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1. GMPE T D& 2. QMSETDHEE

T FEERRERL IR D E B RE ORI

2. RERMERKMT (FDA) (Z81) 2 A EREM GO REEH & OMn A HICEE 9 5 3K
il BE O

(1) FRAE PR SR E N o0 B AL PR OV 8 R 0D BN OV T BEEE 9~ 2 B FE AR

FDA O A E RS 50 0 (& E L L VML EE BIZ B3 2 FFHIE o Lo —Fx L 24
z2ICE LD,

HER R 10 & %5 CFR - (Code of Federal Regulations) title21 @ Part210, 211 2V

(cGMP : current Good Manufacturing Practice) % OF Part 820 2V (Quality system
regulation) (2, ZHEAVERS K OEFRE OGS P &K DMV E B PO L UERBLUE ST
Wo,

FDA TiX, CFR Title21 Part210, 211 ® ¢cGMP & Part 820 @ Quality system % ~X—
2T L, MR AR T 2 B AEERERGORMO 15 TH & D IRIEMAEY DIGHLOILR D
AREMEEAET L2 LI LT, ZnENIET 285705 ¢GTP (Part1271200 Subpart C
KO'D) M EFRETHESNL TV D, FDA Tid, §1271.150 T cGTP O R4 N —
WM DHE D D AL O HF ~DHIEE TLEERLTWVD, INHAETOT kX
W2 LT, BB RRES AT D& fifg s L7 IR 0 T CROEEH L O E E B OE M A ZR S
T, 6z, ZOHAIOERIZET 25 FDADOE X HxR"T D& LT, ¢GTP DA
AKX UAR 2D PFIET D, ZAUTIER R INIE R0,

—F., K 1IZ7R L7 MHLW @ GMP XX QMS O FH OFPHIE, BRE S 472 Al e 55 2
NI THiRR T3 T B 7o AR B el 2 fis 2 6 i 3 2 p R E T TH 2, BHO
ST DO M —m@EEDHE, OMIE%E ORI Ok, @RERMOFHEE T
DEIED 7 7 & ZZHOWT, FDA TGS E L OMhEEBE O L EORE T OFM & LTk
D, FDANR XV H#ENTHS Z &N MHLW & OHERE LTH LN E ST,
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(2) KENZIUT D PR E R S b o Bl o RIVEE LY OGRS BRI B3 2 R RE I

P AR L oD B A T R OV B O RS B 2 BUR 2 40IR T 5 i, Bl
FHRBHNGERL LT 5 & FDA 2V L7235 510 8dh L L ORI LdEZ R rRT 5
Warning letters & U8, FDA ~OHEH B FRETT H 40TV D i i A4 U 7 it oo 95
Bl DWW T LTz,

(OWarning letters 7> 5 R 541 5 flEE o Sl &8 K OV E S BRI B 5 2 FE ORI

KETIE, FAEERERSIX, HCT/Ps (Human Cells, Tissues, and Cellular and
Tissue-derived Products ) & &3 4L, 351HCT/P & 361HCT/P ® 2 >H 7 3V —dH
%, 861HCT/P I%. MEEMMRkOG A, MfkOFEEE, (E1E T EHRIZBRT 2 Ak M:
REEET D Z & ORI, Gl OISR O E . Ml O3 OB T 2
AW RHEEEE T D2 L ORWVINT. THY ., o R — S LM% 3 B
O FAENL O ALK & FIRE O RAIEE L OB A AT b0 TH Y, 351HCT/P
1% 36 1HCT/P LIS CHEFICHEARIC N L - & Z i 6 D Th 5 23,

2011 £~2013 412, 351 XiE 361HCT/P D #LyEE |23 H & 717~ Warning letters (2D
THRERLZDOT v A2 R 3ICEL O, NI —wEEOHED b ok i O & ~
DEEE TO T 1 AR A TROEEH K ONHEE B OBBENFEA LTz, KT,
361HCT/P ORGEF KT 5D R — OB A OHE D 2 U BT 2R 2 < R
DOEFEEPERIN TV NI EREICHEE o TND Z ERbnD,

QR A RS O WL 5> H O R RE ST

351HCT/P % 21CFR600.14(Reporting of biological product deviations by licensed
manufacturers) 20/Z X V) | LA OB EZE T S5, 361HCT/P i,
21CFR1271.350(b)IZ L v | Hifif L7z8SIZEI LT, Core ¢cGTP & L TEHRIN TS 10
THH (FE§1271.190, BREE=4% Y 7 §1271.195, &% § 1271.200, FA R - 3K §
1271.210, HIMOZEERER§1271.215, BEFINT§ 1271.220, 7}V > 7§ 1271.250, &
§1271.260. #ii%§1271.265, K —iE@#&t: subpart C) (ZB# ¢ 22 THORML%Z ., FDA (2
WETDZEBRBBMTON TS, 2, ZOMBIIA SN TS, FDA @ Biological
Product and HCT/P Deviation Reports — Annual Summary for Fiscal Year 201225
Table24 & 2528 T, 2010 #~2012 40 351HCT/P & 361HCT/P O Z Lo Hifif
FE BB T 2 LRSS AR SN T WD, ZOMREEF 420 K OFE 52TR LT,

[f] L AR— R ®DTable2 TR Sl hisk I L 5 &, & 4 DO351HCT/PO i
ZEEH U2 hEs T, 2010, 2011 20124 CTENEh, 2, 1 KU figk Tho7z, & 5
D361HCT/POIRMLTIL, FFDOMARENTEILEATS, 87 KU Jiik Th o7, sk
720 TIE JiEak 72 0 O E, 351HCT/PTlid, £ NF N3, 14,4 {:TH Y . 361HCT/P
TIEENENA, 3,3 - Th o7, ik Z LT OFREDREN L7225 6 DD, 351HCT/P
e ON861HCT/P & b [FIFEEE DMBLO T AEDHERMBEEL TN D EB BN,
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CORERNG, T ZAORICHEMAFEAE L TR Y, MHLW & GMP X3 QMS D
MOFHN T 2 B —EHIEDHED bR OEFEEA~OmEE TH, BEEHL T

mEEHNEETH D Z LIRS LT,

# 2 CK[E FDA O FpERFRE R ORGEE B L O

— % L
4 Ein M=
1. Code of Federal Regulations Title 21 > RGO RGEE L OV E S

PART 210/211(cGMP) 2V
(Revised as of April 1, 2013)

2. Code of Federal Regulations Title 21 >
PART 820 (Revised as of April 1, 2013) 2D
3. Code of Federal Regulations Title 21 >

PART 1271 (cGTP) (Revised as of April 1,
2013) 2V

R p b D B B N OV B A B

FFAE R A5 B D B A B N OV
#
- CFR210/211,820 ~_ L DOHE
— RRYE O B, s, SEE OB, 1k A
EE L& LIBIEE,

4. 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)
December 201122

cGTP OEHIZET 2 FDA DEZ H %
RLTEHO
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7#¢ 3 FDA Warning letters 234 & 4172 HCT/P 0 fili&E# (2011 4£~2013 4F)

ey HCT/P 4334 Ehg L T\bH 7k A FEHAEA B

Advanced Fertility Group, PC | 361HCT/P R —E A D) E 2011/06/14

Seattle Sperm Bank, LLC 361HCT/P R — A& D) E 2011/07/15

New Life Generation, Inc. 361HCT/P R — A% D E 2011/10/17

Lone Star Lions Eye Bank 361HCT/P R — kMO E — il | 2011/12/12
OB — N T — gk

IntelliCell Biosciences, Inc. 351HCT/P R —a@ s O E —fifE | 2012/03/13
FEOLRE— T

Young Medical Spa 351HCT/P R —a@E R O E — ML | 2012/04/20
FEOLRE— T

Gramercy Fertility Services 361HCT/P R — @ A& D) 2012/05/18

Family Beginnings, PC 361HCT/P R — @ A& D) 2012/06/15

Celltex Therapeutics 351HCT/P | /L 2012/09/24

Corporation

Balin, Martin S., MD, PhD 361HCT/P | R —idksrEDHE 2012/10/10

RTI Biologics, Inc. 361HCT/P AR AR AE O R — ik 2012/10/19

Tissue Bank International/ 361HCT/P R —E A O] E — M| 2012/11/28

The National Eye Bank Center DEI— R

Musculoskeletal Transplant 361HCT/P R @R D) E — MR SE| 2013/04/11

Foundation DOFREL— NN T — gk

Olympia Womens Health 361HCT/P R — 3 A D) 2013/04/24

Virginia Center for 361HCT/P R —# S O E 2013/09/10

Reproductive Medicine
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http://www.fda.gov/iceci/enforcementactions/warningletters/2012/ucm323853.htm
http://www.fda.gov/iceci/enforcementactions/warningletters/2012/ucm323853.htm
http://www.fda.gov/iceci/enforcementactions/warningletters/2012/ucm323853.htm

# 4 351 HCT/P Deviation Reports

Deviation Code FY10 FY11 Fy12

Product Specifications 5 8

Quality Control & Distribution 1 0 0

Labeling 1 4 6

Process Controls 0 1 1

Testing 0 1 2

Incoming Material 2 3 0

Miscellaneous 0 0 0

Total 6 14 17

# 5 361 HCT/P Deviation Reports
HCT/P Deviation Code FY10 FY11 FY12

Processing and Processing Controls 81 82 77
Receipt, Pre-Distribution, Shipment &Distribution 57 57 49
Donor Screening 21 18 40
Donor Eligibility 26 26 37
Donor Testing 83 42 18
Supplies and Reagents 4 12 12
Labeling Controls 2 6 7
Recovery 9 3 4
Environmental Control 2 0 3
Storage 1 1 2
Equipment 0 0 1
Total 286 247 250
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3. WM EZE ST (EMA) (236 1F % A R A it o UG 8 B K OV B BRI B 9 2% R il
JE DR

EMA o AE B S5 i o0 S 8 PR R OV BT B9 2 JE I B oD Bev oo — T & A
R BICE DT,

EMA TlZ, Commission Directive 2003/94/EC 28 THE 7z GMP =XKL L, 0
WA K74 Th % Eudralex Volume4 Annex2 29 HC, HADFAEFER G ICHEY 3
% ATMP (Advanced Therapy Medicinal Products) {24k L7=HENH 5,

Commission Directivel JIERIRFR NI 2 H T 505, A T A IS 24 L7gvy,
EudraLex Volume 4 Annex ({3, N7 —ik&PEOHIE M Ol OER IO TRT, Y%tk
OGN ETHD, GMPOFHIDNEH SN D RETH DL Z ENPRENTND, ZiLh
D LROWEERDE ZITITHOWTIL, SE & ZEMEOMRO T2 D DRI 2 E LIS
T % Directive 2004/23/EC 30{Z D072 T LT 72 B2 & ST %, 2004/23/EC T,
Article 5 Supervision of human tissue and cell procurement ®OZ:HE T, [1. Member
States shall ensure that tissue and cell procurement and testing are carried out by
persons with appropriate training and experience and that they take place in conditions
accredited, designated, authorised or licensed for that purpose by the competent
authority or authorities. | & STk, MlFEOHIE M —lBiR & 217 O fisk (X,
JHFIE I K> TERTICHD Z ENRO LTS, F=. Article 7 Inspections and
control measuresZ5IA C,[1. Member States shall ensure that the competent authority
or authorities organise inspections and that tissue establishments carry out appropriate
control measures in order to ensure compliance with the requirements of this Directive.
2. Member States shall also ensure that appropriate control measures are in place for
the procurement of human tissues and cells. ] & &I TEY, ZNOHD LEOIEEN ML
—= V7 IR NBIZ L B FIRICE ST I SN S NVER I TV D
T k&, Bl R Ln?u’féf MR MRT D Z ENERENT WD, N —ikgtE
EHIfREE OB O T, BAR L FRBEICGMPOEED#E AN TH D08, LFEOBIOIEH ]
IZED, 2O TRAZEYNCERT 2 72D OFEITx 2 Bk FH & HH Y R L 58
BNBUE S, dE & REMNERFET DHIENH DR, AARLOHERTH S,
b N HESES 0L O WEEFIZE LTI ERRH ) O & % Council Directive (2 GDP

(Good Distribution Practice 3V ) 2filiE S CTH Y, GDP ZEFT 5 2 & NERI LT
Wb, TOFEMERODDOHA KT A4 DLHEIN TN D, T, AWKk
(ZBET 2 L RMEREIRIZ OV T, £ 6D 539, 639" T K DICTSE U A7 K5 39 07 &
1L A R O R I 39 (BT D@k b B, E72. ATMP DGR D 7= O AT R
EOHAMTELE 72 & ORI E A3, Regulation X° Directive 72 & OIERIMH T %29 5 HH]
THIE I TS 35737,
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# 6 KN EMA oA R ER 5 0

UEEEL R OV E R IC BT 2 R o o —F LA

4 PR /.
1. Commission Directive 2003/94/EC of 8 October 200329 > b NHEHES - IBBIEDO GMP
2. Council Directive 92/25/EEC of 31 March 19923V > b MHEHGLO GDP
3. EudraLex Volume 4 EU guidelines for Good Manufacturing > NAFIFEEKOASA AR GO GMP DA KT A~
Practice for Medicinal Products for Human and Veterinary Use
Annex 2 Manufacture of Biological active substances and
Medicinal Products for Human Use, 28 June 201229
4. Guidelines of 7 March 2013 on Good Distribution Practice of | » Vi@, MatEEHOIT A K7 A > (GDP)
Medicinal Products for Human Use (2013/C 68/01) 32
5. European Commission Note for guidance (EMA/410/01 rev.3) | » [E# D TSE U R 7 {7 2 & EFHH
(2011/C 73/01) 39)
6. Note for guidance CPMP/BWP/1793/02, 18 June 200334 > EIBIHET L U EIZRET 5 EEFIH
(KR B AR DIED )
A) Regulation (EC) No 1394/2007 35 > ATMP o5y 58 A&GR
B) Directive 2004/23/EC 30 > b MO Rx—a v, I B, et RE,
5 2B 5 M K O M E DR
C) Commission Directive 2006/86/EC 36) » Directive 2004/23/EC ® h L—H% v U F 4 — BHRKAEIKIS
WE, Tav A RE, AT EZHET S 72D O E A FE
D) Commission Directive 2006/17/EC37 > Directive 2004/23/EC Ot MifaZED Kxr— 3 > BEL

AR 2 i g D 72 8O D BART B 5
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= EBRE 72 2 IR SRR I DUV T B2 ARURELS  IRICHSIT 2 SIS D aRskic L v |
VMO EREEICHS L CEU RO TH L Z 2R TH L L HIT, 2Ok
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A YR SRR A B L 7 RE R
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N BRI OIS NI D b DO TH DG AEICBWTE, R FP—X 27 ) —=27
(RF—izonT, M2, MAZICL2ZW AT, MIGHERER S ISR /S0
JUBE & 72 BRI SO TR 2 PR D lc o & T Rl IE A AT AN E D mEHIET
L2 EENVD, ) OEDO RF—0E, MESICXLIZE ORI
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ZOREFEER L, ZNERETDH L,
N EREICONWT, BEOMEOMROT-DICLEREEEZRD L L HIT, Y EOR
FRAEVERRL, ZNERET D L,
t R —EOZ ANGOFEEEICET e AER L, ZhEaRETDHZ L,
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N BIE EEE BHEROERFOREE, vy b (EREORECH > Tk,
i) JEITHERR L, ChERETs s, ]

ZOEHIT, TRIC—MOBREANFET 2RNTHLZ L0 b, HKEROEHEIZD
WTC TARICEORFHEARE L, iR L2b 02K TICE & O, FDA ® ¢cGTP OERIA
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MHLW OB HED T HFHICOWT, £ 7D %1 OREEEIMNT., T > 7 AREO#IIL,
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THY ., MREORBCIN TORICEET 2 E & 2O BT 2 E 2 BE L
1545 CTd 5 Directive 2004/23/EC ([ZESRITIUIRBIRNWENTA RT7 A U HTREN
TW5, ZAUZ XY EMA Tk, KOS OFPHORERIZ AT 2 BRI BT 5 2k
FHEHEHHYBIC L DEEEZBEL, MEEZEEEHAREL T D,

LU EDBCK DY FE OHRSFERN S, ARSI 5 HEE B L OMYVE S Lo e 2
THHEPAL LT, R —@stEoBIE, MlnsE o8B Ok, B % Ok |2k
DIEENRRIMLTND Z ERPRITRI N, £o, AARTIEINS DO LRERIZIBWTIRE
LR DR DA A BRI E L TR Y, ERIES AT A DOMEMEIZ- DOV Tt T
W &S [ITRESDS A & 72 o T,
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%7 FDA® cGTP OELREH & MHLW & EMA O EEOEAGHOE | oW EMA
TREARRS | ot | MREORR | #5% &M sxyvy | BE i
&IAER ERIEAH subpartC §1271.215 §1271.265 | §1271.220.225 | §1271.250 | §1271.260 | §1271.265
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MEMBEDIHLLES 1271.145 * 1,
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FIEZE §1271.180
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REE=42Y §1271.195
f% §1271.200
[E##-3ZE §1271.210
FatRAYF—308 1271.230
FCE% §1271.270 *2, % 4
bS48 1271.290 * 3

=& §1271.320
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FF9 5% %, L0 BRMICEED L~V TR L, TR LFEMT 2 Z & 3 flEE
FONHEEBO - OIC B 70D, EMA O X 512, ®EOFEICIG U7z GMP 22— 2 &
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\Zk 5,
OIREEHIL, EBRO RS T OPRAF R0k OIR S BRIE O 2 4 M4 T ORGEE L
T ETHEL, SOICEMEETITEBRIEAZ G L TWRWnWZ & &2 IRORAT v T DIE
EEMGT ORTE CICHER TX 2L L T ZEBRRETH D,
OQFFHIBIRIE, AFROKTOMROMEEZ(L OB LA 5 72012 (RO E R %
RS ICHET D Z ENEETHD LB BND,
B L7 Mlass 4, 2 O F SEREBGERE D S M Thtsk & Tk 3 2 O Thivid,
RIS D5 AR /EE CRIRR SN Bl SR AN R SN A R EICHIR A3 IT 5 2
Eo

@1 TR~OBAE TORIRMEZHRET S 2 L,

OBGEIRAF 2§ 258 %, U 22 B AR S 2 30 L7 B CulICiAE 9 52 £ T
DRFEICHIR AT 5 2 &,

R EMMFBUIRV D,

F 2 AEYIEY OB T, SE a7 IE R ES N EE T & 5 Ml S OBRBUERE TIL,
PREICIR A U7 OBEFR A58E T 72012, |ERA MEASE2ET) Sk 50k
AR E T D 2 & B A 0T A Z L EEAHETHZ LB E R
bivd,

I ACEL L DRI~ DO FIE TR TIE, BT L2 T 2/ O5A1T13, MW AEFRL T
TRT D72 OIHRE TiE (RS £ TORFMZETy) PNEETHY . £, WEZZE L2

26



R CIIBE LT 2 CORMARIRT 2 Z ENEEL 2D,

OEE e LIC L MG~ F A —UBNEC L AREMEN S 5720, IREZiET 5 k%
WL LAY 7 — h SNT@ETEDO FIHEOMEEET DO N —= I PEETH D,
OFMIREE DIIEAEINC K DIE R OB IEIX, 2 TOERE L BB W TE BT & FIH
ThHO, BEMTELE L CUTOLI R L2BETINERD D EEZLND,

ORfRSE OERIR TR, —MRAVICEREEBIN O FINECAE E CTHEM S5, Fii=
RALERIZIIT 5 TE DR OWMAEMIBROY %2 T 572010, RESHHAzRED
EHEL, 2O, ARG ICERE T XS FHOFIE L FL—= I RRETH D,

@FRI L 72 M RAE o R BE 7> O HIIR NN T 35~ 0D ik B I e N 6 S 8 oD Fd 5 f
D 5 PR ~ DBk BEFE 2 31T DA R K 21532kt LTk, MRS ok
FRBOBEELZ R T H L RUETH D, BEMEEHERT 5720 DR RGO
B, MRS 2 B 2B B W TR EIC R RGN N 2GR 5 2 &
WL DEBROWARLR EAENEN -T2 2 & 2GR T 5 2 LR EICHOVWTHET
RETH D,

OFA R ERL IS OW TR FIIIEE TR RN MR ThER 361 2 M
HIBEN A E 72 %, FHERK Ch D TREERIFIEIC X 2 MRS OSB3
LfREE) 37 (\CEHET REFHEAIUR SN TV D, FRSHIEE N T4 3 2% M
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