & 5 DAL AT FER EREMREZ EA TV Db L/
WV, IR OEEMIEIE, Directive 93/42/EEC 3 X Of Directive 90/385/EEC (ZH» 7= B4k L
T, B ZE2OWMU R VA PREI TV RITAIER O 2RV, EFRESRTS H 5 WITH OA B 7T HE
BRI AR OB 53 1T B9 2 3Pl O R i, ABRNC Al - TIThi 5 Y Ji DML A G o S bk R O 514 12
Lo THEARBENTWRITNIE RS20,

(19) MRFMEOEE, 7Y 7w, MEEICBT 5 Directive 2001/83/EC 12 & 2 Bk, JeimkE
P R D B B R R IS S LT e iF uE e B, S OBLAN ., Jeu R R & T 5 B
DRI - RO BT R O DN HONWT, BEDMDHER 2 E ST RiThidie binn, iz
mtFoEA L BE I N TR SR,

(20) N EBEFEROED 7 v —7 v F I3 EMERELGHOBAICR N TEERUEHTH D, HiFH LK
FARHFEEIZBWNT, COLIRMBRBEEINTT7 40 -7 v 7BEESN TV S 2 iEH % Rl
TRETHDH, NEWHEDOKEEN S EYL SN TWDHATTIE, JR5EAGRETE & 13 56 bk e = 3 50 1 B
WLV R 2RBIC L CHEHEZR) AV ER VAT LAEEHNLTWD I ENRERIND,

(21) ABAIZEET 572010, YRHDLWVITEESIITA RTA VEERTLILERS S, MS 4md D
VITPERER 2 CRIET 5 R TOMKIC L 2 AMSZBM T & T, ZAICEY ZOEKRTORG N
HMAEE —PICED TAT VAORNIHEmEIT) 2 LN TED, GCP/GMP ICBET D WA N T A i
HHEIELNDRE T, HFELLIE, ZOHABI N2 RIET LRIOEIELNDRETH D,

(22) BEF L. BB LOZOWHEWE OERRBHATREMEZ ATREIZ T~ 5 v A 7 A3l ER E KM 0%
EEET = —T DDV ATH D, TOYVAT LOWMNE L OHERFIL Directive 2004/23/EC (27T
HENTVDEBFREEOEF L O ARSI OER—BMEZHRIET D Lo R FETEBILR2TN
DT, BEFTREME S AT AT E T2, Directive 95/46/EC DA ANTEMOEEK RTD L H T —
ZOEAMABBEICHATOIREELZEE LR TIE RS20,

(23) ZOEBKTIHEBENREICENLT SO T, LREFRERLOBERICI Y MIEEIC, KR%OIGE %
EXT 200 R EEEFDIERMNOLOMENEOLNDL L SICTRETHE, 1BV TFT4T7ELT, £
D XS B EICx T DR, UM OREICK L TER/MRTHHRE TS,

(24) YJFix, #@ix1. Ml - RIS E SO R S M EIRERMOERICEBET 208 9 0, BEN
BEZLH 20N LICHIEINEREThHD, THICL Y EFRER L (LS ORRERICHET2E
Rissicbm&E 425252 ENAlREL 725, The Committee for Advanced Therapies (CAT) (X, Z® Xk
IMBEFICH L THEERRH A R-TRETHD,

(25) JelEiRiRE IR OB F L OIERRIR Z 2 2 5E 3 2 O BB 22581 LI LIE, /Bt T
Tohd, TOXIBRWFRETOA BT 47 L LT, RFEARBHE & ITHNT, Agency W TF—F %
P LRFET D2V AT ANEAINDIRETH D, 72& 2 TOFERAFIENMR NN EH, 20
LRV AT BEFRCT — & & R LI R O BRIRREBR O 55 L OMRGE KRR O B 5Tt 3 5 50 %
MEFTHZLEHMNETRETH D,

(26) FHERIBAMIARREZ ZE T 572012, BU BIESE, SCMmERER DL QIR AR R

n

h. RankrtE o3

|
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E, IRV T atE IR CEICHET S EAOMLBER WD EIT b IETE S & ) icib s
NONEThHDH, BERT, PTRIND FRICEETIERZER R BEEREIFIHTE 2 X5 F
AETNETH D,

27) BBRPEMSN TS, ZORUOBITICHETIHMEICOVTOREANRESNDLI NS TH D,
WA SN e EREIE G OB S 2 RREBICEED DR IT TR B0,

(28) ZOWIKICI T D EHERBERE & b2, Mk T2ICB T 5 Scientific Committee for Medicinal
Products and Medical Devices ® & R.. B X ' European Group on Ethics in Science and New
Technologies DERNEBEE I N TV 5,

(29) (ARHHIDFEFTE Council Decision 1999/468/EC & @

(30) (b Regulation, Directive & DFHEKIZEIF % Foik)

L

{

A A B 5 Rak)

(31) Directive 2001/83/EC, Regulation/EC/726/2004 [XEIE XN 5D,

CHAPTER 1 %t4:& 2 (SUBJECT MATTER AND DEFINITION)

Article 1: %f% (Subject matter)

AT e imia iR A A I B9 2 KR8, BB . EEEMBERICE T 250 BAlZ ED 25D TH D,

Article 2 : E# (Definitions)

L (BEERERLBIOHEGEOER T, MoREFEIC—FLTHDOTHD)

2. BEEMHBEZTODHIM - M ZFF > TWDRE, 2D OMA - MO IKBZE AR, R
HITERE Z oG O FEARBERHER L A Eh D,

3. HE® D WIXRIFEMIL - A8k 2 M7 F o nimif R RS IX RO A BN s Al En 5,

4. MR RERLOERIC/ D X5 R EITMEE TR LRI N D,

5. WOEFRITRH2EMIT, B TFHRRKERLEARIND,
~ ERARRTEFR IR S b B\ IR TR L
- B TiRRERS

CHAPTER 2 : JR7EAF D E 4 (MARKETING AUTHORISATION REQUIREMENTS)

Article 3 : &4, Hu5. 3Bk (donation, procurement and testing)
SEURPERE RS b A - ML A A TV DR, Z 0BG o I B, BUBR, 1 Directive 2004/23/EC
IZHEHL L THT o D,

Article 4 : EEIR#ER (clinical trials)
1. BETIEE., FHEEEERMLIZET 5 Directive 2001/20/EC @ Article 6 (7). Article 9 (4).
(6) DS ITFAE T8 (tissue engineered) 2 &) S5

2. BEST, YREHERLEZODL, BMERERLICRI LGP A RT A4V EIEKRT D

Article 5 : GMP (Good Manufacturing Practice)

HEXT, YREHERLEZOL, BMERERMLICHIELIZMP T4 R4V 2EKT D

Article 6 : ERHESRICIBE S A HIA (Issues specific medical devices)
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L MG DEEmIRRER M O —F 2T L T2 ERELS I Directive 93/42/EEC @ Annex T D #4720

S L CRTFIERS RN

2. el EIRG T DIEEO H 5. BALTRE /R ERMEIT. Directive 90/385/EEC, Annex 1 @

BHICAEBEL TORTER 57220

Article 7: EEHSR 2 & o iR ERICIBE SN 7-ZEREFEHE (Specific requirements for advanced therapy

medicinal products containing devices)

Regulation/EC/726/2004, Article 6 (1) DIEFEHEE, HHWE, A ¥ v 7 4+ —/L K0 DML S5 JeliE
P 3R D KR BT BT A T, HEEFICITRHOYBRE/ MRS L OB DT A 0K
BIZCETO2BARTEE SN TV OIRERD D,

Chapter 3 : R7E7&ZRICZE % FIE (MARKETING AUTHORISATION PROCEDURE)
Article 8 : FF{fiF/NE (Evaluation procedure)
1. CHMP i, JEMERERLICELTHESN TS H 5@ 2 BRI ICE LTI, CATIZBE %2R
HZ L, CATIX, HEAOBICHLHKEEZT S,
2. CHMP |23 1) 2 i MR ARRICH T2 KT 7 FEREERT 2 & E12iE, CAT IR a4 2%
BADICERROFZIL, areryRCELRVIFEZ, FOAUAN—DOEHEBEREEAT 5,
3.CATORZ 7 VERZAHFODEESOZERER LU CIWP ZERICEMNT 5,
4. SEURERERLICET AHZMERICE LT, CHIP & CAT 28 —E LW Bk, CHMP 1%, ZD3EHRIC
BAL CEEMZARBMAZ IR T 52 &
5. YJEHix., LEWEICH LF L L FIHEEZIER T2 Z &,

Article 9 : fA B b ERHL S (Combined advanced therapy medicinal products)

1. MAADERmMERERDIZEL T, 20 L) BRI T X TYROREKIFEMOXIRIZR D,

2. JeRERREIRN ORF AR R FEICIX, Article 6 TOMEBEM L OBEAMICET ARG TN T
TR B0,

3. MAG D EREESORCARHFEICIL, ERESRICET 2 Directive 93/42/EEC KT
Directive 90/385/EECIZHIY , ARWEERIC L 2FHEAFTENTVWDH Z &, YR, ZOFMOR R %
WET L, FFMICET 2 BMERERDLZEBH D, ZOGHITITARKEIE. —» ATEOR
a2 L, HFEENZ DO XD RFHEOR R 2 E D TORWEFITIE, CTA 23472 v &HIEr L 72
WER Y | HRITEEOH 5 ARBEENLEAEMEIZOWTEREZ RO DINENH D,

Chapter 4 : B R OME, T XY 7 LEE (SUMMARY OF PRODUCT CHARACTERISTICS, LABELLING AND
PACKAGE LEAFLET)
Article 10 : 8L OBEE (Summary of product characteristics)
SeunE PR E IR G O B AR OB E I, Annex [T IZFREMOHEREZATNDHZ &,

Article 11 : EIMEANER & EHRBED T R Y 7 (Labeling of outer/immediate packaging) (45W%)
Article 12 : BRE &N - EEDO AL (Special immediate packaging) (&)

Article 13 : #E2LE (Package leaflet) (HW%)

Chapter 5 : &% O %} (POST-AUTHORTSATION REQUIREMENTS)
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Article 14 : WIE/KGRBE O, AEFSR, VAIEHO 7y u—7T v 7
( Post—authorization follow-up of efficacy and adverse reactions, and risk
management) (W)

Article 15 : :BBFA[8EME (Traceability) (4&HE)

Chapter 6 : @Al (INCENTIVES) (4&1%)

Article 16 : FHERIE (Scientific advice)

Article 17 : e ER S BICK T 2 B2 HESE (Scientific recommendation on advanced therapy

classification)

Article 18 : SWEZEFHH & RiilEK (Certification of quality and non—clinical data)

Article 19 : BRFEAZRE FH DOHIJ (Reduction of the fee for marketing authorization)

Chapter 7 : JESgIERICBIT 5 Z B4 (COMMITTEE FOR ADVANCED THERAPIES —CAT-)
Article 20 : euRERICEHTHEEHS (Committee for Advanced Therapies)
L. CAT XM RNICHRET D,
2. Regulation/EC/726/2004 ML EN CAT [T G S5,
3. MRORKIE, CAT LYoo ZEES., I CHIMP, fVEBLZEBS oV —F o 77—l
DR RIS D Z &,
Article 21 : ZE & DA (Composition of the Committee for Advanced Therapies)
I RORAR=IZ L0k EN 5,
(a) 5ODOMS LRI NTZE4, HAWIETENENDO MS OB I/ CHP hH D54, Zhbd
541 CHMP |2 L » TIEMm S b,
(b)) MSDZENEFNOXIETDRNLRIEND 1 4 & CHP D OEMEND 1 ADOHAEER
(o) BERENLBEIIND 24 L 24 OMFTESR
(d) BEHEGRIIND 24 L 24 DMAER
2. CAT @ A »N— 3R E SN BT 2 RHFREITRRRIC L > TRV SN D, Tz, ERELS. M
ML, BB TIRE, MIERE. A0, SR EERMZ 2N, ERERH, Mk 0N HE A
—LARTUADENTE LD THLILERD D, DL 240EB L 24 OMAF L. ERBEIRD
TR ZFFS TV AMERDH D,
3. CATO AU N—XMEW 3FE T, SHICITHEMELRAMBIEL LN TE D,
4. CATIZA U R—OHNLF =7~ 2RO, LHIE 34, EEIZ—M,
5. TRTDAUN—DRA, BRFEHZBICOVWTIYRIC L TAREN D,

Article 22 : FIIZERB{E (Conflicts of interest)
CAT D A U /N — RO Fe 8 1A T2, R O 0 CRIFMAIERBZRZ R > TNl &

Article 23 : ZE 2D ¥H (Tasks of the Committee for Advanced Therapies)
(a) CHMP IZ & 2 et EREFMITH T D HMAROL-DIC, WEH, B2t NHTDI NI 7 ME
RAEERL, ZORGOBBEPICRELEZT —ZICELTHET S,
(b) BN EMERERLOEBRICADINE I DT RAL 2T 5,
(c) CHMP DELIC LY | AU AN—DORFHHEMER TOEHRMLT, TOH, B2k, 2z Lizon

TT RAA AT B,
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Chapt
Arti
Arti
Arti
Arti
Arti
Arti

Arti
Annex
Annex

Annex

Annex

'
(1)

(2)

(3)

(4)

(5)
(6)
(7)

(8)

(@) HROE, HOVIFHEFEROERITIEC ThmERERMIIBETOEMIIHLTT RS 22
Do

(e) ABAIDHE) 2R 572D FEFHIERIC, BR8N H T 5,

(f) BFEROERIZLD | EEHRAREELD D WITEROFERICE L TRRIEICRFENEEN . 7 FA
A Ax525%,

(g) ZDIEn, AHANCHRB SN TS FREEITHETL2RFANT FAAAL 22175,
er 8 : —fk X OV #4478 GENERAL AND FINAL PROVISIONS (% W)

cle 24 : fEEHEO#E S (Adaptation of Annexes)

cle 25 : REEB LV L E 22— (Report and review)

cle 26 : ZEESFJE (Committee procedure)

cle 27 : Regulation/EC/726/2004 MfEIE (Amendments to Regulation/EC/726/2004)
cle 28 : Directive 2001/83/EC D{EIE (Amendments to Directive 2001/83/EC)

cle 29 : B1THAR (Transitional period)

cle 30 : Zh 71D 34T (Entry into force)

I : Manipulations referred to in the first indent of Article 2(1) (c)
II : Summary of product characteristics referred to in Article 10
II : Labeling of outer/immediate packaging referred to in Article 11

IV : Package leaflet referred to in Article 13

3-3 IZk'J‘I‘IEEEEﬁ%ﬁ?EA DIRECTIVE 2001/20/EC

1 35 iR 52 D 7K 78 T - TTREMIC OV TORAE L OERRRROK RICBE T 5 35 % Ll
LieEABLERERMNT D 2 e 2Bt T2,

BERARBR O FEME TS L CORRFANT., AMESLOCABOERLIR#EIND Z & T, AEEKRRRT
DEMEFHERICE S VA7 G, mHEERES L, MAT—XREBICETLIHANC L - T, RIES
nb,

FRRRBRIC OV TOENRFEEEZHEZ DT LN TERWALITIE. FARERENS G2 bR TIX
R, FAE LT, 20X R AXEMERICHAANTIZR LR, L L, /WARICFIETfEZ
RRAWET O NEEHERRROJGLRICEL L b MBETHDL, ZORMOLDHITKRDO LN
DR REBRIL, TR R Y B OMREE G2 DR MHICB VTR, EiTHIENTED, 20D
MR OISR E R/ NEORFEOTDODEENREH T ONILERND S,

RAVE R B e EOFERE N &2 K< A& ZBRRBUCH A AN D5 E 121X, S BT 22 A
WESHRTNIER SRV, ZOERLERGEAEICIE, WhRIBERRBR~OSIMIONTHEE
DIEMRBADOLEIZLDIRAERLETH S,

IERRBEA OBEEIE, A EESITERIL T 5,

R R FERE L ER T H-0E, BB LS5 W EET 2 RBIT, EfT & TRV,
EMEA D EIGOFFRA, BEBICHET2EBEZITHIN,. 20X ) RERRBITE, BEFREEZITM
faipiR a2 BN 2 WEM & G, BRNEB P TTRUKR % 5 % 2 A1Z. EMEA (T X 2 i 7K R O AR #L &
725 EERARBAE RS LD OFE SN2 HFIEIZOWTORERZFEMOTIR N NHEIE, L 225,
BEMEEI I (MEERESO) 1 2OBRZRAT 2 LICL0 ., BERRBROSNE OmH 2%
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N Z el FFEDOENEORBA~DOSMEHET 2 AREMEZHERT 5 2 & b <, RO
BEZHLEDZENTE 5,

(9) BRIRBRBROANE ., BRtA, B TICOWTOFRIT, REIMITON TV D INERES L OO 3 ~Ton
HENC O AFERARETRITNIZ R SR, 22T, BMNTF—ZR—ZANRBEINIVLERLD D,
(10) FEIRERBROIEE 13I8 < OBINE & FEHifisk A A AN b, EEOIMBEICE LN - TERIN

5, ABRBHAA L EEOBANCE T2 FIE, ZATOLDOEMEE, MEEMCHESIC®EL2>TVD, M
WBRERRBOEEOTZDIIIHARCTERALEO S 5 FIEE M L, BIRYFEIC & o THRFEFRN DK
RBOHRMLRELZRT O OREEEHE TS Z LIk o T, BARBROTEBEIZERERbO L

LIS ED 2 ERMBELEEND,

(11) JRAIE LT, MEEZERORRPGERN T, BRBARFFATE LTRWES, FEFT ol IR R 2%
ECTHZONBRERZBETEDIDDETRETH D, 2L, FHNCHEHE B 2 Wk 3 2 F 44
72 7 — 2B VT, RN EICLZHFABLEL SNHIRETH D,

(12) 1583 (investigational medicinal product, [IMPJ]) 22\ TiX. GMP DRI EM il v
12725 20,

(13) BB (IMP) O T~V ERIZOWTORRIARBENR T bt bin,

(14) BUEAZENZINL 2 AFFEFEMHIC X 2 IR EN R T, MBRENTIAKRZHETEY
230 TGRSR W CTHREE SN D IS O RPN O Rt 2 > BE 1ok L CHEE S N D HA X, IMP
DRBRIZEBT 2 TRV 703, HRABANCERT XX TH D,

(15) GCP MEMEDWSFANAEL, TN E BT 57100 ELEIE, WERAARTHD,

(16) ERIRFABROZME 1L, EAE®R . B ICTFREAR > TRV Fbh, ABEIND T LR END
SiEob iz, ARESNEESND ZEIZOVTRIEL TWARTRER S 20,

(17) (AT —F DM & B HRRBENCET 5 M AFHREEICONT)

(18) ERRFRBRZ AP IET B2 L 2R T D720, AFEFREE=F Y VI T H0OBEEZHT
Do

(19) A¥EHOERICET 2 FIHE

Article 1 : 1@ &P (Scope)

. BEIERWEMEAVCT, AERRET L. ZHRHRZ 5 TR A Ei T 2 BICFT O#E . FFiC GeP
DOEATEEETIHEEWTLT D, ZORTIE, NAZEDRVRBRIZOWTEEA L,

2. GCP & i, BRARFRBROFIE, Ei, fosk, A IOV TESTFINRTIIER LR, —HOERFIET,
R OKGE ORI, Z4, WM REI L, RBEEROEEMEN KR END,

3. GCPOFHIB L TZEDOHA T A UREHINRITIE R0,

4. EWFRIRI RS K OEDFRIEEEORRE ST X COBRKRBRA, GCPICHl-» THEEIN D,

Article 2 : E# (Definition)
(a) TERIK#ER] (clinical trial)
LB ED IMPIZDWT, 2042, AN E2HRT 2 BT, BRW, EHEN, Zoftho 3Ky
EFHDRELRATT DL, Eo, AFERISEZFRE L, BRI, o, R#H, s mit+s2 &%
BHLIToNd, AEXRRLETHHLODLIFHE VD,
(b) Tl KRB ] (multi-centre clinical triall
L S OWFFEEE o T, B ORIEE THEM X D KRR,
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(c) TIEA ABYGER ] (non-interventional triall
R, T HRARFR D SARITHE D WH O FIETUS SN DR, BEZREOIRFERIKIZE Y 4172
ZENRBOMEFTMEIZ L > THI b > TIRESN D Z MR, BEOBZFITAOHEANIIH D,

(d) TVRER3#E ] [investigational medicinal product(s) : IMP)

BRRBRICEWTHRBR LR D, SRERELTHLRD, EA L LTORE L ROIEENE

FRIET TR, TTIHRAREZHE TCWVDLILDOTH-TH, KREHLLOLITERDIAT T, £

TFAB SN TOWARVEN T EIIARSNAEOBMEREZGEL DI EDO D HEE2E T,
(e) TAA > H—] [(sponsor]

BRRRBR OB, ., BRLO/EFLRHEEICEELZF @A, X, BB E 2 I3k,

(f) TN+ | (investigator)

HKBRE2ERT L2 LA MBEICEVEBRESNTCHEMRIZEFET L5, EMZofmo®,

(g) THFZeHEMESE+E) [investigator’ s brochure)

IMP E72 i3 2 & NG T 2058 & BET 2 -ANC O W T o, KRB L OHERT — % ZmEL
Ho,
(h) THFZEEHEIE ) (protocol)
REROB®), FHEL, JFiE, REFEREI, PRI OV TERE L 72 30,
(i) %53 | (subject]
IMP £ 72 (T IR DG 25210 2% & L CHRIRRBICZI S A,

() T4 74 —2 K-zt ) (informed consent] (LAF, IC &B&T)
FEZHXH2ZENTEDLA FLEREBEE 525 2R TERVADEEITZEOEREAN, F
KERBROAE, BER. BR, GREZEEICEL ONZRIC, BARR~OSNABHEBERTRET S
N

(k) MmEEZ B <] (ethics committee]

MEEIC BT, BRRBRICSINT 25458 OHR|, 24, ERE2REL. £ OREZ ARITRIET
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(e) WFFEEMEEH
() RiwDOE
(g) FAIEFIHALEOETHBINICEZRET IO RIlEO®EYIM L2, BLOL ICE 5252 &0
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ICHEBL L . R 3 HICREINDIEB LRI THZ L IR L TEMLEZRF DA EKE (qualified
person : QP) ZIHAM D OMGEIIC D72 &b | £HEHRT D00 R FEEZH U LITNIZR LA
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15 :
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21 :
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24

#H 34
Guidelines for the Clinical Translation of Stem Cells
December 3, 2008
http://www. isscr. org/clinical_trans/pdfs/ISSCRGLClinicalTrans. pdf

s 7

HSRC : Human subject review committee
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CHEFEZOEM

HERAERISOBEH
WAEIZONWTOHA XA
— R BLE

B2 A O~ D A
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x5 E
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()
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(W)
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()
()
(')
(')
(')
(')

ISSCRHA K54 > : BMBOERRBRO=HODH A K51 >

ISSCR : International Society for Stem Cell Research
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&# 3-5 Guideline on Human Cell-Based Medicinal Product
Guideline on Human Cell-Based Medicinal Products (CBMP)
European Medicines Agency, May, 2008
http://www. emea. europa. eu/pdfs/human/cpwp/41086906enfin. pdf
EXECUTIVE SUMMARY
1 INTRODUCTION (BACKGROUND)
2 SCOPE
3 LEGAL BASIS
4 MAIN GUIDLINE TEXT

4.1 RISK ANALYSIS

4.2 QUALITY AND MANUFACTURING ASPECTS

4.2.1 Starting and raw materials

4. 2.2 Manufacturing Process

4.2.3 Characterisation

4.2.4 Quality control

4.2.5 Validation of the manufacturing process
4.2.6 Development Pharmaceutics

4.2.7 Traceability

4. 2.8 Comparability

4.3 NON-CLINICAL DEVELOPMENT
4. 3.1 Pharmacology
4. 3.2 Toxicology

4.4 CLINICAL DEVELOPMENT
4.4.1 General aspects
4. 4.2 Pharmacodynamics

4. 4.3 Pharmacokinetics
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4.4.4 Dose finding studies

4.4.5 Clinical Efficacy

4.4.6 Clinical Safety

4.4.7 Pharmacovigilance and Risk Management Plan

REFERENCES (SCIENTIFIC AND/OR LEGAL)

4.2 EDER

4.2 QUALITY AND MANUFACTURING ASPECTS
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4.2.1 Starting and raw materials

CBMP (338 H R IRIREBRIEZ B A TWRWeD, AT v 7 R U0 VABRE, MBS T ALY
E) PEREINTZHICES T, BIEICED N TN D,

1. #iha
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H5,

1.1 g
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BRI A B END EEIE, AL =R T UK T VAN T BN L TELRETH
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2.1 Human derived materials

- CPMP $REHIHE G+ 2008 5 i 42 Z &,

CARYLPERM ISR DR G 2 B SHERBMO N TN D Z &,

2.2 Animal derived Material

@IS E NI OFE RN E LT ED I TV A ERIE. Point to Consider on Zenogenic Cell Therapy
ELMT DL L,

- B HERMEHIE R E D O TREREN S WO T, AR LZOEAEZMITIRETH D,

A HREIEIL CVMP A R A 2 HE D,

3. Special Considerations

3.1 Special recommendation for the starting materials of combined gene therapy/cell therapy products
- MRS A& S T DI, gene transfer medicinal products ([ZBHT 2 E#H A2 ST L, QC. FF
PE. ATERRABR, 72 SBT3 MRS OND,

WA LTMEIZOWTIX, FiIllBGLEEEORR L BEME LR TE 2R-BR CiMT 2 F
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3.2 Special recommendation for matrix/device/scaffold components of combination products
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W,
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1. Cell preparation procedures
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AR I o Z IBRVRE S BRIIFEICE=2) T EIT D,

1.1 Organ/tissue dissociation
- B MR DM S0 FIESER S TWD 2 &, MOMEOREICERE 2BV M i ko R H
Wa /ML L THBBEDR —ME2 IR T 28517 5.

1.2 Isolation of the cell population of interest

- BB E T o MEROBBLENTM SN TV LILEND D,
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1.3 Cell culture
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1.4 Cell modification
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1.5 Cell cultured in or a matrix/device/scaffold
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2. In-process controls
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HY, ZTNITED, TROFIMNE, RERERDOLE MR RESND,

3. Batch definition

4. Container and closure system

4.2.3 Characterization (4k)
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B O B2, i) RBREN CTOREORE, i) SZ I P ENS 2, v) MO ERE, v)
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1. Tdentity (@)

1.1 Cellular component

CHIRERE Y O BRPEREBA . BRE OB THELEINTWAEZ &,
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B, PURRR, B FRROSR EEBEE L TWD,
CARER D, EMORMEEZEMTE 2L RFIMELHAT S TH D, flL LT, WA, WL, HfF, 5
B L,

- REMBOSE. BETHBEESE~Y - — BEFHN~v— I —REEEMLEENICE I RHEDLDE
BTV DOIRETHD,

1.2 NonOcellular component
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1.3 Combined product

MAGDOEENDOHE THRMELZERTE 2 HENRLEINTND Z L,

2. Cell purity

- MR NI ORI OMIER 235 A TR Db LR,
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ML TEL,

CHERRANCRI LT, MEREMIT, AXThRVHRA X I LT 2ERNH D, MREFREIRMICE -
THERNIA—Z—ThHD L, EHEELEEEET 2000, 5L AfMROLRBRD L, kL L
Ty FaniF e s,

3. Impurities

3.1 Product or-process-related

- BERR T, 2 ORI BREEDOTIZA>TL 2, AMECAEETHLLMON TV DREIZHONT
BREHTHIr SN2 ER bRy, 612, T ANBRKEL Y bSn2idnid 2 ben,
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BB TEMMENMERESNDGEIE, XX —POERERAINDIEHICOWVWTHITETN., ZOFELE
BLTREIRETH D,

3.2 Adventitious agents

- EERRIE, CBMP BAKRMAEMORANSG 7 ) —ThD I LE2WNT 2L Thd, a2 ¥ JFFEN
O, FLEFRHERBRTA- TS 208, BADY Z7Fli #1795 X&ETh D,

CH, WE, v A aT TR R EBBAL TRV LERTRRE ERDICONWTEITTRETH D,

4. Potency (J11fi)

RS AR T T v AT, BHAANICITERDR EEET D L5, BERLIEAMFNRRIZE SN T
ROLND,

- HE R DAEREIT, BRI OMBI R EE SN OIBR TEBSNATNINEIHEDOTHY . ERZ VKRR
BROBIIANY F— FENDHRETH D,

S YR IMERBR OB IT R D XS BB S ND Z L 2 HRT D,

- EARIC Z o0 MBS THRIND,
1) MRz o2 BENT v g
2) BWELE ST vEA

cHARTA TR - T, NERBROSEYEZFRL TEIRETH D,
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4.1 Tissue repair and regeneration

sinvivo RERIT, BN LRMMEEEOBME T L TR Ik 5, EEFICESW BT T L TfT
HIENTED,

c MERRBR L. NV T — PSR HEOMEE V., TENXEROD 2 ZBWE CERL SNl s
MWTHEITTDLENRD D,

cIMFH SN CORENTEREHGD ETORERL, EOONTLRHNTHAION PR TERDTHENR
TE 5,

HBRENT v A1E, B, HENICERA SN TV D= —DORAL LTI FENTE D,

4.2 Metabolic or pharmacological activity

* CBMP 28 Eh 2 A0081%, (LFAHE S 5 WITBEFEMIC LD RBRENTEE LWER, L& X IFER
TR EERBIEDL LN TE D, o THESIND WMRBRIL. 20X 5 RAEBEEYE OIS ML % 3F
Md2Z2&ICLi>THLAETH D,

4.3 Immunotherapy

s DRI M A SRS E VAT DTESWTITOR DD, BIOTA T4 2> TRl &4 %,

5. Tumorigenicity

- CBMP DI&HEMEIITER D EH M LT R R | B EINTBEEOLL2 5T MIEHESICORNTHEE 5 5,
P> TR IZ OV T ORI E WO BR TIHMlich 2 XE Th 5, i GIEE LTid, HIERE, Fk
FIBARAANE, TR b= 2P A~ORIE, BIEFEMRENHY 55, MlAOGERRER, FEmIERER b
FERINDINE L,

4.2.4 Quality control

1. Release criteria

c VU —2OMBEIE. FHEEOBIBTICHS DR o RN T A—F —E AL LTE RSN D,

< U U — ABUS ISR, B, MUE. R, BRE. Ml B MR, R, EREEn 5, MG
DAL, HEERORERA ST S, ESEISHTORITIVUXR B 7220, CBMP O EEA R 72 B 6E
N, FERADOHWMTHLHE, ZORAICHTIBBPIRESINDINETH D,

R EHTY Y —ZARBRBRFETTET, P TORERERGEE. 2O ENESLEN TV D LR
o, o, ZOHAE, IFHETE»OREISL2 2T, BERERTYR—-bShbdZ titRs, 20
QL RAS VAN

R IEDOMBEDED~DY UV — R ATEE T2,

*FEENBENC, B2V ) —ARBERTESEL 28 TERY, LIrLARS, BEMBEAOR D
BRONTRFRNTEITTELERRRABRELZ Y FULESY L L TEBSLERH D, ATEEN E 9 2FHNT L
T, VT MIRRO ST O DITRTE SN 5,
*FATELI2HORICRIBZH D, HOY U —R %, MRAHBRON) F—a V2D EX{EEh
TWRITNIE R D22,

2. Stability testing

HEERGEEG T CTORGEHMZL T O b OIZx L TR IER S e, 1) PR, i ) flAa A ot CBMP
DENENORSy, WIEEWE. v) RED,

c I BT, BRAAAZHE LT O OREHM S CBUP 126t L TH 6N L THL,

R B OIS RE I, ZHEERFRICL Y LFEIN T RITIER B0,

« CBMP (I HEZ2 0 T, ZZEMEIT MR L OFEMBA R 212 DWW TRl & IZFHE S TR T e 5720,
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3. Special quality requirements for cell therapy products containing cells modified by gene therapy

- CBMP HOMIANBIEFEMAZ T TNDRb, BIOTA RIA T HERTINERH DL, ZOHA R
TANF NI — ORI EMOB, MBI D QC FER LG,

C BB FEAT LY H LOBRRE S S NS RRICIE, WY T v A RBFESL S L, FEIT SRR T IER
572V,

4. Special quality requirement for combination products

- HEEXFERORBEA LN L TR Z L,

- KA, HEHEBERO MM AR LML, ZTRHICHT OBBMEEZREL T T L,

4.2.5 Validation of the manufacturing process

TR TCORGERE—MIEEI, e, MRk, ks & oMAEbE, BE, Ea—E Y T —
FERTWARTIER SR,

« MG D CBMP OB AT, {EEMEOMAGOEIC LV REDICRDMAGDEIHEYT I, HDHWV
I, XEREE RIS ORI &L B &N b b DR, EOr—XATH, MlAEhEEMEFIZAE
FE S L2 IF XV 2,

- REDENENORRE T, IEEME. AR FICERIN TV DILERD D,

T ANEEICOWNTIE, EXESN TV DIRERH D,

CBEBEIANY T FERTWARTIER L2V, EOEKRRERII+SICERSTLRATWDS 2
L,

- RIFDOBEPE T, EEHM T OEMEME ., MIEIEER, KELOmE, RERER SN T—F S
nTnszZ k&,

YT AT A IRROENTVDLE, + 2RO/ ONDIEEFEOMEHWNT, 42" F—va UK
Bk T 52 L 2T 5,

4.2.6 Development Pharmaceutics

(ZDOETIL, CBMP ZFAIE LTHEBT 2T EDL IR RICHE L CHBLZED D LEN D D0, #Hin
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DEFFEZEY LF TS FICRD, TNLOBLEEZ, My ds X OB D 21243 T LT
Wo, BRDLZETIEH DM, CBIP OAEERE L WD RENDIFETHATHNL2D T, ZOMELZRD S
ZLITEMET D)

4.2.7 Traceability
HBEEE, WE ERBICREZZRICB TEDA VAT LAEMEL T LERNDL D, ZOXI RV AT
LDOHEF L MEFFIZES L ClE. Directive 2004/23/ECICHENED HIL TS,

4.2.8 Comparability (LLikmIfEME)

- CBMP DOBAFIZI N T, B DOFFMEIC KR E B2 RIE T a0 H 5 /& EOEE BTN 2 ATeet:
EEANTVD, LER->T, AEOTRTORMBAFMIN TS Z & BREBRICTXTREIATY
HIENFEREICEHETH D,

CERICHW BN Ny FIE, I characterize SNTWDH Z ERMBE T, Tk, Ny FHEOR M
ERIET D Z LB,
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- ERZAVHRBRII P ToORE FOEEIZTRE TR,
CEERD o BRI, AR A R TN TH IR, ZORTE LTI ICH A FIA4 2 Bb
%o

4.4 WG RBH 3

4.4.1 — 980w
—#%B91C Cell-based medicinal product (CBMP) 2SERIRBHISEBRPSIC A - 7= i3, W OEEDICKT 5
BENY I E D, R EIIROM AL ELLEND D,

* FEY B REMF T

* HEW) )T

* VB AR IC B3 D AR5

* R ERR

*AEVEL AR RB (Directive 2001/20/EC37)
CBMP D HEER 72 AR E DO BIC, b LIEYLTE 2D CTH AL, Phase 1~Phase 3 &\ I BFH OBHHT
IR KRB E LTZITANDIENTED L) RMMORBENLIENS L,
BE T % JERRRFABR . ARG 09" B C DERIR IR . W D EEIRFBIZ. “proof of principal” DFER] & |
HREB L OZEEFMICR L CHRKRMIZEROS D= RRA v MEPfEIZT 5720 fH 720 uif
WIF 720, CBMP DB O GHMEIZ OV TRIAFERERHIVIEHE D RN SERMEZEN S OB E %
HBorgErmHET 5,
CBMP i3, B L72igBE2 R &G 272010, Rl OABREAE, RFeillok 5 71E, AHEDRER SO0
WCHERFN GBI D ARt S & D, CBMP X, ARWEREICIEFIKFN TH Y . BHRIBRD 5V T8
BERIGIZ Lo TRESEBEINLI G LR, BIRBRBICHKT D 20 0 FFIE, B ORI 4E
AOBICBREINZT IV T 2V, s O & Bl (bIZEERBRH & A5 Th 5, &G DHIE,
GEMHFOL VAR EOBT ONRWFHEESLRELE L TORBFIEIC WL, +a2Ritairn
“Summary of Product Characterization” ® X 5 2B EMICHEEH T ILEND S,

4.4.2 Pharmacodynamics (GR#)@EHHES:)

TEABT OFMA R CTH o7 L LTH, CBIP DELDHRBH-> TODLERH D, CBIP 2MHEE %% 1)
TOBE SN TV AN OHEAZBEET A2 b0 THD b, MIERBRAEM I N2 THIE2R 5220,
CBMP D& M & il f 2N e /K ik 2 — &JE, BH/BERIEL2 O THI 720, MiE/ MmN T v 10
FREREM B R EN R~ — I —ThI0b LRV, BMESEN, MERIEENRA A -V THITD D
VB RIE R TE CTER SN DB R MBS~ — I — 2 AL 5 5 FREME S H D5, CBMP 233
Rapk sy % & ATV DR, IREWITHESME, s, HEEErELR S0 oW TERRIIZTE S g T iyt
[

4.4.3 Pharmacokinetics (34 7/1%%)

WWH D ADME BBRIZ, b I CBMP D&, W TITRV, WFZEEME, WRER T EMm. b O REMEIZ O
T#Hm LR hid e bny, MESND2AFHMBNOATFEROE=X 1) 7 WiE/ 5k, £ERNS
BE), MiER I OWTHEELE L > TH <, CBMP ZHEHE G 2L, RBRENTO CBMP O AEFHIM %25

BLANOHEERY D a—LiIZoWTHRT DI L,
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4.4.4 Dose finding studies (FEZRERER)

MAEORFIE, WEEMERERERNLAONZMAEZEICTRETHY, TGO EBEL T
%, CBMP OFEMNEK LI BEMMADORME (B2 I XREY 720 OMfass B/ < e o 7ok O B/ 72
S7-RE) TROLNTZHDTH->TH, MAERRIBERTT A F S 2 M &E(T phase 1/2 MR TH L
BIIZES L DO TRITNITZR 57, phase 1/2 RERIT, RAVAIHNES LDV IREFIAELRO LM
LHE5ETHArERTWRTRIERLZ2W, AERLEERGEZRT LR ELETE 2R HKRES
BIZOWNWTHHREFSNDERETH D,

4.4.5 Clinical Efficacy (EGRZHE)

B RS R ARBIIR O F AT D7l R ER OV 5 1) BEE 35 BREEM CERKMICERD
HDHTZYRRA L FERWTHREZEAT D, 2) HAKOEEDREZRT D72DOMEEY G Ay ¥ a—
NEFEAT S, 3) BESNTEREOBEDROFEHEICOWTEIFMIT 5. 4) HIEL T2 BELEFIK
LT, BFEOMORREEZBE LN LRIE— ) 27 OFHli % ATREIC T 5.

ERHBIL, ANc bR _X7c L 912, T TICHFET L2 BT A BT A 2 i S D RMEITKT D5
BDITA RZ A N> T T ILRIT LR B,

UEDZ ENB@®MT 2HEITITESEANEIT R D, 72 21X, CBUP OIER#T B L OMERITE o7 <
FHALLOTHY, T LLBATORBRERNTA RT A THEIR TN RRA M E TR
LD THBEFRDHIENDIRETHDLENI ZEEZEKR LAY (Fl, S—F 0 Y IFICxd 5 EEKMS
&AL

RONTEHA KT A L nEa. CBMP O ainiit icxt L <., MREKRR 2 &0 KR IS
WTCATBUY R SR T 2 Z &R SRS D,

Alh > CTEYUEBRFINTVED, —BOICHFRISNEINRIZ Y RAA U FEEATDHZLIEIARETH
LR, BEKBICEROH LT FRA Vb EROBBRPHELIN TV DOINERD D, FEICIX, BfiEE
DYIDOLIICHET DR RRA Y FREHOT7 40 =7 v TICL o TORBRBAIREL 2D, T
DX BRGHEIT, WEARPNE~— D — DML 72D, RN ORMIAKGMHEICKTET 2, BREO
EM7 40 —7 v 7HERERFI N T ARTNIERLR Y, 20X, FIHREKOLS, KX EOH
HVEZEOMOT Y RRA v hOFEMAIZ, b LESLShERb, FFRSND,

4.4.6 Clinical Safety (HiE%4)

BRET — 2 R—AFBEOFEFLEZRBTE L0 TRITERL RN, T—FX—RADKE I (%,
Dri oL R COBKRBRELZICL RO END, BIKE LT, IREFIEOMHBRIEIZ, 72 & 21X CBMP %
BE5T 2D BBERABNFIRS 5V VIEREmEie®m 2 L, i SRl o3, FBERRER,
AL 35 BEEMOBIRGR E 2 ELY LT H0ICHV bR TR B2,

ATEE RPN DR AET D2 TR TOREMICHAT I FHEHICEELL O XRET, FICLABINIEBOET L
WRWEERE, D 0IE, ABEZENAEND 5 - OHE OB E T VORI HIRA S 5 54 72
Frio, Mg~ — 2O BEFGOBRREOWM,. I X OKRBEOIRFTGHIF A8 U T, SREInE, Y, B
b, 72 & E/EWENRBICEE 2L bR T IEV T 20,

EWMOEGER TR LIHHOGET. WAICHETIRHONR L ZEMEEET 2720ICBHE DB
BREAAE SRS D,

VRZEITIZE > TRD O D L) ICHEE G ORRELERPEICET MmN 2SR oen, &
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REEFBOEROBITIT, HEIRGEOEL EFLZBE S L T RTNITRE R,

4.4.7 Pharmacovigilance and Risk Management Plan

W OEY AN L BB ATREMEICE LTI, B MCERT O EEMICHT LY A7 EHICET S
HA RTA TS TWD K H . EU Risk Manegement Plan (RMP) (ZFE L THLS R&ETH 2,
CBMP (%, Hill DL 2GR LN DEEE T =2 —T 2 DICRICRIIZEN LB R D /RIERH 2,
BRGSO R/ ] B e EORML BRI 2 FHIT, ST D AR/ A R E L
G DOMAMELE L BT, RIP O THEEZH > TEN 2T IR LR,
BB O FEYE LW IR0 L TE D LAvZe N, BRI B, MR~ — 2 85 o At i Rtk & BE T 5,
REHE -G —ZAEOM, HL2VIFHERRLOSGEORML —ZAEHE O OB AJREMEIC SV T,
Directive 2004/23/EC4 ¥ & O Regulation/EC/2007/1394/EC on ATMP |ZHIE SN TWD L DWW/ B4k
MTHHELIND,

BEH3-6 FRJHGMP A4 K54 > Part |
Eudralex Vol 4 Good Manufacturing Practice Guidelines
Part I - Basic Requirements for Medicinal Products
Chapter 1 Quality Management Principle: &h/ELFE(R: D 7= 8 O AT ST
Quality Assurance
L1 EIEMAEEICHEE R QA AT ME, RO RERIET HLERD D,
i EIESA GNP O 2R 7- T HIE TR SINAEINLTND Z &,
i AERELEBERAP S GNP A s h Tnd 2k,
i EEEESHAMIC RS> TVNDH T L,
iv AERE, ffE. BB EHUSNTEMBOER OO ORERBZ b TnD Z L,
v HREEOFEHE, o e 2 - RN ETINTND Z &,
Vi AR WIS > TV D FIRICHEWIEL KBS, T2y 7 SRATWDH T &,
vi EEMBITEHEOH DN L > TIREFF IR IO oR#E 4 2 B4 LTWD & OFEPE LI
e, VU —2&NnRpnI b,
vii ATREREERS. SEAHERF SN D L O QMR OV TREBERRESATWND Z &,
x HOMAB, MEEEOLDOFIENFET D Z L,
Good Manufacturing Practice for Medicinal Products (GMP)
1.2 GMP AEETDHRIFKRDOZ L TH D,
i BERSIATWDWE, BIBICEST 2 L0 ICEEREIIMICERS N, KRMICLE 2 —3 T

BNE DD,
i T, EEREMEE EEALEOIEYMENIEH I TWHENE 50,
i GMP IZ M B pfisk & L CiE, + o2z 02t E:s, MY R AN—REFERE, @Y 25 &

= A ELWEH - 700, BERIFREBELHATVWD 2 &,

v fERE, FEESAHESZE TER LI TWDS Z L,

v BEZELSETTED L) CEEENFFTINLTND L,
FTRTCOFPIENIE L ETENZZ L E2EHTIEERELNTNEZ &,
Ny FORERNERITBHH S L ICEEMMELRTWND Z &,

AL, SWEA~D ) A7 BR/MET B2 L,

g & =
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x RESNTVOIRBOEINNTEDLLIRVATANTETNDZ &,
x MREINTVWARMITHT 2EMGITRES N MELLORE & @O et A7 S THELA N
HZ k&,
Quality Control
1.3 QCOERT ZEARMZFITKROEY,
i WY NER - E¥ER - AR INTFIEER, ThEOMFEEICH L TFEET L L,
i HEWE., SEEM, PTREE. ST BEEEDOY TR, QC BAEE L TWD L - F¥R
Lo TERENATNS Z &,
i BEBRAENEH I TS Z L,
v TRTOFIENPELLSFETINTEZ EEZERTIRENELN TS Z &,
v RAEAEFEDBIRFFF P RFICEH A T DI E A S, ERINSMELR L, @Elca, 7
NENTNDZ L,
vi EEORBENERE LTEY ., BB LTS TWD Z &, SR RIT, e a—, SIS
DFAMG ., i O FAL & 5 Te,
vi B S D AW L DFEHILIANC, ZONNy FORBIITI V-2 IR0 &,
vii B Z T, HRESE., PR EO I ARFSIEIS TS 2 L,
Product Quality Review
1.4 QLbta—i3bhltbROAEED,
i EIEEM G HBECET IV E 2 —,
i BEERT R RAERE L OERKEEYO/RICETI L E 22—,
i N SN HBEICAE Lol Ny FIZET A L B a— LA,
v BEELHEMEENICETOIRE, R LEOMRICHETIMERSICHTHVE 22—,
v TR ABLOSONFEICBIAERICEHT S L E2—,
vi EtEEE S WA REOEICET O LV E 2 —,
Vi REME=F—T 0T AORRICETAILE2—,
vii TR TOMEICEAL TR - 351 - BIICEAT 2 —,
x [FROETmERAH L5 VIFEERETHOZLHICEHT IV E2—,
x HLWEREHFWEGEBLOLESAOEZODOREREFICETI L Ea—,
xi HVAC, #a/K, [EH AR EDa—TFT 4 U T 1B L ORMIZE T 5 FF IR,
xii Chapter?7 T/RINDEMMY RDICEHT LI L E =2 —,

|

Quality Risk Management

1.5 URZEHLIZ, i, 2 be—n ERLBEOLLOORENLRT e X BIOREICET S
URAT7 DL E 22—,

1.6 URAZERIHRIE, VA7 OFFfi, . BALORESIOERN) 27 0L~ E80 G-
TWDZ L 2RIET D H O,

Chapter 2 Personnel Principle

General

2.1 EREZIT, LERERK, EENRRREA T OB REROUFEE 2L L2200 ER LN,

2.2 AEEZITMMEMNEA L, BEEIIESZRTICRL T, FEHEEShEEB I HICHIOBTEEHT 5,

Key Personnel

2.3 EpE, WEEHEMO by TEE, ==Y COFELHEEICET 2 8UE
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2.4 BHEARTLOIANDOEBIIRO L IICERNEND,
a FNENONy TR, RIEBFAIRMEICES> TEEINTWD Z & ERFET 5,
b A SHERI2, BECDirective ® GMP ICYEIL L CAEFEIND D Z & 24T 5,
c FENENONYFR, MPHANCHI s TEEINTWD Z EEZFEH LR ITIE R b0,
2.5 HAEEHMO Ny TBRETHEMT
I a7 PRERINTOVWDMEEHRIEDICHEIELINEFIBICLVAEEI R TSI TWD Z
EERRFET D,
i AFEEEOEFRELEARL, MEICETINTND I L E2RILT D,
i EERESEEIN, EBOHDAZEsTHA U ENTWDZ L EEIET 5,
v AEEHM, FR. #HEOMRE Ty 7T 5,
v UM HEDOFEAN R ENT WD Z L RAET D,
vi BIRTAREBICH L TUULLELFICHBELRENTND Z L ERIET 5,
2.6 QCEMD Ny TOEME
i HEIEE, BEEEA, PRARZ KR E AT D,
i Ny FERHEEREET D,
i TRTOMLELREBRPFEITINTVD
v B, o7 o 78BE RBRGE, 1300 Q0 FIEEZEKRT D,
v BRoObLETosTEE=2— KT D,
vi QCHEEM. KB, RIEOMFREETF = v 7T 5,
vi WU UM OFEHN R INTND Z L EHRIET 2,
vii BT AMEEICH L TY ML L ELHICHBTRRENTNDEZ L 2HRIET S,
2.7 HAEHMHO Ny, BIOQCHEMD by FAKELTHOEME
FIEE - ETEECEOKR, WERRKOT =4V 7, &EhE, 7o 204 ME0H ., #HE.
BHMMAEZEOF = v 7 LAR, BitllEZOF = v 7 LK, FEEGOF = v 7 LIRE. kORI,
EHOE=2Y 7, BT VICET DA,
Training
2.8 AEFEZIZ, TRTOWEBICK L, TOEBRITICLBERBEEIT
2.9 GMPICBAT 2B IEMIC, BB EBICLFEMOHE LTV, EMNICEOIRETF = v 7§
Do
2.10 7V — kD 2V ITEmNE - RO OBH D L O AR TR T S b OISR HBTET D
2.11 FifEE. JIEZ T CWRWE R EED D VL QC FHHIKIC S B A SE 20,
2,12 HEHMTIZ QA OBE, R GIEREIZOVTHHSE D,
Personnel Hygiene (fEZB DEFEIEIZ OV TEEMICE D RO TH D —fFHIIZ OV TIXE—)
Chapter 3 Premise and Equipment Principle
Premises (&)
General
3.1 FRIF. BAZUSEEOPTICME ST D,
3.2 FEIX, BHE - HRPAREICAEREZ DL IRVWI EERIET 5 X ) ICHREEN D,
3.3 MBI, EERER IOHEKBEY) TRITNIXR LRV,
3.4 REBIUMICEHHMORAZERBHS LT FA rInEMshTcndzl,
3.5 HAISNTWVWARWVWARASTIRWVWEIRAT v T RELNATND Z L,
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Production Area

W W W W W W w W

.10

11
12
13
14
15

.16
.17

RV U U MAEY R AEER EOGAITITHEARMELE LT 5,

TESE D fe I 2 IR U 72 NEE I ROERR A S e S T 5 &5 RER,

EELBP T o AT E U E S v, oEES, REEE ORELOY 27 NE/MuahT
WD & iR,

AR, G, IR, BEKEEDRARICERE SN GAICIE., NEORmITW L THE
RFIINN B o T b2,

BOEE - B - L5 — AR E3F AT LT A SN TV DIRERD D,
HAKITHEO R R TCHDIMER D D,

AERIBIT= 7 2L EBICHIICRR SN T DRERD D,

BB D G RIX B R S NG EE TIT 9,

BRREETHE AT Z IR TR O Z % ET 5,

EHEBDODEEZIT O FRITFIICT A L ENTRY, REA VX IZBFSIICTILERSH D,
G, FRICHEA 74 VERPMTORD L ZATHBHR S THLILERD D,
TREENEERE CIThN2 L X, IBREI U ZIZFEXRILTUERLRN,

Storage Areas

3
3

18

19.

. 20.

.21

.22

.23

.24
.25

SHEEOMEOILEMEITHT 2 DICHKRFTZ > TR T 212D DIE SN HLERD D,
BIFRITMA AR L IICT A ENTVDH 2 L, FICHEBTHBRLTRY, FSNDIREHKME
NThDHZ &,

M EREOEBENLFILIZOICMALEEDOETTY NMETH D, T ANKETIE, MAE
WEEGHT DR EDX A BN TND,

P B X I C DI TR IR IR FE S TV DI, Zh b ORKRIZHARIC~— 7 S, W EILD
ADHIRENTHNDHERD D

HWE. YT THOMBRERET S, b LT Y T ERFIMETITOLAIL, 242
ZRIEL S 5 HETIT ),

RRBOIFEDOT DICHEE S NIZHEPEF SN TV OILNERD D,

EIEMEOILE ML, ZRTREESN KB TIMIND,

FIRl S b6k, EELE OB —MTIHEFICHEELEIZLNDDO T, O BN ITITHE
BERLETH D,

QC Areas

3

3
3
3

26

27
28
29

WE, WEERERSTAEEXEA OSSN THND, ZORE. EWTFH. BEWTEN T 4T
AV =T TEEETHD,

EHEREIZEZI I IZHSERTO PR RAN—ZZLELT D,

RE), B THBICBUER RS OO S N ETHBEPILEL TOIRRH 5,

EMFER), TOFTAY b= DX ITHMNRMEZIRYH D & XiF, FlOEMFRLEE 2D,

Ancillary Areas (4fiBhAYXIE)

3.30 LA MA—A, (KRB

3.31 ABEZ=E

3.32 EEARVERPTIL, EERKIE) D AR Y BN 25 ATICER T D
3.33 EWEIIMO KIS 0T &

Equipment
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3.3 HERMITEME LEZBERKICH D X287 A S, B, RSFSNRITITR 5720,

3.35 &R, MEFEXEIRLEOMEICBRE LZL LTER LR,

3.36 HUERMIXTEERNEBLICEER TEHL2T VA EINTRBY, HEEEIT, CELSh=FIEIC
> TIT I,

3.37 Ve, BRI X LORREIZR LRI D ICBRINT D,

3.38 L., =2 InY A7 BRVEHSELIICHRET D,

3.39 MUEERFIZ., WBICWVWORDERE LD L TiER bRV L Bl 2 3E O i i aE e, 8
B, RERH- TiFe b,

40 JEED 7R GPH &SR O P E RS & BE L RO BV S,

41 WIE., FHE, REBLIOEAERIIRESh, ROONZHBTT =y 7 Shiidiudzbien,

42 FEIINEY - ATEEREZPHARBIORL TV DOILENRD D,

A3 FEEEK, WA A U KOBLE IR, XEL SN RN > THRIFSNDLERH D,

SA4 KRR T RE - C FERIEN DM ET RETH D,

Chapter 4 Documentation Principle

W W W W W

General
4.1 Specification: B - MEHI R I N D Z ENFHEMIIRINTEY | MEREDOEM L 2> T D,
Manufacturing Formulae: HEFEINOLHEE TOTRTOLEEZRLTWVD,
Procedure: fE¥ZFETT DL EDHEREHEATND
Records: B fh D%y FORIERBFIEZ R L TN D,
2 XEBEEERSTYA U i, LEa— BASARTER G20,
3 BFAT LB OANOEKBEEZZTHA SN RTNITRE R,
LHEITWARRARNAE T, A, BRY, HEEREDRHHEICESON TV DIBERD S,
MEFEMMIC L Ea—Sh, OO TRIFERLRV,
XEOLEE T, BL, B ERAT D, BYREINICEE QA LT 2,
TNENDITEAM bz L &, B TEMRER LD ICEEN/EONRITIER LR,
TR ITE TR AT ACEVREEIND L ERDHDIN, VAT LT DM FIEN IR
TOLERD D,
Documents required Specification
4.10 ABsh, AOLLIBBERENEZNOHEITH L THFET ILEND D,
Specification for starting and packaging materials
411 HIBEF K OVEISE M6 2 AR E

a WHICHT IHHTRES D,

CGALNTWMES L 2 — N4

BT TTT~OBR

- KRB INTEARE B L ORG OB OAFES

- FLiA4 D RA

b Fr7 YT RBREICHET DR

c VrFUrT RBREICHET DR

d Rt

e FRRBRE TR KT

Specification for intermediate and bulk products

Ll
0~ o o
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4. 12 Hf b, 2NV OBEIERFET DBERD S,
Specification for finished products
4.13 I MEG OB EITROEHE 2 3 T,
a BEABLIOHIST D a2— N4
b X
¢ HUHILHICEE T D fE
d 7V s RBREICHET DHETR
e JEEN. EMEREMHTFA R
£ TSR
g shelf-life
Manufacturing Formula and Processing Instructions
4.14 WBEAXIROKE BT,
a WEOXHRV=— 4
b AN T 21EHR LB O N, Ny FH A X
c HEEHOVAN ThZTho®
d FH SN D REER L FREE DR
4.15 TRERFEIROLZ G,
a LREOMELHEMNINDFE#EICET SR
b PEH, MANLT, e EiTflibi 5 BB O MEfG I DN 5 ik
¢ REM7e. BB o - TREFRRE
d IRz be—A0OkDdoERE
e WROAHTB LV — NSV 7 BFE D 120 O ZAFFIH
f PRI D ER O RN
Packaging Instructions
4.16  DEHER
a B FR
b BHNZBIT 21 H & ALAE WD )
¢ EREAHBICANOGNLIRGO, B, KERLICHLTRESLEAYy Z7ORES
d DERUEEMICET 2EeR) X b
e AR D FIR & 4172 AR o i
f PRSNDFRIZRATHER (B2 E, Kk, Bz iFMicFimid o2 & d)
g OEEEROBM
h TR=Y be—LOREMCHRRAE LA E P 7 ) v T OEER LY
Batch Processing Records
4.17
a RS TR
b EERHEBERE OB & AT O B LR
¢ WEOETNZENOEEOELEE DKL
d WEOHERBEBE TOEEEDA =y LV EINLDE¥(ETF =y 7 LIEFERDOA =%
v

e Ny FFrN=bDNESHF N —
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f BET L7 u AMEED D VT E & TSR
g ITRERIIr— L ORELETLEELERDON =L
h o= IR
i FMEMNEE L E0ER
Batch Packaging Records
4.18 WROFERPEENTEBY, HROHDLADY A 2 b DHoTND L,
a B TR
b HREEHED AT L ErfH
c MOEREEZIToTZOFEEDKA
d RpoTBEOEEZITTEADA =2 v L
e MEMEERREL OBAMEL AT D506
£ EATSNIMREEE O
g FIRlESH7T-HaEH oS 7L
h RN EE L & DER
i MEEM, EH/RA/MES NSV 7 T D B ESRE S

Procedures and records

Chapter 5 Production Principle

General

Prevention of cross—contamination in production
Validation

Starting materials

Processing operations: intermediate and bulk products
Packaging materials

Packaging operations

Finished products

Rejected, recovered and returned materials
Chapter 6 Quality Control

Principle

General

Good Quality Control Laboratory Practice
Documentation

Sampling

Testing

On-going stability programme

Chapter 7 Contract Manufacture and Analysis
Principle

General

The Contract Giver

The Contract Acceptor

The Contract
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Chapter 8 Complaints and Product Recall
Principle

Complaints

Recalls

Chapter 9 Self Inspection Principle

BH3-T BRMGMP A F54 > Part |

Part II - Basic Requirements for Active Substances used as Starting Materials
1 Introduction

1.1 Objective

1.2  Regulatory Applicability

1.3 Scope

2 Quality Management

2.1 Principles2.2 Responsibilities of the Quality Unit(s)
2.3 Responsibility for Production Activities

2.4 Internal Audits (Self-Inspection)

2.5 Product Quality Review

3 Personnel

3.1 Personnel Qualifications

3.2 Personnel Hygiene

3.3 Consultants

Buildings and Facilities
1 Design and Construction
Utilities

Water

Containment

Lighting

Sewage and Refuse

~N o O ok W N

Sanitation and Maintenance

Process Equipment

Design and Construction

Equipment Maintenance and Cleaning

Calibration

> W DN

Computerized Systems

Documentation and Records

—_

Documentation System and Specifications

Equipment Cleaning and Use Record

Records of Raw Materials, Intermediates, API Labelling and Packaging
Master Production Instructions (Master Production and Control Records)

Batch Production Records (Batch Production and Control Records)

I B R i i
—_

S U1 e W N

Laboratory Control Records
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Batch Production Record Review
Materials Management

General Controls

Receipt and Quarantine

Sampling and Testing of Incoming Production Materials
Storage

Re—evaluation

Production and In—Process Controls
Production Operations

Time Limits

In—process Sampling and Controls
Blending Batches of Intermediates or APIs
Contamination Control

Packaging and Identification Labelling of APIs and Intermediates
General

Packaging Materials

Label Issuance and Control

Packaging and Labelling Operations
Storage and Distribution
Warehousing Procedures

Distribution Procedures

Laboratory Controls

General Controls

Testing of Intermediates and APIs
Validation of Analytical Procedures
Certificates of Analysis

Stability Monitoring of APIs

Expiry and Retest Dating
Reserve/Retention Samples

Validation

Validation Policy

Validation Documentation
Qualification

Approaches to Process Validation
Process Validation Program

Periodic Review of Validated Systems
Cleaning Validation

Validation of Analytical Methods
Change Control

Rejection and Reuse of Materials

Rejection
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14.
14.
14.
14.

15
16
17

17.
17.
17.
17.
17.
17.
17.
17.

18

18.
18.
18.

18.

18.

18.
18.
18.

18.
18.
18.
18.

18.
18.
18.
18.
18.
18.
18.

[ 2 B VS B V)

o =N o o1 A~ W N

10
11

12

13

14

15

16

17

20
21

22
24

30
31
32
33

Reprocessing
Reworking
Recovery of Materials and Solvents
Returns
Complaints and Recalls
Contract Manufacturers (including Laboratories)
Agents, Brokers, Traders, Distributors, Repackers, and Relabellers
Applicability
Traceability of Distributed APIs and Intermediates
Quality Management
Repackaging, Relabelling and Holding of APIs and Intermediates
Stability
Transfer of Information
Handling of Complaints and Recalls
Handling of Returns
Specific Guidance for APIs Manufactured by Cell Culture/Fermentation
General
ARtz a0 ETMaREE, BEFIETIELONT APT 2T 5 HIEICHOWTHET D Z &,
Biotechnological Process MEBKITMAHEZ DNA TH D57 LICBED S F. MR, AWk T APT 2%
B L\ AET, APLIT®EERERARL,
A REEE L I RRISIAET D, &2 VISR, LW E TEM SN BAEMZ VT APT &/4&
PES % ik,
MRS, FEREIC LD APT ZAEETDH@WET, VAArAard I 2 RhxroaryyInd
BAS>TL DHREMEDRH D,
APT Z AEPET 29T O T APT OSE ZRAET D720 ICHE YR EH A 2 ShR T iE R bR,
Ay ZIORADERE F/AMET 27201, i, RELZEICERT 2LERD D,
TREMTIE, —RICROREBEIZAND,
V=X 7NNy OffRE, EE RN R OJLR, RN TICEE RN 2 @IS ERT S,
MO, Mz bR < EROBEME, EWFENAHOT =2 — 74 VAZEEDOBE,
Tl & DA DIRAN D W REVEIZ DWW TR 2,
Cell Bank Maintenance and Recordkeeping
VAN ZIZT 7B ATE HEEREZRE LFAHICT 5,
BN ORI, MIROELFR, a2 IORRRIEZBET D & O RITEIE THERF S8 T T
SRS
BN T DDA T O R A MR T D,
(ICH Guideline Q5D, BH=1H)
Cell Culture/Fermentation
BEAWR, WA Tp 8 & BEIIIINZ 2 BER b DR IXPHSR CTIEET 5,
APT DAEERAEMIR AN SN D & 13, ABROERITEMFENLZEF v EXRy FTIT I,
EEBITHEUNC T D 28U, BERCMAL LS IRNOFEIERELT D,
FRCHEERBEERNFICOVWTE, £=4 =27\ B shle 7 a2 L OR -z L Tk <,

- 156 -



18.
18.
18.
18.
18.
18.
18.
18.

18.
18.

18.
18.
18.
18.

18.
18.

19

19.
19.

19.

19.
19.
19.

19.
19.
19.
19.
19.
19.

19.

19.
19.

34 MR R A A T A&, HRICHE L Tk <,

35 HERIRITME A RNICIRE LTk <,

36 AL IERLTE D LS REU R LERFIENET STV RITITR B0,

3T A Z IFWORLEMNRIFEINTND Z &,

38 ILimikAR CBEAL EE%, BINRBREITOLERD S,

4 Harvesting, Isolation, and Purification

40 ™= MREEIX, 20X I0BRERIMETE D L9 RREERIFECIT O LER D D,

41 N—_A N RO TR APL ORIENEFH THD I L EZRIETE D L O@MUTRITNIE RS
2N,

42 TRTOMBERITHERZ, HFIC. HEINRTER L0,

43 PR TEEMTbR D L &, BRMESHER TE 2 L9 RBELG CORBREERMTOR R T E
B,

44 A F URWIR e & BEEA/AMBMICER IS & X, BNEREITO 2 ENHEUTH D,

5 Viral Removal/Inactivation Steps

5  (ICH Guideline Q5A P =¥IH)

51 A NARED D WVIEIAEEATEFICEER TR THY, EYNTHDL I ERHERIN-HBEANT
Thhd,

52 TA N AREELEICITKREDTEENIODNILERDH D,

53 Wip o TR TR UM 3 i D Z L ix@HE 2V, b LA 28561%., MR A%, &
H. HHFET D,
APIs for Use in Clinical Trials

1 General

10 VEBRICEEDILD API OAEFED & X121, AEEHOTXTOEABEY L IZR LW, KEsva v
1X. JBBR APT AEPERF DIREHCEET 5,

11 J8BR API OAFEICHE LN I EHEBIZEELEHROAT -V LAIE LTI HEDTH D, FHKIC
EHEEZARRIZT DL IR AT A

2 Quality

20 WY R AROAMA DL & TOIRBR API OAFEIC S, #8722 GMP MR Y TIXELNETH D,

21 5% API OAEFEDO L & AGREHET 72D, BB =y MIMOEHME» SN L THNY S h
TWHRERD D,

22 WEHE., MEx=y b TITORDIRBROW O0E, o=y FTEITEINTHELX IR,

23 SEOWPEIE, FE, @EEEM, TR, APIZRRTOVATAEZEATVAOILERD D,

24 TR & BB AR L2 iE s 7220,

25 IR E D APT O 7 ~)ufbid, @EICEH SN, IWRETHLZEDRADTONLILERD D,

3 Equipment and Facilities

30 RBRERARIERHICE L C, RN BES R TS 2 L, BRTHIZLE, BUICHEL WL Z 2 &
PRAET 2 FMERTELE L 2T X0 T 720,

31 Mgk T2 FIEEZ, WEN a2 Z I T5EBEEZR/MET DL R FETERYFEbA TS
ZEEMFET O LOTRITNIE R LR,

4 Control of Raw Materials

40 1RBR APT OJFEEHT, B CHAE T 22>, AAEL OO R L & B ITZHELRITNIXWIT v,
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19.41 LAWKV . BEEoOZ T ANZ., aERBRERTIER, MRAT—VOEBEORINZ L VR 5 F
MWTED,

19.5 Production

19.50 /%R APT OBIEFHIIMATFEI N T IV T 2w, fiekit. MEbadws . &, TR, BHEngl
BRERREE G,

19.51 USRI, R E LV L E VL THBY ., 20 L) RINKROLIMICETIHFEIZHEI L TR,

19.6 Validation

19. 60 JRBR APT OBGEICB W T T rEANY F—2 a VIFR#EY TH D,

19.61 7rEANYF—va UiE, MENBERORA T —NVIZhoTci, T dX&ETh D,

19.7 Changes

19.70 BRBREZBEHA AT — AP RELRDICONT, AEHBPICEERBZR2bND I EMBESN TN
2

19.8 Laboratory Controls

19.80 AT FiEILIAH APT BUEHFIZIIANY T — IR TWARWI ER3H D 5 D0, BFEMICEY R HIET
bDHVERD D,

19.81 POV TN EREFEL TBL VAT AREETILERH D,

19.82 KZNHARR, 3B A TICBT 2 BIE X Sectionll. 6 THE SN 5,

19.9 Documentation

19.90 5% API BUEBARHIM PG O N EWMBCE LI, HHTE 2 Z B RESND LS RV AT
LBFIET D L,

19.91 1A% APT @V U —ANRZYTH D & KB 2 7 DICFIH L7 odr ik o Bi% & T MU CEL
ENTVWBHZ L,

19.92 i, HHIEHRBLOLELZRETOVAT LAEZHEMNTHZ L,

20 Glossary

B 3-8 BRI GMP 4 K54 > Annex
Annex 1 Manufacture of Sterile Medicinal Products
Annex Manufacture of Biological Medicinal Products for Human Use

2
Annex 3 Manufacture of Radio Pharmaceuticals
4

Annex Manufacture of Veterinary Medicinal Products other than Immunological Veterinary Medicinal
Products

Annex 5 Manufacture of Immunological Veterinary Medicinal Products

Annex 6 Manufacture of Medicinal Gases

Annex 7 Manufacture of Herbal Medicinal Products

Annex 8 Sampling of Starting and Packaging Materials

Annex 9 Manufacture of Liquids, Creams and Ointments

Annex 10 Manufacture of Pressurised Metered Dose Aerosol Preparations for Inhalation
Annex 11 Computerised Systems

Annex 12 Use of Ionising Radiation in the Manufacture of Medicinal Products

Annex 13 Manufacture of Investigational Medicinal Products

Annex 14 Manufacture of Products derived from Human Blood or Human Plasma
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Annex 15 Qualification and validation

Annex 16 Certification by a Qualified person and Batch Release

Annex 17 Parametric Release

Annex 18

Part II : Basic Requirement for Active Substances used as Starting Materials
Annex 19 Reference and Retention Samples

Annex 20 Quality Risk Management

Annex 2 Manufacture of Biological Medicinal Products for Human Use

Scope D IFIEIZ L » CTHLE XN D biological medicinal product (BMP)

a. r-DNA FiIZ Ko THEL LT b D & RV T fiE s 2%

b. r-DNA £l d 2\ INA 7Y F—=<IEIZ K o THEL NI MAED R OO R

c. WD O O

d. B E TR T O £ Y o BEHE

Principle

Personnel

1. BMP APERIRTIEET 281X, SHILEWICHET2HE . BLOMAET. MEMTFOIMEZ T 5,
ERE, QCOEME T, TOFRMMERE L TR, EMF. bFREDMBERF>TNDH &,
WEBORERENRZEIND, TRTCOEEBRV/ FUrEEEZZT D,
WEDBEICEVWEEL 522 89 RIFEB ORENEMIZHEELT 2 Z Lick b,

5. B - AMICBRB SN IR A BER TSI AL ESH TV AEEER YR A4 @B LR TNIERE
RNWEXE, 2 X IONKRENLTD,

=W D

Premises and equipment

6. BIEFEOME . WAL= ¥ I DOREFHKEO LAV EMRERT v TICb KBS TL 5,
7. REAVZIDFERBH LD T, &, FERICOIERICOHE L THEENILETHD,

8. BCG, YLy ) U EEEICIIEAOHFELE LTS,

9. RIE SN TWARWRFEMFEZ IV E S & ik, FHOMEE W5,

10. WiERF ¥ o _X— T, ZO 7NV —7T LEEH LY B> TR WHE, T EARMAESD OB
BNRFRTH D,

11. HEFPAERZR R OIE, FARFIC 2O EYOEENB Z b T THZEIND,

12 ZBEa L ZI2B<E I REMEEIRLONALTOHIIE, "N—_ZX FMEDIEEZEROILAHMITHONT
115 2 L 3 ATHE,

13, G AR (TG XTI e & ORI E T v E R E X
14, =7 7 4 )L Z—DOERYFNIZHONT,

15, MEREO LA T o M, FTYA VITEBEREDNES ITADE1CT D,

16. M E B 9 BRI A SN DI S OVEYIFIZ E D IBERENZ VLI ICT A v &an T
WO D D,

17. BERIIEENFEENBDIZTEDL LI TFA L IN TV DILERD D,

18. WUIDEMELRITY — 7 BN Z EEZHHATEL LT A S TnD T &,

19. FEEE 2 E ATV LHPKITZ RN I N D NER D D,

5

‘(\‘/?50
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20. WAL, HERZ2 E 2 RERE P

p=ilily

e

TET 556, PEZMEERKBICEHNTHELIA R,

Animal quarters and care

21.
22.

BMP ol D 7= it £ < OEEOEM N FEH I T\ 5D,
B e E XI5 H8HE Directive86/609 129 5

Documentation

23.

AR EME OO ORI H b3 ke B EE T 5,

24. BMP, T RMAICEAL TITHICHKBEILETH D,

Production

Starting materials

25.

HBERUELD Y — 2 0 IR, el Y T, FEOQ F =y ZANMEM L THERWA, VY

— ZF R

26. HFEJFUB O IR EE S AR B I A RE R SN X v AT ),

Seed lot and cell bank system

27.
28.
29.
30.
31.
32.
33.

BMP D/EREIL, P — FHHWIETRE—B AR I E2EAL L TITbNLDS,

v— R & R A& OMEAREITIRGEFF AT S fh & —H L 2T e 5720,

U— RflfE & B R0 7 RIS T D i e B,

VR E AN, MBICEBRINTCRIE TR SN2 TR B R0,

T— RO RN, ZEMOFERHIZLE SN TV ARTIER SR, IFEARIIEERET 5,
A ENTZHEDOHDPEY P NETHFIND,

AL = HNIT —F TR AR T ORI &R CICEO D, O & T OETEE 2 H ELY

HL7Z2b DIt RE S0,

Operating principles

34.
35.

36.
37.
38.
39.

40.

ERRO K EMEEERANGER S g hiEz b,

R D WVITIENOFRBIERIRD 2 VMO EE AND LXITFa vy 2 Iz SRNE DT
BT 5.

WOSEER CIEREEEY, 2 X IDKRKE R D,

AREZe B, WEET in situ THRET D, A VT4 T A NF—%2BEIERATILNERD D,
TANARE, REHLO T oA L, ZON) T = a VIR REREL O LERD D,
TP, vANVRERE, RIGHEARITbILs & Eix, ROABEMEICL DIHEREZH 2D O3 RSO
NHMEND D,

su~w N7 Z77 4783 1 {LEWEATERINE L Bbns s, Ny FRIOMIC L EE LEEL
TR,

Quality control

41.
42.
43.
44.

TRE I BIP O SEDEFE L RIET 2 BEW THEREH 2 H D,
HEOF TV T RITIZEIFEETH D,

BRI E ViR E=4 Y v I BRUBERIERND D,

HEHEBEENMTDOND EEIXMEEHICHOEEN DR TIER B 7220,
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4E AX1YR

&%} 4-1 Statutory Instrument 2004 No. 1031

The Medicines for Human Use (Clinical Trials) Regulations 2004

http://www. opsi. gov. uk/si/si2004/20041031. htm

Made 31lst March 2004
Laid before Parliament 1st April 2004
Coming into force 1st May 2004

ARRANGEMENT OF REGULATIONS

PART 1 F#m (INTRODUCTORY PROVISIONS)

> W N

Citation and commencement
Interpretation
Sponsor of a clinical trial

Responsibility for functions under the Directive

PART 2 fw¥lZH 4 (ETHICS COMMITTEES)

5

[=RENcEN I ]

United Kingdom Ethics Committees Authority
Establishment of ethics committees

Recognition of ethics committees

Revocation of recognition

Constitution and operation of ethics committees

Other functions of the Authority

PART 3 WGRRBOAKREMEEZESER

11
12
13
14
15
16
17
18
19
20

21
22
23
24

(AUTHORISATION FOR CLINICAL TRIALS AND ETHICS COMMITTEE OPINION)
Interpretation of Part 3
Requirement for authorisation and ethics committee opinion
Supply of investigational medicinal products for the purpose of clinical trials
Application for ethics committee opinion
Ethics committee opinion
Review and appeal relating to ethics committee opinion
Request for authorisation to conduct a clinical trial
Authorisation procedure for clinical trials involving general medicinal products
Authorisation procedure for clinical trials involving medicinal products for gene therapy etc.
Authorisation procedure for clinical trials involving medicinal products with special
characteristics
Clinical trials conducted in third countries
Amendments to clinical trial authorisation
Amendments by the licensing authority

Amendments by the sponsor
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25  Modifying or adapting rejected proposals for amendment
26  Reference to the appropriate committee or the Medicines Commission

27 Conclusion of clinical trial

PART 4 GCP & B K#BR O FfE (GOOD CLINICAL PRACTICE AND THE CONDUCT OF CLINICAL TRIALS)
28 Good clinical practice and protection of clinical trial subjects

29 Conduct of trial in accordance with clinical trial authorisation etc

30 Urgent safety measures

31 Suspension or termination of clinical trial

Part 5 JEA|Z2MEAR (Pharmacovigilance)

32 Notification of adverse events

33 Notification of suspected unexpected serious adverse reactions
34 Clinical trials conducted in third countries

35 Annual list of suspected serious adverse reactions and safety report

Part 6 JRERIEDRE Ly A
(MANUFACTURE AND IMPORTATION OF INVESTIGATIONAL MEDICINAL PRODUCTS)
36 Requirement for authorisation to manufacture or import investigational medicinal products
37 Exemption for hospitals and health centres
38 Application for manufacturing authorisation
39 Consideration of application for manufacturing authorisation
40  Grant or refusal of manufacturing authorisation
41 Application and effect of manufacturing authorisation
42 Obligations of manufacturing authorisation holder
43 Qualified persons
44  Variation of manufacturing authorisation

45 Suspension and revocation of manufacturing authorisation

PART 7 1BBR#E D XY 7 (LABELLING OF INVESTIGATIONAL MEDICINAL PRODUCTS)
46  Labelling

PART 8 FEffids & OVB# 42 (ENFORCEMENT AND RELATED PROVISIONS)
47 Application of enforcement provisions of the Act

48 Infringement notices

49  Offences

50 False or misleading information

51 Defense of due diligence

52 Penalties

PART 9 H@iE»> (MISCELLANEOUS PROVISTONS)
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53

Construction of references to specified publications

54 Consequential and other amendments to enactments
55 Revocations
56 Transitional provisions
SCHEDULES
1 Conditions and principles of good clinical practice and the protection of clinical trial subjects
2 Additional provisions relating to ethics committees
3 Particulars and documents that must accompany an application for an ethics committee opinion,
a request for authorisation, a notice of amendment and a notification of the conclusion of a
trial
4 Appeal against unfavourable ethics committee opinion
5 Procedural provisions relating to the refusal or amendment of, or imposition of conditions
relating to, clinical trial authorisations and the suspension or termination of clinical trials
6 Particulars that must accompany an application for a manufacturing authorisation
7 Standard provisions for manufacturing authorisations
8 Procedural provisions relating to proposals to grant, refuse to grant, vary, suspend or revoke
manufacturing authorisations
9 Modification of the enforcement provisions of the Act subject to which those provisions are
applied for the purposes of these Regulations
10 Consequential and other amendments of enactments
11  Revocations
12 Transitional provisions

&E¥ 4-2 Medical Act 1983 DAL

part Title Section
Part 1 Preliminary 1. The General Medical Council.
2. Registration of medical practitioners.
PART 11 Medical 3. Registration by virtue of primary United Kingdom or primary
Education And European qualifications.
Registration 4. Qualifying examinations and primary United Kingdom
Person qualifications.

[$a]

Qualifying In General functions of the General Council in relation to medical
The United education in the United Kingdom.

Kingdom And Further powers of the General Council.

Elsewhere In The Power to appoint visitors of medical schools.

EEC Power to add further qualifying examinations.

0 N o

9. Powers of Privy Council where standards not maintained
10.
10A. Programmes for provisionally registered doctors.

11.

12.

13.

14. Alternative requirements as to experience in certain cases
14A. Full registration of EEA nationals etc without certain

acquired rights certificates.
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part Title Section
PART II 15. Provisional registration
15A. Provisional registration for EEA nationals.
16. Registration of qualifications.
17. Primary qualifications obtained in other relevant European
States.
18. Visiting medical practitioners from relevant European States
Part II1 Registration Of | 19. Full registration of EEA nationals etc. by virtue of overseas
Persons primary qualifications etc
Qualifying 19A. Full registration of EEA nationals etc. by virtue of overseas
Oversea qualifications accepted by a relevant European State other
than the United Kingdom.
20. .
21. Provisional registration of EEA nationals etc with certain
overseas qualifications.
21A.
21B. Full registration of persons with an overseas qualification.
21C. Provisional registration of persons with an overseas
qualification
22.
23.
24.
25, . ..
26. Registration of qualifications.
27. . . .
27A. Temporary registration for visiting eminent specialists.
27B. Special purpose registration
28.
29. . ..
Part I1TA License To 29G. Guidance.
Practice And
Revalidation
Part IV General 30. The registers.
Provisions 31. Power to make regulations with respect to the registers.
Concerning 31A. Voluntary removal from the register.
Registration 32. Registration fees.
33. Supplementary provisions about registration
34. Publication of the register.
34A. Proof of registration.
34B. Registration appeals.
Part V Fitness To 35. General Council’ s power to advise on conduct, performance or

Practice And
Medical Ethics

ethics.

35A. General Council’ s power to require disclosure of information.

35B. Notification and disclosure by the General Council.

35C. Functions of the Investigation Committee

35CC. Provisions supplementary to section 35C.

35D. Functions of a Fitness to Practice Panel.

35E. Provisions supplementary to section 35D.

36. .

36A.

37. .

38. Power to order immediate suspension etc after a finding of
impairment of fitness to practice,

39. Fraud or error in relation to registration.

40. Appeals.

41. Restoration of names to the register

41A. Interim Orders.

41B.

42.
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part Title Section

Part V 43. Proceedings before the Investigation Committee, Interim
Orders Panels and Fitness to Practice Panels.

44. Effect of disqualification in another relevant European State
on registration in the United Kingdom.

44A. ..

44B. Provision of information in respect of fitness to practice
matters.

44BA. Fitness to practice of exempt persons : sufficient evidence.

44D. Approved practice settings.

45. Disciplinary provisions affecting practitioners who render
services while visiting the United Kingdom.

Part VI Privileges Of 46. Recovery of fees.
Registered 47. Appointments not to be held except by fully registered
Practitioners practitioners.

48. Certificates invalid if not signed by fully registered
practitioner.

49. Penalty for pretending to be registered.

49B. The Directive : designation of competent authority etc.

Part VII Miscellaneous 50. Default powers of Privy Council.

And General 51. Exercise of powers to make Orders in Council and other orders.

52. Exercise of powers by Privy Council.

52A. Annual Reports.

53. Proof of certain instruments.

54. Saving for certain occupations.

55. Interpretation.

56. Consequential amendments, repeals and transitional provisions
and savings.

57. Short title, commencement and extent.

Schedules Schedule 1 The General Medical Council and its committees, and the
Branch Councils.
Schedule 2.
Schedule 2A Visiting Medical Practitioners from Relevant European
States.

Schedule 3 Registration : Supplementary Provisions.

Schedule 3A Registration Appeals

Schedule 3B License to Practice and Revalidation : Appeals.

Schedule 4 Proceedings before the Investigation Committee,
Interim Orders Panels and Fitness to Practice Panels.

Schedule 4A Directive 2005/36 : Functions of the General Council
Under Section 49B(3).

Schedule 5 Consequential Amendments of Enactments.

Schedule 6 Transitional and Saving Provisions.

Schedule 7 Enactments Repealed.

ETHEE KAV

& ¥l 5-1 MEDICINAL PRODUCTS ACT (THE DRUG LAW) (ARZNEIMITTELGESETZ - AMG)
2007 4F FEDERAL REPUBLIC OF GERMANY:
http://www. bmg. bund. de/c1n_110/nn_1200354/SharedDocs/Downloads/EN/heal th/A
MG—pdf, templateld=raw, property=publicationFile. pdf/AMG-pdf. pdf

Chapter 1 : Purpose of the Act and definition of terms

Chapter 2 : Requirements on medicinal products
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Chapter 3 : Manufacture of medicinal products
Chapter 4 : Marketing authorisation for medicinal products
Chapter 5 : Registration of medicinal products
Chapter 6 : Protection of human subjects in clinical trials

Section 40 : General conditions for the clinical trial
Section 41 : Special conditions for the clinical trial
Section 42 : Ethics Committee procedure, procedure for authorisation by the Higher federal
authority
Section 42a : Withdrawal, revocation and suspension of the authorisation
Chapter 7 : Sale of medicinal products
Chapter 8 : Safety and quality control
Chapter 9 : Special provisions for medicinal products intended for use in animals
Chapter 10 : Observation, collection and evaluation of the risks of medicinal products
Chapter 11 : Supervision
Chapter 12 : Special provisions for the Federal Armed Forces, Federal Police, Public Order Police
Civil Protection
Chapter 13 : Import and export
Chapter 14 : Information Officer, Pharmaceutical Consultant
Chapter 15 : Designation of the competent Higher Federal Authorities and other provisions
Chapter 16 : Liability for damages caused by medicinal products
Chapter 17 : Penal provisions and provisions on administrative fines

Chapter 18 : Transitional and interim provisions

Sub—Chapter 1~15

Annex

AMG Z& BT %)% EU Directive

*Directive 2001/83/EC relating to medicinal products for human use

*Directive 2001/82/EC relating to veterinary medicinal products

*Directive 2001/20/EC on the approximation of the laws, regulations and administrative provisions
of the Member States relating to the implementation of good clinical practice in the conduct of
clinical trials on medicinal products for human use

* Directive 2002/98/EC 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

% Directive 2004/23/EC setting standards of quality and safety for the donation, procurement,
testing, processing, preservation, storage and distribution of human tissues and cells

% Directive 2004/24/EC amending as regards traditional herbal medicinal products, Directive
2001/83/EC on the Community code relating to medicinal products for human use

% Directive 2004/27/EC amending Directive 2001/83/EC on the Community code relating to medicinal

products for human use
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*Directive 2004/28/EC amending Directive 2001/82 on the Community code relating to veterinary

medicinal products
Chapter 1: ARELEHIOBWE FAZFEDEZ (Purpose of the Act and definition of terms)

Section 2 : [EFH I D EFE (The term ‘medicinal product’)
(1) EFEHEIT, E FHDIWVITEMOERNDS 2 WIERAE TOBEIGHER S TEY . (kEWrLIELNT
H D
2) DOELDOIXEFEKS (medicinal product) & AR EIN 5
(3) "medicinal product’ @A T I 7 Wil
8. Organ Nt MIBEEINDHAITH S5, Organ iX. Section la no. 1 of the Transplantation
Act TOEWROHEIZH D
Section 3 : The term ‘substance’
Section 4 : Definitions of additional terms
1) Finished medicinal products
) Blood preparations
) Sera
) Vaccines
) Allergens
) Test sera
) Test antigens

(
2
(3
(4
(5
(6
(7
(8) Radiopharmaceuticals

(9) Gene transfer medicinal products
10) Medicated feedingstuffs

11) Medicated pre-mixes

12) The withdrawal period

13) Side effects

2

3

14) Manufacturing
15) Quality

16) A batch

7

17) Marketing

6

18) The pharmaceutical entrepreneur

19) Active substances

20) Somatic cell therapy products

21) Xenogenic cell therapy products

22) Wholesale trade

23) A clinical trial : B3 OZR - ZaMA b N TIEW T2 T, EMBEROMELEEN D, I
I ANFRBRI TS S e,

(24) The sponsor : JRERDEFL., Mk, MBICH L TEENH D L E 2 515 natural T legal 72 person

(25) The investigator

(
(
(
(
(
(
(
(
(
(
(
(
(
(

(26) A homeopathic medicinal product
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27
(28)
(29)
(30)

A risk linked to the use of a medicinal product
The risk—benefit balance
Herbal medicinal products

Tissue preparations: FMNSAEEIND LI REENE, © POK+H A5 WIZIFMIZIL Tissue

Preparation & X272 SHL72 0,

Section 4a : AREHOHEIHI S ORI (Exceptions to the scope of the present Act)
WOFELNI 3 U TAREFITEIS S e,

1.
2
3.

EEWATHOZW., TR, IWROEHZBMNE L, WIRE, AW LFHNFIECERE S ER
YO N TR O 721247 5 A Mila O EE, I)K5E
EHEOEBZITOFLRATINTWDERM, HIEE, TOMOEFICL > THEHSADERMLT, K%
L/ L OEHEO, BN REOTIC, ZOL2Z2AMICRESHTEESN TS ERMS
=B DL WTEOPDOARINEEDO D LTt PRI I, F— ARSI D K 9 7kl

Chapter 6 : Protection of human subjects in clinical trials

Section 40 : FRAKRBRIC K4 5 — A9

(1)

1.
2

WRIRRBRICBINT 2 AR P —, s, TOMmoE L, EUFES 2001/20/EG Article 1 paragraph3
DB > THRRBRZITO 2T E R 520, BRI, YEMHEZESPRE L. S5 Bk
MYRBNARLEGAICORAR Y —IC LKV IND, £z, IBREMBT 7201, ROE

HEVLELET D,
AR —BH DI DOREFEFOBEILGFTN EUOMEECH D Z &,

WREIZL > T, ZTLHRICHENTTFRTEDY X7 - RENEFINICESLIND Z &,

2a. BAGTAWE SNTC organism 2 FLEEROHEIT, KOMEMITIES(LTE WA EREZEN

TRHRINNT L&,
a) 9 =H O
b) BREE

. WEBREFICE LT

a) WBROARE, BER. FEICOVWTHMT A2 N TE, HEICHDL LTEEMRHBINTE 24
HmTHoHI L,

b) sub-section 2 sentence 1 IZFEH INTWHZ EZHMbINTEY, EmTHEEFLREOL TV
5k,

c) sub-section 2 sentence 1 IZFEHMINTWVWLZ xMbEINTEY, EFRTAEFLREBLTY
52 L FOGEZTITRBEICHET ILEONEL LOLEIZEH L THIZEALTWVWINERD D,

WERE X ENED D2 WVIIITBINF OM SISV THERICINE SNTRBRBRA RN L

WO e fEEk T, WIBICEE IO S 2MAFEIC L - THEESh, TOEFHIT. 27 & HIFRIC 2 £/[

DR FHFOMHEEIC L > THEMEEZ > TERIND Z &,

TRBEEICBE L <. BUTORZFMARR ORI > THEEAZWHREZFHRBEAEBI L TWDHZ &,

WEE T, EAFHEEFHNRBRICEREOH DM RAEPOHRBOBRBLIOTFHEENL ) X212

WTHLINTWD Z &,

RBROBRTE PAEC LV EFEZT 20 LELE, RICHD Y FRICEER RN — 2T

BB ICFILRIT 2 D £ 5 RIRRBRIBHEET D L,
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9. EMNIHERE OEFHEHICEELZA L, WRHRROS AT, ERENEELZAT D,

(2) WHREIIEMCTHIMEE DD VITERENDL, IBROAE, BF. VA7, GEBIMERTONV
M2 B THIRBO O PR T A HEFICOWTH S S TWiiF e b2y — I, B2kl
WA ENTVE Y — AR EICTFESIN TV AILERD D, IOIT, HHREFTIRRICHET %
UL DEMICHONTHIEE L — I T v ) v TOMENG 20N 5_ETH S, RRICSBMNT
2LORBEOEEIX. IREOR TWARLFTH NETELIIEGCTMEITL2 R8T, Zhic
L0 BB IV R DRI BT 220,

(2a) HEBRE (TGO L BRY, EAEHR, FICEFHEBROBEHICOVWTHS ST iRiITER S
PN, BBREF ISR OBEIEIZOWTH L SN TWAKLERD S,
I MENZIS U, ik his —4
a) IBRAEUNITOR TWENE I DFEHT 57010, BBEYRFH 5 VIFAR L —DREHMNT
I EEDTZDICFIHATREZRIRIBIC L TR <,
b) BA4DHT, ARy —H50WEF—Y = v MCRZERFTMO B TRESh S,
c) IRFEAGENHGE S NFICIE, BEAOE T, HEEEH I VEHYNYRF~THEIND,
d) BBRRICEL TEE LS Z2VESNEE T, BEAOE T, ARV —BLOHEYYF, =
DLGETBIEHDTRMT —F R—R LS D,
2. sub-section 1 sentence 3 no. 3 letter c I[ZHEDSKFEIZEMVELARETH D,
3. AEESOWMEIOLE, EMENTET 4 ROEBMNOZDICLE LT HHAICEFIEHEMEHS
Do
a) IBRIEDOHREZRET D,
b) SFHITMT 2HBRE ORENIE R bRV X S ITRET 5.
c) ERRMEARBEHL RIS ELLOOEFEMmESE D,
4. Section 42 sub—section 3.2V, RO OLNT-HAT T, O LN OBERFEIND,

FEOESOMEOEEE., IEMBEIET — Y REDNELELENEIDERET D, bITCHE L LAW
T — & Section 42 sub-section 3 TRDLNLHIMODL, H 2 WIIMOBHRFEYHMEK TOO L, H
HBIZHIBR SRR T niER 520,

(3) sub-section 1 sentence 3 no. 8 [Zb & D&, fRERIL, HBREICHERMZR L O IC, EUMAREICE P X
AE T T HRBEEA L ZH IR TR iT v, 2oL, IRBRICHFEET ) X7 LIEHIC
BV o b TRIINIER ST, HREDELH 5 WL RRENT KEEDOT X TOr—2
WX LT, A< &% 500, 000ENFIHFIREZR K D ITRFET A DO TRITIXZR LW, RIRIZE T
IO HFEEICE Y HEFICHT 5T RTOZ L—AITHRT 2,

(4) REFEHIIHTHHBROLG T, KOFEPEHN SN D,

I EELIIRBEEECOZHDH D VTEREOTHEZERL TWD O TRITER ST, EioEEM
DERIEZWH 2 TR BEDO T O 7= DI EFEWMFICE S TR SR TR b, KK
EHEAOEGENEFZHITHTRINTWDIEAICR- T, BERLOEARERIND,

2. A TITONTZIBR T, EFMFRICEVEE O W RS R A2 W/HT & Tldkn,
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3. sub-section 2 [ZEWVVIBENN R SNT2IC, IEMREBEFICL > TRIENMTOILD, FiLL, RERFE
FOWEBRE —HT 20 TRSTERLT., TOBERIIMIEIN D, IBBROBAA AT RRES
IIRBER 2B D R E AT DHIRE L > TREER OER, IR REEZZELAeND
AR, VA7 FERIZOWTHRRRV B EZ T RITAIE RO RV, WhrRHEETHh>ThH,
b ULRBETDRRICBM LIS RV EDERERBH > EI0IE, THEBEHERLRTERD
RO, b URKEENDRBROARAE, BX, SEZHEMTE, ZNOLOFECESE AN R EER
ENTELHAITIE., RIKEEOEBZ/IERLEICRD, Iyt v 7Okl _E
FDOHBROLTRMEFICHIRET RETH D,

4. WBBRIZOWT, HBREICHRLI T ARVWEE, BLXOZOMDO TR TELY A7 2m/NIT 52
ENFRERIGAEICORIEREEITCE S, AHORE, VA7 OREIFICT e ha—LoH TH
HEICEN, BICHIRBICL Y E=F—sh Tt nidi 5w,

5. WRERMEEZRONT, WARDIFIRLEZ LRV,

(5) WBRE . TOHBEMRNRKRE, HLVITHF TS NIEREFIX, ZLTL2a3047 MElIZT7 7 8ALTHA
BROFEMIZEENRH D EEBEAONDIETOFRICHETLERDPFEONLLICTRETHD, a¥
7 FEIXEFRERYRICE Ty b7 vy 7 EN 5,

Section 41 : VEERIZKI T 2Bl DS (Special conditions for the clinical trial)
(1) EEERIZEL TV D HBRE TOIBBROY A, Section 40 sub-sections 1 to 3 2K DS & Tl
EEN D,
L VBRI, ERFORRICESE, Amadhd, @ELZREIE, TREMOT 5720
REND,
2. HWHRE LR CREEEZBE > TV EFEENTK L THEBEMRFIEN 2T E0nideun,

RERFEFECRENMSEOLNT, BB OLEGER ., REFREEZRIE L, TWEzf o 5702
STEBRMMLERIGAICIE., EHIZBERELZES 20 EWN T2, 8l&EHEsNT 22 LT 2REILA
BEA DI 2 22 RE I (2 BN HUS L 22 T Ui W g 22,

(2) Section 40 sub—sections 1 to 4%, REBEZE S TWARKEZ TO, BRI RH N HIE5EDIEHR
DFERIZ, ROFAEOHZEITHEIEEN D,
L IBRIEOMRAE. ERZFOFRICHE N, HREOEMmE R\, EFELZEE S E., BREmo T 57
WIZHEREN D,
2. a) IBRRIL, HRELP B TCVDHO L UKEREZ S OBEEMIC L BEHEOFIEN 2 ITE VT 2w
b) OWERE H D WIIMOMFIEFIEICLDIRRTHEONZT — FHERT D 7-0I12, WHotiTHxic
BThD,
o) WRFRIIRMAEE DB - TV D BRFMFICEE L T 2adidnid e,
d) MRRIFEREFEICR/NDO Y 27 LENOAME LT LTBENNH D, WIRITNADOKE L H#HHEHIC
L PRENDIKOLEND Y A7 ER L, FHUE HREICH L TENWENWI < hTNT—
FER 2 EE 0 L BREICH L THEDNEWN IS bIFMh T R R REE L7267,

Sentence 1 no. 2 IZRMEHIZIEZH TLIE LT, RAEZEVDEEERIZEL TV DX sub-section 3 23
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WIS S5,

(3) Section 40 sub-sections 1 to 3 X, IEEEMICEL CWDHE T, /ML bNEBROANE., Ei.
GREEHMTET, TNOOFRICHS L TARENARBERRENTERWIIFIZH Y | EIREREN
RSN LX) RBEREE STV DLIEEXAVDIRROERICEAL T, WO XS 2500 b & ICHEIE S
N,

L IRBEOEMNIT, BERFORRLIHEV., BREOEME R, EELZRESE, TREMLIT 57
DICHRSND, IHIZ, 2OLDRHIL., FREPE STV DEMBEINSIND LI, D
WIEFEF I LTV D BRARIBICEEEERN 2T E R b, ERBRICEETDAN, £
OMOFRTEDLYATITIHEKDLIBY Db O TRIFTIERS T, U A7 OREAE L, KIZIBEBRT
2 ha—LOFIZHBIZESNTEY, BFICHEFICLoTE=F—INTWEH I &, HHIE, IR
HKEWRE THODFIENY A2 L0 REOD, HEIWVIFIERFEOHEAN LV AT 2 bbb S
WEDESRTERHLIGEICORERMT DL ENTED,

2. Section 40 sub-section 2 IZFESWTHEMENTZDOHIZ, EMRERBEDH D2V EIERINTREE
RREETDHZENTE, ZOHBITOWVTIE Section 40 sub-section 4 no. 3 sentences 2, 3 and 5
ATV TN

3. WBBIFHERICKLETH Y ICEEZ D ENTEDHREZ MW IZBRN OB ONTET — 2 H DT,
DML FIEIZ L > THONTZT — X HBEITOZENTEDL LS D, Section 40 sub-section
4 no. 2 DMEMS L TCHE L5,

Section 42 : fEEE SO TIE, EM# Y FIC L 2A&FBICK 9 5 FNE (Ethics Committee procedure,
procedure for authorisation by the Higher Federal Authority)

(1) Section 40 sub—section 1 sentence 2 {IZff» TEREINHMELEB R OBEME RLEZ KO 5 WG EIX.
Land Law IZES M RF I T 2N H LM L2 FBEMNZR MBS RS s, b LA
BB OMIEE I L > TIEITSND LTI, HFAEFIRELLIMELE D LWV EDOTF— 71T L
THEHLIM L e EER] KRHSW D, WEEER] Oy b7 v 7 Wk, MBI LD
FEMIZOWTIX, Land Law ICHAGEEI N D, AR UH—Ii% THBEZAS) ICERSNEZTXTOMHEHR,
GRERE LTS 20n, @R A I T 2RI, e E RS X, BN R LR 5k,
HMEZOBSAEA T2 TE, FLEEMREICERZEKEHTLIZ L TE D, IBRBRMFE
TEMENDHEICE. ROBE, HEZES) THEMEOHE. £LEHEMEO LR — &2 KET
52 EMTED, Thbb, MaBEE S M/ O MR £ 72130 B H9MR i 2 & T/ Ve o fHis < 5
HIHZ A L TRV, & 5 W IZRFEE MG RS & 2 138 A FisnREL 056, Bl E
RIEBZROBEICOREEEND,

L. AR —ICEB OB DI E 2 b E R NICRI SN EEFERARZER2TH D,

2. BB m Fa—L WRBREMHE. BRELZERT IBEA R EEFORESNTEERRIREOR T
AR DRI E BB T, MRV RZ MY, BXMOEHNEFOMELELAIMEL AN E T
DI RHEETH 5,

3. Section 40 sub-section 1 sentence 3 nos. 2 to 9 sub-section 4 and Section 41 IZBHFE XL T
WD EDRER S LTV,

FEMIE. sub-section 3ICHE D EFICHTESIND, WHEZEE S X, sentence LIZBRHN TV D HFFE
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EZALT, TNCEHLERZLEALDETIIORS LS 60 REZLEL T 23, £OHIMIZ, sub-section 3
WHESERICHER L TERSN 2 2L LEN SN Z L b d D, REHYMIIZHRERS ORBRO%S
BT, BAIE TORMAHIBRITEIG R,

(2) Section 40 sub-section 1 sentence 2 IZfEVy, FTE LY RIS AR X, AR —0T
B ERERIZHLTIT Y, AR =IO DI L E R T XTOFER, B, FRICREZNEFE
FHRBROMBITOBRBIRBR Y r ha— L BEEGOBHEL SRR —2RILT22L, R
IR OGEEICHEE IR D,

L AR Y= BEREZERIE L0052 5N @0 HBENICIRH SN BEERREL2TH 5,

2. fEHEINTZER, BICERMICETLIT —4%, BLOEREMHAELSLHBR T 2 b2 — VN BlfE
OFER AR HERL L T BRIZZ RO H 2 WV I35 2 o B R o8 i % & T [ 3K
DB DR & 2T 2 DI REY TH 256,

3. Section 40 sub-section 1 sentence 3 nos. 1, 2, 2a and 6, THEINTWAHHF, REHWMKA
BAE DG 1Z1E Number 8 IZHUE SN TV DB, FRHZHE=F DY 2712 R 2 S Tw
AN

AEEAEOZENORAT 30 HUWIZ, EFERY /N AR —ICIEMmOBE R Z@m Lo ooy
AR TaniceH7T, bLAR Y —RNEMBOBEBMO ORI T IO HURIZHFFEEZEIEL o7z &
TITiE, HEEIIE SN L Al & LD, ML sub-section 3ICHREE N D,

Sentence 4 PH@EMTHH DL LT, RN KEEELTHLIEENET BN D,
1. Number 1 of the Annex to Regulation/EC/726/2004 THIE SN DEZET (DNA £IFED. £W5FHY
WEEEAZ 2 — FT28EBFORBIE, £/ 7 afiling 7Y F—~)

2. RHBIG Y E . RESHYMIERDE., B rBRERWETHL Z L,

3. BIETHEAMEZTALTND I L,

4. IEMER D, B D WETBIWHKOEMFEIWETH Y . b N DWVIEEH KO EYFER RS

EAETH)N, MERRETEOLIRESEZELELT D HLO,

ZOEOBMEOHAICIE, TE ERYBBR AR —ICEHE L TRAZHBIT LIS A ICORIGRZH
WML ENTE D, TE ERYRIT. LEETL2EBOZMHEBLKAK T 60 HELNIZ, sentence 7nos. 2 to

CHEWVEES OO HGEICH L TRELZ T SRTER LR, 60 HOWMIX, sub-section 3 [ZHERL
THEFICHEN, EED L FEMHIND Z AR5, REHYMIEEMLLOH G, BICET 5
IR FT A D BRI R IS S 4720,

(22) BBROABICETH D78 LY FIE. sub-section 2 ITHEVY, M [HHEEES ] R T DR
RBICHT 2EMEDOERLZELOLIDICEEREREAT 256X, MEEAS) ITEMT D,
BRI LD D WIZEE M B CHENIC RS> RN Z IS CiEE D, ZoREe., AT — X iRk
o TE R bRVl ., SHICHEERHITHT DEBRITRE RTINS,

(3) W AKEIL, BMEDOARLZLEL T DERICHEN, WRVBEUNCFEITIND Z L. B LORZR MR

DOWRBNATET BB 2 HEET D 2 2T 2 DIESEZREDTIHEREZS 2N TS, ES
WIFRFICIRD L) e BIHE I N—T 5,
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AR BREITVWE=X VT THEMREEDL D WVIZIZOMOEFOEBB L OEET, 21 b

ToEm, BE RS, FICEORR TRAET IRIEM., AFFR THRE OLEME L O
ROFEITEEILSTDHEIRFRORERB R ELUET D,

. MEERERO¥E L FIAICHT 2 HHT, HINWDER, #8RHE L L ToORELEomEY 25N

WZBAT HRE B R, MBEHIMICB T 2055, iR, FAFIZBI 9 2 3, Section 40 sub-section 4 and
Section 41 sub—sections 2 and 3 I[ZH#ELT 2 X 5 RIEBROGAICIMEZERICHFET I LY 2
FERN OB T 2 FIH, REBREEND,

. TE BB ROEG L L ORKRBICES FIRICET 20T, #HESKLIER, #F L L To

BYELMEO ) e BN 2 M E B, AABIRICEE S 20, R, EMICET 9 E, &%
B WIFMRICH D BRI M 2 FIEE & 0% O SM, BBRO KRS 5\ T I OHlE], ST
Hich+ 2 FHE G,

cREHL A PRAF LARIES D 2 LB D A,
AR —OLATR, BERESNTEFELT. BIOBRICET2EACh N RN T —ZICELT

FEOHLIMEEDOLT, BEINT-FEGITICEL CHIGT 2 Y RICEDIHIMNT —4 X—2~0D

frix,

AN T —Z OWEMSHICET 2R T, #\IaFKZE organism & 5 W LEE T WA organism DIRE

W& ST EELOBRRBROGEITIE, RTMEMEE LT =FOM@RE L REICHT 2 U 27
ST D72 DIEROERB LOEET 2720020 L5 ICERIN TV DEEICHET 2 FH,
IHE, 77 AN SATRE S ST RWnWT — X ORBGIEIC b#EIE S D,

. BIEF®E organism & 5 WMITEE T WA organism DIREW % & Lo 35 o R R BUER T U5 M4k

WE L CHE = OMRELBREICKT DY A7 DOHT 524/ OE & HERICET 2 HH T, &
BLOREFEHO AV —2EYRBLOMBCEMTOD D REEZAS] ~RETDH I L iEHl
Sh, FEEHOa v —BLOEFEFHD 2 WVITEFHRFEARCRET XSG/ VTR
ENTW5D, HESIL, Directive 2001/20/EC (2 K3 X KGR S - E IR DR FIEIC OV T
LEIET DL,

Section 42a : Withdrawal, revocation and suspension of the authorisation

(&%)

&% 5-2 Verordnung iber die Anwendung der Guten Klinischen Praxis bei der

Durchfiihrung von klinischen Priifungen mit Arzneimitteln zur Anwendung am Menschen

H1

%2

(b MER T 2 EIES O RRER OB D GCP HHI, 2007 4F)
http://www. gesetze—im—-internet. de/gcp—v/index. html

& Allgemeine Vorschriften (—fXAIHIE)

1 Zweck der Verordnung (il HAY)

3 Begriffsbestimmungen (EF%)

§
§ 2 Anwendungsbereich (i it % H)
§

i Anforderungen an Prifpréparate (JEBRIKIZPRY-4 25 BEff)
4 Herstellung und Einfuhr (AR & #GA)
5 Kennzeichnung von Priifpriaparaten (JBBRIFKD F XY )

6 Entblindung in Notfallsituationen und Riicknahme
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(BRARORLERFARERGLY =2 —)1)

i Genehmigung durch die Bundesoberbehsrde und Bewertung durch die Ethik—Kommission (EEF
BN el i = Y A N R B i)

§ 7 Antragstellung (HEEEDOEH)

§ 8 Bewertung durch die Ethik-Kommission (ffFEZB < TOIEMN)

§ 9 Genehmigung durch die zustdndige Bundesoberbehsrde (Fi&@#EFY /I Xk A7KER)

§ 10 Nachtradgliche Anderungen (LAf% DZEH)

§ 11 MaBnahmen zum Schutz vor unmittelbarer Gefahr

§
%5
§
§
§ 8
(1)
(2)
(3)

(4)

(5)

(EED Y A 715 % ik D F Be)
#i Dokumentations— und Mitteilungspflichten, Datenbanken, Inspektionen (&¥}, WHFWH. T
—Z =2 EH)
12 Anzeige—, Dokumentations— und Mitteilungspflichten des Priifers
(WHoeE o, @, a8 X OERICBET 2 85)
13 Dokumentations— und Mitteilungspflichten des Sponsors
(AR Y =X D&, @B 5 %5)
14 Mitteilungspflichten der zustidndigen Bundesoberbehoérde
(FT 87 3 FRBURT % B~ D 3l N 36 5 )
15 Inspektionen (B&#Y)
i Ubergangs— und Schlussbestimmungen (FeifE3 L OVEEKHE)
16 Ordnungswidrigkeiten (G&EX)

17 Ubergangsbestimmungen (FIEIRE)

Bewertung durch die Ethik-Kommission (fiEZBE 2 TOFHME) OFIR

WMEEEDE, BERPHEEELZBELLILZ 10 AUWNIZAR Y —IZ@mT 30, H2VIEHEE
BERELE S 2 WVOIZKITTHWDERE, B2 WIEHENEANCA > TWRWERX, 14 AUNIZ AR P —
KWXBLTWSFRIEEZETET L2752 L,

SERMMHFEELZHEL TS 60 HUAIZ, FiEMEEZESIEIARN U —& NCAIWCHEHB & & HIzE D
Miz%kd, HEFICH L TARYT 4 7RI THRFT L TV DREICIE, ITEmEZ B2 EZ T BME
RO EZ RO D2 FEMNHKD, BNEREZZ RS E TCOHMIL LM SRS D, FrE Mz
ZESNERTI2ERPZH I N-R R TREBBBEIN S,

BB —FT TITENLS HEOEE, 60 H ORHEHIMIZR KT 30 HHICEMR SN D, b L. IR,
BOMOBHERREERT DL ORBEE T/ T 2O O—HE L TO Phase 1 BHERBR T, I TIC
MEEZBARPOEHENRFMEZHR COLHE T2 7 7 LAOHOIRBRICE SN TV EGA, FHHHIR X
4 BIcEfRESND, 25O MMM OERKIT. ko (4) OERLOGEIITHELE SR,
RAERIE R I K OB AR - E organism # B EIEKMLOEHEIE, Lo (2) THASN72 60 A O FFAlH]
L 90 BICIER S, B2, b LITMERBEEESNTIEF RIS, FMED L WITEMFEOERLZ K
DEPEITIE., SHICHERENAIET, h—F /LT 180 HOFEMHIK & 725, WG FBATIREH DGR
REBROGE I, FEMBMRIEE KT 180 A M, EETHMAEEOGEEG L, FFMICIRER A HIRIZ 220,
—ETLA EORERR T EM S D Z R EARERIT. BET2HROMBZEZOH IO TIC, MEE
BR2ROBREL LTHHET 5, BET2MIAZERIT. TULENOFET IO EEDOE. R
BRHiFR DM A MO WTHHMET 2., ZhENoMmEE BSOS RIT, ERih, RBEGEEDOZHE
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% 30 HLIIC, #AaMRmEEER IR S 2TV T 2n

§9 Authorisation by the competent Federal authority (FF&EHEFENFIC XL BEZE) OFER

(1) NCAIE, ERRHBEELZHELELILZ 10 AURNIKAR Y —IZ@BMT 50, HDHVIE, BHEERD
HHHRWVDICRIFTWDE, &5 WVITHEFEPHANCH > TORWEFIZIZ, 14 BURNIZAR P —IC
KELTWARIEEEET S L HHERT 52 &,

(2) ERLHFEZOREIT, AMCS2 ICRHESNTVE LY 2 THmMTORE, L. NCABRRKRY
P —ICHBE O WEMOBM AT oA, AR —I%, ZOEMEZITI -T2 5 90 HLNIC
—RI7ZTHBEEZEET DI ENTE D,
ERRHFELZELTOD 60 ALNIC, IiFMEEERIIAR P — & NCAIZHLH & 2 002 %
D, MEEICH L CRYT 4 72 TRI L TV D HAICIE, T MEZ BRI —E7Z T BNER O
Rt E RO D ERHK D, BT, BEMERE2Z TR E RSN S, BMER 2% T8RS % TO
B LML OB EN D, IEMBEZESPERT 2ERMNZE IR TR BB I
5o NCAIEEZZ T THE 15 HBUWNICAR U — BRI THFEOEARBOBHEIT I N, HDHWV
I, EOHEME L HICHEEICRTT AWM EREZ RN T S, IEMEZBESTI Y —%2ZHT 5, E
RS, AMG @ §42,2,7,2 to 4 OFAIE, FHIBIEIL 30 A, EEBMAIGEOLGITIE, ARIC
92 RERTHI BRI PR 1X 72 0,

(3) b L., KRB, BOrDHERBREMER T2 LI RERE T2 T L0FO—H L LTD Phase 1 EiR
T, T CICHEEMEN YR ORAIINTWIHRE T e 77 LOFOIRBRIZESHNTWDHIEE,
FEMG IR 14 BB SN DN, ZOHAE, TTIRARINTOWLIHFEET, EEIN TV ARVED
=B LTO bREEHREZ L LIS LEHFETRTNIER LR, 25 OFHhIM o mEHEL, &
D (4) OEESOGEIILEIE S g

(4) (RHIRaIER, Bis T BATER B X OGS 1% organism, & 5 WL 7% organism DRA Y O
Lok, AMGS 42,8, 1 THEIN TV A REEIMIX 90 BICER S, iz, b LITERBEEZAESNGE
MG 12, HAFEH 5 VIEHMAFOEREZ RO 25EICIE, EEAFAET, h—%/LT 180 HDFE
MR & 72 5, BB TBATIBR A OBKRBR OS5 E 1T, SR TR KT 180 A, REBHMILIR
FEOLA L. T RE R A BR 1 7
BAR T UAE organism  F LIERIK, HDHWVNIEENE DIREW DG 1L, NCA IE, Federal Ministery of
Food, Agriculture and Consumer Protection O Db LITHIET D, NCA 75 OB F N AFRIE .,
TEBR OFPHN CHEARFUZE organism O DO EKB A B ET 5,

(5) REZHEMT 2WBR T, NCAITHFEEICERD D VILETE SN TV D FHEICBE LT, BBk, 1A
DORGERIFE . IBRICSMLTWETIRT MY — AR —Oligh, TDIENOEMEZRIET 5 Z &
NTED, ZORMOEDIC, FIFEMBIFYROT— =2 M, TSR OWH O TICE LR
WIZRE¥E, EVRAOEMIZAY, B, AT —F %2R L, a—%/ERL., THEZ LD R
BRODGENH D,

&% 5-3 Notification on the clinical trial of medicinal products for human use.
(BfArM, PEI : 2008)
http://www. pei. de/SharedDocs/Downloads/EN/pu/klin—-pruef/3rd-announcement—e
n, templateld=raw, property=publicationFile. pdf/3rd-announcement—en. pdf
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FoH

& 6-1

27 2R

T3 VRANREEEZHDODEER 2D E R

BFRER 0 (HKR)

Part : General protection of health

Book I : Protecting people’ s health

Title I : Rights of sick people and users of the health system
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