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HORBERD =RRIZIBN T, BERED AT TV =R RIp > TODIEN LB AERRE R OE AL R
7o TND, HARDIERBIOENZHF2—1—-14TRLT,

HARTIE, BEEREINCELIERTEMIITONL LRI O E EOES MBEICE T 2ER 2
EFSNTEY, BHEICANTTZRIEROLENBD LI TND, ZD7=H, —ELL EOHIE - fHfkED
IR ZATOLEDHEFEMERBIREIC L TRIEEF AP RDOON TN, Fio, BRI “PFE”
ELTERTAIGEIIEEMEREIREOXN G LIROT  IRRFHEE O G LTI TR, —E
DIFEZAT > CRIERTEARE B & T DR RBRZITOBRICO HIEBRE B R LR IERTEAR A KD
bio,

—J7, KETIX, 351HCT/P LT RN R xE e 5% B &k O | EE 7336 1HCT/P (HCT/P's Regulated
under 21 CFR 1271.3(d) (1) and Section 361 of the PHS Act) &L TEH=1LTEY, &/ RO T
(minimal manipulation) . BEUERNL & R Z 7238 ~D 1 A (homologous use) (2% L Thi#E &5,
Fio, BRI LU TITOHE Tho Thifia MR DL ZITOH AT, TN TOMEER TH
grSROBI, R —DOE 2RI K B EEPROBILD,
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BATIE, RELTITHBATH T, —EUEDMBEITSEEZDAHBUERTAIANBE (ER. ﬂ%&bfh?ﬂ‘ld:ﬂﬁ’llat&t\)o
it WRD55—FELULEORBETILDOLET, ERAFLLTRERTT HLEANET HEEL, ARE . BERFTRER

ABE,
RETR, RELTIHBAD. ER. IRELTITHRAS, MlE-ARFARKERIBSCELTRLRFA LN oTINS,
.it;-'c‘T‘d‘):faU ’J‘*\'CU)B!&L‘HE&L.’JL\'C&E#M’E Ff—@ﬁﬂl&!ﬁ ﬂifﬁb‘!*éhéo

E&R2—1—14 FHH D E KL (kG KRS

351HCT/Pix. =D /ER (primary mode of action) (Z&V., A£#HA| (biologics) F7= 13 = ER
2= (device) I3 B 5, EMRANCFE Y 755513, CBER (Center for Biologics Evaluation &
Research) 3 #E&EZHH % L, cGTP (Current Good Tissue Practice) - cGMPIZ{E-» TR ELES
HLENRHY, BERABRICB O CIEREREN 7L L TITO% 6 Th-> THIND (Investigational
New Drug) kDb s, KENTMEZEEERGZ1T5% & 121%., BLA (Biologics License
Application) ZFDAIZIRH L, BRFEAREZEBRT T RER, FRIC, EEERICZYE T5681C
iZ. CDRH (Center for Devices and Radiological Health) N#E#& A #H %4 L, cGTP-QSRIZHE~>TH
s ELES I, BERRRER D FESEIZ Y7~ > TZIDE (Investigational Device Exemption) 23R & 5415,
KRERNTNZESERE| 21To% 4 121X, PMA (Premarket Approval) Z#FDA[ZH 5L CTIRGE A%
BHTaEANROLND,
1997 £ 1 AIC B FZEMEmARa0 CMC ERICIRDITAZ U A2 RRUTLIRE, 2014 £ 12 HICEDSE
T Draft 25 T FDA i Cellular & Gene Therapy & O\ Tissue (2B 3§ AT AX L AEAFK L TET,
FNHEME 2—1—-15 1077
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E% 2—1—15 FDA O Cellular & Gene Therapy B U Tissue [ZRAHIL R

FHHHFEA

HAX L ADLF

20144E12 A

Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps)
from Adipose Tissue: Regulatory Considerations; Draft Guidance for Industry

20144F12A4

Minimal Manipulation of Human Cells, Tissues, and Cellular and
Tissue-Based Products: Draft Guidance for Industry and Food and Drug
Administration Staff

20144104

Draft Guidance for Industry: Same Surgical Procedure Exception under 21
CFR 1271.15(b): Questions and Answers Regarding the Scope of the
Exception

201447 H

Draft Guidance for Industry: Design and Analysis of Shedding Studies for
Virus or Bacteria-Based Gene Therapy and Oncolytic Products

201446 A

Draft Guidance for Industry: Determining the Need for and Content of
Environmental Assessments for Gene Therapies, Vectored Vaccines, and
Related Recombinant Viral or Microbial Products

201443A4

Guidance for Industry: BLA for Minimally Manipulated, Unrelated Allogeneic
Placental/Umbilical Cord Blood Intended for Hematopoietic and Immunologic
Reconstitution in Patients with Disorders Affecting the Hematopoietic
System

201443A4

Guidance for Industry and FDA Staff: IND Applications for Minimally
Manipulated, Unrelated Allogeneic Placental/Umbilical Cord Blood Intended
for Hematopoietic and Immunologic Reconstitution in Patients with
Disorders Affecting the Hematopoietic System

2013410A4

Draft Guidance for Industry: Use of Donor Screening Tests to Test Donors of
Human Cells, Tissues and Cellular and Tissue-Based Products (HCT/Ps) for
Infection with Treponema pallidum (Syphilis)

20134104

Draft Guidance for Industry: Use of Nucleic Acid Tests to Reduce the Risk of
Transmission of West Nile Virus from Donors of Human Cells, Tissues, and
Cellular and Tissue-Based Products (HHCT/Ps)

20134E11A°

Guidance for Industry: Preclinical Assessment of Investigational Cellular and
Gene Therapy Products

20134E7H

Draft Guidance for Industry: Considerations for the Design of Early-Phase
Clinical Trials of Cellular and Gene Therapy Products

2011412A4

Guidance for Industry: Preparation of IDEs and INDs for Products Intended
to Repair or Replace Knee Cartilage

20114104

Guidance for Industry: Clinical Considerations for Therapeutic Cancer
Vaccines

201146 A

Guidance for Industry and FDA Staff: Investigational New Drug Applications
for Minimally Manipulated, Unrelated Allogeneic Placental/Umbilical Cord
Blood Intended for Hematopoietic Reconstitution for Specified Indications.

20114E3 A

Guidance for Industry: Class II Special Controls Guidance Document: Cord
Blood Processing System and Storage Container

201141 A

Guidance for Industry: Potency Tests for Cellular and Gene Therapy Products

20104104

Guidance for Industry: Cellular Therapy for Cardiac Disease

2009412 A

Draft Guidance for Industry: Assay Development for Immunogenicity Testing
of Therapeutic Proteins

20094£10H

Guidance for Industry - Minimally Manipulated, Unrelated Allogeneic
Placental/Umbilical Cord Blood Intended for Hematopoietic Reconstitution
for Specified Indications

2009494

Guidance for Industry: Considerations for Allogeneic Pancreatic Islet Cell
Products
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FEHFEH HAX L ADLFR

Draft Guidance for Industry: Use of Serological Tests to Reduce the Risk of
200943 A Transmission of Trypanosoma cruzi Infection in Whole Blood and Blood

Components for Transfusion and Human Cells, Tissues, and Cellular and
Tissue-Based Products

Guidance for FDA Reviewers and Sponsors: Content and Review of
200844 A Chemistry, Manufacturing, and Control (CMC) Information for Human
Somatic Cell Therapy Investigational New Drug Applications (INDs)

Guidance for Industry: Certain Human Cells, Tissues, and Cellular and
200844 A Tissue-Based Products (HCT/Ps) Recovered from Donors Who Were Tested for
Communicable Diseases Using Pooled Specimens or Diagnostic Tests

Draft Guidance for Industry: Validation of Growth-Based Rapid
200842 H Microbiological Methods for Sterility Testing of Cellular and Gene Therapy
Products

200748 A Guidance for Industry: Eligibility Determination for Donors of Human Cells,
Tissues, and Cellular and Tissue-Based Products

2007428 Guidance for Industry: Regulation of Human Cells, Tissues, and Cellular and
Tissue-Based Products (HCT/Ps) - Small Entity Compliance Guide

20064118 Guidance for Industry: Gene Therapy Clinical Trials - Observing Subjects

for Delayed Adverse Events

Guidance for Industry: Supplemental Guidance on Testing for Replication
2006411 H Competent Retrovirus in Retroviral Vector Based Gene Therapy Products and
During Follow-up of Patients in Clinical Trials Using Retroviral Vectors

2006459 A Guidance for Industry and FDA Staff: Minimal Manipulation of Structural
Tissue Jurisdictional Update

Guidance for Industry: Compliance with 21 CFR Part 1271.150(c)(1) —
Manufacturing Arrangements

Guidance for Industry: MedWatch Form FDA 3500A: Mandatory Reporting of
2005411 4 Adverse Reactions Related to Human Cells, Tissues, and Cellular and
Tissue-Based Products (HCT/Ps)

20004£6 8 Guidance for Industry: Availability of Licensed Donor Screening Tests
Labeled for Use with Cadaveric Blood Specimens

200649 A

19984£3 A %ﬁéﬁ:g:e for Industry: Guidance for Human Somatic Cell Therapy and Gene

1997457 A Guidance for Industry: Screening and Testing of Donors of Human Tissue
Intended for Transplantation

Guidance for the Submission of Chemistry, Manufacturing, and Controls
1997414 Information and Establishment Description for Autologous Somatic Cell
Therapy Products

EROBEM—EIL, 2015 4 1 AR T FDA OF— A= I ABSH TOBIEREVAMELZS
DTHDHTeD, HFERIIBFERBOR — LN —VETCITRERWIZIZEZ (FDA AR— L5 —
2015a. 2015b),

EUCTRBAERBEESFNOFIHIZATMPEL THESL., Regulation (EC) No 1394/2007iZ8-
THHISN T3, Regulation (EC)No 1394/2007i21%, EUBN O ESEZ X /- Fi@% L 453
AR TR, EUMB A EICBITBENIREDAFRH E ThDdhospital exemptioniZ B35
ENEENTRY, BEEEEENFOREICOWVTEREFEIED LN TS,

728, EiRdhospital exemption&i. Regulation (EC)No 1394/2007MArticle 28/ZE:-S<HIE
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T, OFEDBEMITICHEINCA TS, QMR EEEICE X QI REMICEESh, OF
BUCEE OBBETLO T, @EUIINBET5R—ERN T, @E—DHEBRENIZBNTHNLILS, &)
TRCOERGEHZTHEICEMAIZEAFREELITROT, EUNBESEOKETCEMNICREL
HERBEEZDLIENTELHETHD, BIEICET LT —F0ROLIVEWVEVIEBETIL, B2
E DA - MR EAGEHIE Il WA EE 25, 7283, hospital exemptioniZi% 355 B DHE

b, AEEOITEMEENORIE TR, ME, 77— <abtPIr R f—HE gl C%Té?:y%%am
BZTHUNERHD,

EUIEKE TR, fEARE (principal mode of action) 23 EFHEEREE 2 SNOHBEE THERE L,
ELTHESND, BRARIT, KELFARICEEIFHERED BB 5 7 Clinical Trial
Application (CTA) 23R HILD, T, MATTAE S (somatic therapy medical product) (2L T
1E, 2008FIZAFE S 72 “Human cell-based medicinal products”&H.0:EL T, “Reflection paper
on In-vitro cultured chondrocyte containing products for cartilage repair of the knee” (20104)
“Reflection paper on stem cell-based medicinal products” (20114F) &V o7 HRRAEME IS U7
TAE LV ABRREINTND, o, BETFIHEREM (gene therapy medical product) IZ%tL Th,
“Quality, Preclinical and Clinical Aspects pf Gene Transfer Medical products” (20014F) %
i>EL T, Lentiviral vector°Adeno-associated viral vectorb\\\>72 & FEART X —(ZBH5H
ARTGALEVARTT RAA NI TDHARTA L BRRIINTUND,

BAEESRUL (tissue engineering product) i, ENERRZFA EHE - B TAZL2 BRNIIITE
Nz EFEFZ S, “Reflection paper on clinical aspects related to tissue engineered products”
(20114F) BARSNTND, EOMOEMAIZRBIT HBAEERBEMTAAICETOIVARNT A 2HF2—
1—161Z77°7,

E#*2—1—16 EMA® Gene TherapyB U'Cell therapy and tissue engineeringlZ{RAH A X X

FHEA HAZE L ADL TR
EMA/CAT/573420/2009 :
20144971 Clinical aspects related to tissue engineered products

Management of clinical risks deriving from insertional mutagenesis

EMA/CAT/CPWP/686637/2011 :
201342 A Risk-based approach according to Annex I, part IV of Directive
2001/83/EC applied to Advanced Therapy Medicinal Products

EMA/CAT/GTWP/671639/2008 :
201244 A Quality, non-clinical and clinical aspects of medicinal products containing
genetically modified cells

EMA/CAT/GTWP/44236/2009 :
20114E12 1 Design modifications of gene therapy medicinal products during
development

EMA/CHMP/BWP/353632/2010 :
201146 A CHMP/CAT position statement on Creutzfeldt-Jakob disease and
advanced therapy medicinal products

EMA/CAT/571134/2009 :

20114F17 Reflection paper on stem cell-based medicinal products
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201046 A

EMEA/CHMP/GTWP/587488/2007 Rev. 1 :
Quality, non-clinical and clinical issues relating specifically to
recombinant adeno-associated viral vectors

201044 A

EMA/CAT/CPWP/568181/2009 :
Reflection paper on in-vitro cultured chondrocyte containing products for
cartilage repair of the knee

2009412 H

ENTR/F/2/SF/dn D(2009) 35810 :
Detailed guidelines on good clinical practice specific to advanced therapy
medicinal products (Draft)

2009412 H

CHMP/GTWP/212377/08 :
Questions and answers on gene therapy

20094104

CHMP/CPWP/83508/09 :
Guideline on xenogeneic cell-based medicinal products

20094104

CHMP/GTWP/60436/07 :
Follow-up of patients administered with gene therapy medicinal products

20084F11 A

EMEA/149995/2008 :
Guideline on safety and efficacy follow-up - risk management of advanced
therapy medicinal products

200845H

EMEA/CHMP/GTWP/125459/2006 -
Non-clinical studies required before first clinical use of gene therapy
medicinal products

20084E5H

EMEA/CHMP/GTWP/125491/2006 :
Scientific Requirements for the Environmental Risk Assessment of Gene
Therapy Medicinal Products

20084E5H

EMEA/CHMP/410869/2006 -
Human cell-based medicinal products

20074104

EMEA/CHMP/BWP/2714'75/2006 :
Potency testing of cell based immunotherapy medicinal products for the
treatment of cancer

2006411 H

EMEA/273974/05 :

‘| Non-Clinical testing for Inadvertent Germline transmission of Gene

Transfer Vectors

200545

CHMP/BWP/2458/03 :
Development and Manufacture of Lentiviral Vectors

200144 A

CPMP/BWP/3088/99 :
Quality, Preclinical and Clinical Aspects of Gene Transfer Medicinal
Products

FEo@E—ElT, 2015 4E 1 A AT EMA OFR—AR—JIZABESN THOAERZIAMELZS

DTHAD  BHFERIZEEEEOR— LN —VETIHR WXV (EMA A— 52—
2015a. 2015b),

2—2 BEERRSMRFARICRIECENE

BAEERZ2MERRIECEIBEBRSEDOQEN ST LRRUELR LD, BEERSZREL
FOLTDENHET NESHEELALNITTDEEHIT, FEMBIN T DOREDFH I EDHIEELEDD

ZEEEMELT, BEAERSORME REFLEEREZES FEMBRM T ORIEEFIZOWVWTHR

ELTWD, ZOH T, FEMIEIN T, BEERFICAVONOMM THOS L EARE RS
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(H 3 : http://www.mhlw.go jp/stf/seisakunitsuite/bunya/kenkou_iryou/iryou/saisei_iryou/index.html)
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FHHEAR BEE S R
TRk 264E8 A 8B B H2785 BAEERREORZEMOEREICETHEERITS
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2649 A 26 H EEH0926F15E4A | BAEREOREMOEREICETAEROMITSE
FEEERREEM IZoNWT
TRk264£10H318 | EEAFRE1031F15E | (BAEREOREMEOEREICETAEE], [BAE
EHEE EBRMER | EREOLEMOHEESICE I AIEEETS IR
FIREREE @M (HAEREOREMEOEREICETAEERITHR
Al OBARWZOWNWT
ERE264E11H21E | EHERE BARBEEZOZ2MORSEICHETAEESICET
BHQ&AIZHOUNT
TH26E11A21E | EEFEIIE2EELE | BFAERSZOREMOMESICETAEROMKEITIC
FEEERREEMN FEDBEDEIEIZ DWW T
TH264E11 2560 | EEMIE1126F45E | REBAERSEZESIBIAFEEXEOEESEHE
EFEEEBRMER | 12T
FHiREFE R @M
TRk264E11H25 0 | EEAFR1126F55E | FEMERMN T O AR BERZOWT
B EE EBURTSEERE
FHIEEEE®m

[BEERFORLMOERFICR T HERETS (FMR265F8A8H. MHHE2785) ]

BAERSORZEMOMERE BT o168 CER26FEREESSF) ICESSHlESh, BEAERS
B O #EEA G T4 AV Sl & et ., ARG ICRE R ZOMOMTERELIZH 0
ZRVOEREIFLUSOERBAN LT HLHE) | FrEMBAM LY O RGERF TS O 2B M, EHH
AL OMEIROFERENRESNI

[BEEREORSEOERFICETHEERITHRA (ER265E98268 . BEFBMESE1105) ]

BAERLZORZEMOMREICEETAIEE (FR25FEIERERSB) IS LT-E 5, BAEEEDR
HEE BAEERCREHE, BAEREOHEIERRMICETIHE. R EBLEEEREZES
AR T ORE B MR ORIBAERRSEDORE,

[BEEREORLEMEOEREICATIEEOETEFICOVT(ERM2659A268 . ERFE092651
)1

(HARBEZORZEMOHASICETAIEERITS ) CF26E8A8H | BIaH278%5) RUNHA
EREOZEMORFREICET EEHEITHAL CER26E9A 268 | EAFBESE1105) O
B OV TCHASN TV AERE, ‘

[TBEERFORLEOERFICHTIEE). (BEERFORSEOEAHFITAT HERELT

TRV BAEERSEDRLEORAFICAT HEEETRRUIOIIRINMI OV T (FERK265104 31
B. ERFR1031E12)]

41



F2E

BAEREZORZEMEOHEREICETIER, S, FR0, BAERREFENTEVCZEOHE, BAE
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7R AR E BRI N TVND,

[BEEREORSMEOHEGREICETIEEEICETAQRAICDOVNT(EMR26E11 218, EHE
#)1

EEMRE1031F 1 FHBRBHICCORENEBAEREORZEMEORREFICE T OEROBRNE
WZEE T 5Q&A,

BAERSHIFCOWT, YN, BAEREENOSE, ZHEE REBLEEREZES R
EHBIN T ORIEIZ SOV TREHSNL TV,

[BEEREORLEOHEREICEHTIEEOBTICASEMOBELICOVT(ERH26E11A21H.,
ERFE1121828)]

BAEERSEORZEMOMEEICETAEROMITEST, [EREEICHIT2 B FZMia - Hikz A
WA - MR ER O EMIC OV T (22453 A 30 B M EB 033082 5 EA H BE EBRE
@) MR SN,

[EEBEERERARICHTIEERBOBREEHEICOVT(ER265E11A258 ., ERBIFE1125
F48)]

REBAEEREZESCCHEARERSREHEIC OV TOEELEEEMTONIED, BAE
BEOREMEOMERSICETIERE 0BTV EMIN TOIBAERSICH T OB EFENR
SNTND,

M EMBRMIYOBAICRIIIRNICDOVT(EMR265E11 258, EBBIFH112585%) ]

BAEERKEDOREMDOMHEREICE T HERDOEIIREIVEORELZ T TAMNE QK EMail T
B O CERERE SN R EMIN TH 2 A 35812, tEAZE (invoice) 12, BIALESE
THYEMBBERREOREMEOHESICHETAERICESEERAINEEMIAM IS TH2, |
BRI T ATENRDLNTNG,
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= 3 BRI AR B ORAT IO THIES e, BEIEMITS DAFROE R, ERERCHEER
FRLOFEOHE , EFRERE K ORI 2 A ERS ORUERTEER CEEOHF 2R K572E D
BENEENDLELIC, ZOBES ORI TICE UL ERRBHEERED DI N5,

o, EERERBSEOREICE ST FEAERSMEOZEMITETDIBREBROEHRD
EYE, BRRBROEROEYE, MEEHK OCMEEEOEREICHTIEFIRASNI, BUERIER
IZERDBDOLL T, EE R, EEMA ML, (LM, ERESLOFEAERSHLOMERTER LT
BOAREICETE T, ROFEAERRFRLOMERTERZOFER ORBROER B8 5 03%
FENT ZIDDF IR ASINAE T RO, BEL TRHS Nz ERBRIC OV TREK2-3— 1
R, ZEDRIZENLDBEUZ DOV THERL T D,
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