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(An Act To accelerate the discovery, development, and delivery of 21st century cures, and for
other purposes.; 20165128 13H)

BEERREEL. Section 3033-3036(c#i7E

Sec. 3033.

Sec. 3034.

(BEERRRZINE)

regenerative advanced therapies.

3035.
3036.

Sec.
Sec.

Report on regenerative advanced therapies.
Standards for regenerative medicine and regenerative advanced therapies.

Accelerated approval for regenerative advanced therapies.

Guidance regarding devices used in the recovery, isolation, or delivery of
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Standards Development and the Use of
Standards in Regulatory Submissions
Reviewed in the Center for Biologics
Evaluation and Research

Guidance for Industry

2019/3%4T

IV_HOW ARE STANDARDS DEVELOPED?

SDOs develop or sponsor the development of voluntary standards that can be
used by a person involved in the manufacture, distribution, sale or use of
products or services or in the legal regulation of such products and services.
SDO standard-setting activities include the development of performance

characteristics, testing methodology, manufacturing practices, product standards,

scientific protocols, compliance criteria, ingredient specifications, labeling, and
terminology.

Participants in the standards development process are individuals who represent
stakeholders and possess expertise in the particular area for which a standard is
under development. Although standards development procedures vary among
SDOs, the process typically begins with identifying the need for a
written/documentary standard or a reference material/physical standard and
gathering experts to develop the standard. Drafts of written standards are
circulated for comment, voting, editing and publishing. Reference
materials/physical standards may be distributed for testing and certification to
ensure that they serve their intended purpose.

CE FOEMELREIT DO TIRLLH,
o CBERIZIZSEBIRICSBINT .

V. WHAT ARE THE BENEFITS OF USING STANDARDS?

CBER
10t constitute

In line with OMB Circular A-119 (Ref. 1) and the NTTAA (Ref. 2), the use of
existing standards minimizes the need for government-unique standards. By
leveraging stakeholder efforts to develop standards, FDA can eliminate the costs
to the Federal Government associated with the development of government-
unique standards, and promote international harmonization of standards
acceptable to FDA.

cb CBERDIEEBRAOSMIS. IR T HIEEH Y
wi EDAOIREICH#HEDFBEH< EESIC, #

ik HIN R RBOVE -l BVTEAT S EM -
EEDBe
oo B Y ABEOREL FIFIE, BEOREP
O ENRROSEREHEROBEEBSL,
™ HRERES LS, EEOEAG. NRREH
T ERBICL. HBRAFTORMENETS.

maiRet.

14

VL. WHAT IS CBER’S POLICY ON ACCEPTING STANDARDS
USED IN REGULATORY SUBMISSIONS?

A. What is CBER’s Policy on Use of Standards in Regulatory
Submissions?

FDA encourages sponsors of regulatory submissions and
manufacturers to use appropriate voluntary consensus standards.

v EFRBICRAIDEN, REDERICFE
i L EREA BRI ERAT 3,

when those standards represent the most appropriate standards for a
specific purpose and are not in conflict with U.S. law (Ref. 3).

CBER recommends the following to those considering the use of a

SHEBRICIREZERTIROERER

1. When using a standard, the sponsor should provide a complete
reference for the standard in the regulatory submission.

2. Note that, once CBER has determined that a version of a standard is
acceptable, the sponsor should not implement a new version of that
standard before discussing with the product office.

3. Written/Documentary Standards: A sponsor may use appropriate
written/documentary standards that describe a process or assay used to
assess a manufacturing intermediate or final product.

4. Reference Materials/Physical Standards: A sponsor may also utilize
an appropriate physical standard or reference material in the
development and testing of their product. Examples of reference
materials include commercially supplied reference standards obtained
from a reputable commercial source; other materials of documented
purity certified by an analytical laboratory or other noncommercial
establishment; and a well-characterized lot of the product itself.

5. Data Standards: Data standards can help promote effective and
efficient review of regulatory submissions. Examples of data
include Structured Product Labeling (SPL), Health Level 7 (HL7)
Stability Standard, etc. For more information, see the FDA Data
Standards Catalog, available at:
https://www.fda.gov/ForIndustry/DataStandards/default.htm.

dard
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BAENEREAS: (—H) BAEBRGEES
ISO/TC 276 Biotechnology
BEEBREREOMNE/ mEFMICRET2ER
BAEAFREE: (—tt) BEEBI/N—2307+—F L4 (FIRM)
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ISO/TC 276:Biotechnology
BR:RrY
BItR hE
WG1:Terminology
Convenor:k1v
WG2:Biobanks and bioresources
Convenor: 73> A
WG3:Analytical methods
Convenor:7xXUA
WG4 :Bioprocessing
Convenor: BH&

WG5S :Data processing and integration
Convenor:k1/

SDGs
GOAL 3: Good Health and Well-Being
GOAL 4: Quality Education
GOAL 8: Decent Work and Economic Growth
GOAL 9: Industry, Innovation and Infrastructure
: Responsible Consumption and Production

Participating member :31HE

Argentina, Australia, Austria, Belgium, Brazil, Canada, China,
Colombia, Denmark, Egypt, Ethiopia, Finland, France, Germany,
India, Islamic Republic of Iran, Ireland, Israel, ltaly, Japan,
Republic of Korea, Lithuania, Luxembourg, Poland, Singapore,
Sweden, Switzerland, Thailand, Ukraine, United Kingdom, United
States

Observing member 17HE

Cyprus, Czech Republic, Ecuador, Estonia, Hong Kong, Hungary,
Malta, Mexico, Mongolia, Netherlands, Nigeria, Norway, Pakistan,
Portugal, Spain, Sri Lanka, United Republic of Tanzania

> BEEROAH - -7OLRIAREHES]. N1F/1 V3L IPHI—F

BEERON)1-FI- LR

ISAAIN (w6 2)
NI 9 D—RER

I1SO 20387:2018:General requirements for biobanking
HMRRFTR

MBI NS M EE T (wo 4) <:|_|

M EO—RERER
IS0/TS 20399-1:2018:

(@rRM
20

WX we 4)
HM AR ONE

1SO 21973:2020: General requirements for
transportation of cells for therapeutic use

B ERfli(wa 3)

HRFERITEEME(USERR)
1SO/DIS 23033: Analytical methods -

D
[€: 0=t 3]

Ancillary materials present
during the production of cellular
therapeutic products -- Part 1:

e 22 4 ] |
CREBHTHL SRRINREE T L]

Qugmm
(it s AL 2R

(WG 4)

Part 2: Best practice guidance
for ancillary material suppliers

S hiEO1I-Y-n"1
Part 3: Best practice guidance
for ancillary material users

ERNTAR (CAFRTT Ty~

2
N EEE LR y

EREFELAT L - GR
T (ERERRSERE [
(

| HRE/WE: DARORB(FF-RTH. WERARDH) |
| AR 70tA: (PWI=) NPWD=>CD=>DIS=> (FDIS=>)IS |

RERE

ISO/AWI TS 23565:

General requirements and
considerations for equipment systems
used in manufacturing of cellular
therapeutic products

» 2 ﬂlﬂﬂl‘l'il—l!ﬁ"ﬂ*'

N [ | b =l 1SO 20391-1:2018:Cell counting -- Part 1:
J | &
;;;:l;?;:;?:i e gy l - ﬂ[llﬂlli! I [ oo General guidance on cell counting methods
717 e — 2 V8 VI 7 LN y |

HRBHMORMS &

anwEes
W - T LD ARSI
QIE— A —a—
(hBRREEERFE N

cmgwaE | method performance

) 3 MR R
T 3 . T N
[ N E .;‘E“al | (m:%;*;;g%t% — IE 1SO/AWI 24190:Risk based approach for
W =T a1t | IERF | | pamsmen l = design and validation of methods for rapid
1ISO/CD 20399:3¢NTSHHEE '»\%(Exmmmm:«m:amésnz) ) GEIEaNER) microbial detection in bioprocesses
HRNZOIRME MEMBR
ISO/PWI 20404 :General
requirements for packaging to
contain cells for therapeutic use MEXZE SLERM w6 4)
Righ fiRgLERE ianae

HAEERAT— R D

General guidelines for the characterization
and testing of cellular therapeutic products

1SO 20391-2:2019:Experimental design
and statistical analysis to quantify counting
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ISO 20387:2018 General requirements for biobanking (Quality and Competence)

ISO/TR 22758:2020 Implementation guide for ISO 20387

1IS0/21899:2020 General requirements for the validation and verification of processing
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Informed consent
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1s0 biobanking

I1S0/TR 22758:2020 Implementation guide for ISO 20387
150/21899:2020

General requirements for the validation and verification of processing
methods for biological material in biobanks

1S0/WD 24088-1
Collection,
processing. storage
and

ISO/CD TS 23105/||[1S0 21709

Process and quality requirements for establishment,
maintenance and of mammalian celllines

pmcess . storage
and

Ctora o olant ’Tso/cu TS 20388

1S0/WDTS 22859

requirements for
Requirements for MSC

microorganisms

biological material Collection. processing,
storage and
criteria for animal biological
material

18021710
Specification on data
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[150/w0 24651

publication in
microbial resource 1SO/WD 24603
centers o

ISO 20387:2018
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ISO/FDIS 21709
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Process and quality requirements for establishment, maintenance and characterization of mammalian cell lines

Biobanking Standards
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International Society of Cell & Gene Therapy (ISCT)¢&lE ?
https://isctglobal.org /default.aspx

ISCT Mission  To drive clinical translation of cell
and gene therapies worldwide.

ISCT is a global society of clinicians, regulators, technologists, and industry partners with a shared vision to translate cellular therapy into safe
and effective therapies to improve patients' lives. ISCT Members gain access to an influential global community of peers, experts, and
organizations invested in cell therapy. ISCT offers a unique collaboration between academia, regulatory bodies, and industry partners in cell
therapy translation.

ISCT(Z, #fieEEE ZE THRIVABEMBELL CRE FREZNEIBEVOE TV ZEERE. RHIZF. BifrsE.
ERN-M—£2179390-)\LFRTHD. ISCTAY—(F, HRBETETIREL TV, TP, HEORE N
D&HZTO—)VIZ1ZT4CTIEATEFY . ISCT(F, HlEBEZARELICSNT, 7h737. ARHIHEE, HIUEFR/ -
h—EOIRE OISR -3 % RELFT .

BEEFBEFREGISCTICER

2017 £ 10 A 10 B BEERA/R—23>2TA-3 Lt EFEH
fEiaEFs BEERSIUHIRERO(EEZ B R (ClEEE(C
ES) O it

DEHMHZRTT I DFE RO

tLbL(d, EMEMISIEICRIL T, TORE- B2 - TOER # EACTE @

Oscar Lee, MD, PhD M BOARD OF DIRECTORS
Regional Vice-President
June 2019 - June 2021 —

National Yang- Ming University, Taiwan Exsaitivs Menagsmant
!

Committee

Strateégic Ad}\{isory il Global Government and Public
1 ounci £ . &
Bryan chol, PhD Relations Committee

Regional Vice-President Elect

June 2019 - June 2021 )
Strategic Center for Regenerative Medicine (SCRM) &
N X REGIONS GLOBAL SCIENTIFIC COMMITTEES COMMERCIALIZATION
Inha University, Incheon, South Korea e et |BIREE COMMITTEE
Australia/NZ ' Gastrointestinal
- Eur | Hematopoietic Stem Cell
Sh n Kawa mata, M D, Ph D Narth America ' Imm u:mp& CTEn:‘tTher::py A et
Reg ional Secreta ry South & Central America E Mesenchymal Stromal Cell Préassand Pidlict
i Orthopedic & Musculoskeletal

June 2020 - June 2023 Shre Development

Foundation for Biomedical Research and Innovation RecioAL Lo Sl
Japan

PRESIDENTIAL TASK FORCE ON

Australia/NZ UNPROVEN CELLULAR THERAPIES

Europe
Kunihiko Suzuki, MBA
Regional Treasurer
June 2020 - June 2023 PROFESSIONALS COMMITTEE
MEDINET Co., Ltd.,Japan

LAB PRACTICES COMMITTEE

EARLY STAGE PROFESSIONALS
COMMITTEE

*Legal and Regulatory Affairs
(HFR) International Society of Cell & Gene Therapy HP
(https://isctglobal.org/page/AboutUs)
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1. International Society of Cell & Gene Therapy (ISCT)
Elx?

2. FACT&IE?

3. FACT-JACIE-HCTE#¢CAR-T/APBMTE OB R

4. COMMON STANDARDS FOR CELLULAR THERAPIES

FACT¢[E ? Foundation for the Accreditation of Cellular Therapy

ot s Qi Standards: j&t
e P Accreditation: Bs&
Raise-up Inspector :A>ARJH—ERk

for top quality
patient care in

cellular therapies

Education: 15704554 (CD34+i8
e E, JO=—. FiZznith)

Ereq

What FACT Accreditation
Means to Patients

As a pationt, FACT accreditation can assure

you that the health care organization you

choose is commitied to quality patient care.
FACT tion m:

wwwww
you B

wwwww

FACT Standards Available for
Public Comment

= = IRAPISONE I BRRDLSBED ?

The draft Eighth Edition FACT-JACIE

mmmmmmmmmmm

e ” CAR-TICET 3 RiEFE S DHERDE XGlobal Tl

FACTEREED EFERIEIEER & L TLWBIFEEH S,

(HFT) FOUNDATION FOR THE ACCREDITATION OF CELLULAR THERAEIQ (http://www.factwebsite.org/)




EnRRStandardsh&30h ? y
1. International Standards for Hematopoietic Cellular Therapy Product .

Collection, Processing, and Administration ~ cm,,sgaro,,/
IEMHEERMOISHOERE, AR, 15T IERELE
IEIMAARORKEL. TOTA, 50200 -ER% 2B I 3z SHIMRaE 0 S AICERTS Aa.. :

B, BEE. FAEMASOMIBRE. TOtANOERBIA. BRSNS OMALESR. BHE1 Y g,
R BRI U DS OIS 4B (B T . o

2. Standards for Immune Effector Cells e T I — R E %

CNHSOEEE(T, BHAMHRE. FF213)LF5—HHRE. THIRE. BHIAZRLE, AEBENCREIEE2HE I3
FeHIAEREINZ & T I175 —HRB(EAIN S, COEAE(C(F. CAR-T cells®IIF > 6&F N5, &
ZIJ175— R0 5 A6 BB I RMETOT I A, EMmEHiefeis eZEII1)45 — RO S
([CREET B 5ex I BIz6bIC. FACT-JACIEE MR ESENIRIZ 2 SB(CI B,

3. International Standards for Cord Blood Collection, Banking, and Release for
Administration B IMEEL. \>F>27 . BHEOHOHEICEI T 2ERE%E
B/ \>OOEMRELE, FREL. JTOUX, IRE. BiE. RE. #BH. R3R. BIR, F1. HE. X

4. Common Standards for Cellular Therapies fliZ/aEHEE%E

HSDZHHEY — X, SAEARICEA TE3HIREEOEARN REMRTHD ., BEMEREKUERKRRERS
iﬂﬁ(:ﬁﬁm%héztf&alb(b\é IE&MmMpaZEFI UL, IBEMAREE BRI 2MigE L0
SLEEDELT BIHICHIFARIRETHD.

FACT-JACIE International Standards for Hematopoietic
Cellular Therapy Product Collection, Processing, and
Administration ( FACT-JACIE-HCTE#E )

PART A TERMINOLOGY, TENETS, ABBREVIATIONS, AND

DEFINITIONS JACIEE(S ?
. R, BBEBEER _ -
Joint A_ccredltatlon
PARTB  CLINICAL PROGRAM STANDARDS CBNERETS
BRI O)S LB (European Society
for Blood and
PART CM MARROW COLLECTION FACILITY STANDARDS ¥raa:§|;}/antation :
B BB ERERpEE AR AE EBMT) ORIk

PART C APHERESIS COLLECTION FACILITY STANDARDS
FPITL =S AL ERE

PARTD PROCESSING FACILITY STANDARDS
2’0tv> )%
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The FACT-JACIE International Standards for Hematopoietic Cellular Therapy Proa
Administration, seventh edition, represents the fifth collaboration to publish
Standards in cellular therapy between the Foundation for the Accreditation o 2%, BAE Ml iaiEtE
the Joint Accreditation Committee of ISCT and EBMT, the European Socig F4&¢BAR (FHmm-) A
FACT was founded in 1996 by the American Society for Blood and Marré st O hUfE 4
International Society for Cellular Therapy (ISCT), published the first editj ngi%z;;’f ,tliwg
the North American inspection and accreditation program based on these 2l .
established in 1999, adopted the first edition of FACT Standards in its entire
edition in 2002. Subsequent editions of Standards have been jointly developed
and JACIE.

d
Jved by FACT

IS MRS AECHITBEREL. OS>, &5 BFACT-JACIEQEBREAETHBARFACT-JACIE International
Standards for Hematopoietic Cellular Therapy Product Collection, Processing, and Administration (37
W) (&, MREAEOREIEARDFoundation for the Accreditation of Cellular Therapy (FACT) &.ISCTOH[E
SRAIEBE S THD JACIE, Joint Accreditation Committee of ISCTE., BRI EEEFSHEF S (European Society
for Blood and Marrow Transplantation : EBMT) HHEITHIREEDEZERULLIENREEZREFK I E%ZE
BELr. SB5EIEOREHAITOMEZSCLUICEDTHD. FACTIE. XEEEERIEFSE (American Society for
Blood and Marrow Transplantation : ASBMT) XU ERl&aEFe (International Society for
Cellular Therapy : ISCT) Hh'1996ICFRIIUEBHATHD. RIFICEEDSE 1IREFKITE. TOREEZERC, 1997F
(LK DR EEE S LUEREE 0 S R I88Tz. published the first editionU. 19974EICCNAOEAECEDVTILKD
hEER EEEH LUREE TOU S Lz FaIaUlc. JACIEIZ1 9994 (5% IaN . FACTE#EMNEE 1z 2EBIICERAL. 20024(C
FE2RROLE 1—ZHFETITolz. FEZEDOLUEOMODIER. FoiT. BEGAIFACTLIACIEOHEITITHON TEL.,

FACT-JACIE-HCTR# RGeS

2305@%& UsA

ﬁgﬁa{:{cm Hematopoietic Cellular . - |2"2 *Iil 21 Zbﬁﬁg
| ingapore | 1 =n
MNew Zealand |2 7]*9‘1 Sﬁﬁuﬂ
FACT Immune Effector Cell Therapy | Mexico )
(Stand-alone) - - -
Canada 15 APBMT?DHE-C (i
~ A —
Brazil 1 7>7Jl-ﬁ_}bt7|'_z |\7U7
FACT Common Standards 9
?
. . . . . 4 %
o150 250 B w0 1o o EU(FJACIEES T BIIRL)
== B
In Australia In NZ In Canada In USA
] maEE - = - e,
AABR- Ex AABE-E§ AEE - S B
RAEE - BR - ]
BA-MNEEE - B EAREE j—‘
_ EINCES 22
BA-IEEE - SR
NEEE - ER A - VSEE - S5 |54
FA - NEEE - BR EEE - E |-
NEER

NFRE-BR

(&H7r) FOUNDATION FOR THE ACCREDITATION OF CELLULAR THERAPY
(https://accredited.factwebsite.org/) & Y ¥ERX
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FACT-JACIE-HCTE#¥ SK([CRd8E(d?

Cellular Therapy Program®Diz&

Initial Registration [Non-Refundable] 10,000 USD
ANNUAL ACCREDITATION FEES
Base Fee 4,100 USD

Clinical Program: Blood and Marrow Transplant OR Immune Effector Cell 2,300 USD

Clinical Program: Both Blood and Marrow Transplant and Immune 2,755 USD
Effector Cell

Collection Facility 2,300 USD
Processing Facility: Minimal OR More-Than-Minimal 2,300 USD
Processing Facility: Both Minimal and More-Than-Minimal 2,755 USD

ADDITIONAL SERVICE FEES

Reinspection 5,000USD/Inspector

Additional Site 2,300 USD/site

Add-On Service 5,000
USD/Inspector

Note: If inspector travel costs exceed historic averages, your organization may be assessed a travel surcharge.
Payment of annual fees is a requirement for continued accreditation

(A1) FOUNDATION FOR THE ACCREDITATION OF CELLULAR THERAPY
(http://www.factwebsite.org/Accreditation_Process/Fees.aspx)

FACT-JACIE HCT &5%oTInspector(ciid ?

ISCT Z£7-1% Cord Blood Association £7-1% HPAw3EL T FACT-JACIE HPCT
Training Lecture== 7%, SAMABREH»HN S

—

<NETCORD-FACTTlZ
Inspection& |72/ 7 D AHDHEE &

, the Accreditation of .
countaion Wl They,, || T, BECSM BFAY) LT, E
hereby presents Etl nSpeCtOH: 7‘-&: %) o
- )2 B LA

HoTWan Ly )
with this certificate in recognition of her commitment and

dedication to the work and mission of FACT by performing E$*E EE$ . ,‘j": 5 y 7—— ,f 7

1 on-site inspection as a

insurance carrier (if applicable)

FACT Inspector

applicable)
23rd of May 2010

Chjmaou Bieiod Pirdonreimg

FACT President Chairman, FACT Accreditation Committee

—

Application formizH

' sure and sign the inspector confidentiality agreement on page 12 (see attachment)
). Please use fouré% edition FACT CB Standards or Manuatte-complete: =
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1. International Society of Cell & Gene Therapy (ISCT)
el ?

2. FACT&IE?

3. FACT-JACIE-HCTE#¢CAR-T/APBMTE OB R

4. COMMON STANDARDS FOR CELLULAR THERAPIES

APBMT¢IE ? —Asia-Pacific Blood and Marrow Transplantation

TQ)Tj\(ZF;ii@iﬁ@L:Ecjéiﬁmﬁﬁ:\%H}H@%Z*E?‘_ﬂ%ﬁﬁi\ Number Of HSCTS and Centers

Committee Participating in Activity Survey 2017
Chair AE—ER%4 Vice-chair: Alok Stivastava (India) Centers in 2017 | HSCTs in 2017
Australia 45 1,789
Country | Name Institute Bangladesh 3 15
China 123 6,979
Australia ) . , . Hong Kong 2 145
/ NZL David D Ma St. Vincent's Hospital, Sydney india 66 2.034
Iran 12 382
China He Huang The First Affiliated Hospital, Zhejiang | Japan 373 5,794
; . o Rorea v 7,626
University School of Medicine Malaysia 16 o0
. . A . . Mongolia 1 3
India Alok Srivastava | Christian Medical College Hospital Mva,?mar 5 8
Amir Ali Nepal ! 7
[ran Hamidieh Teheran University of Medical Sciences New Zealand 6 280
e — Pakistan 3 168
inichi . . . e Philippines 4 10
Japan gt'ann'fgt'go Keio University School of Medicine Singapore 5 208
= = = Sri Lanka 1 11
Korea Jong Wook Lee The Catholic University of Korea, St. Taiwan 14 437
Mary's Hospital Thailand 9 209
William YK Vietnam 2 98
Singapore H\l\/;g Singapore General Hospital Total 732 21,504
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APBMT(BHEL mEETE

EmeHRBiERE KRIATA

FREUS AT ?
W RETE ?

JOERAGER?
;2—';:;?2*;{]”3“’ sestand \ / Person in charge-based *g*l_ajlj_iﬁ(j: ?
China ‘ Bangladesh | | Philippines | m%ﬁo)itmﬁ(i ?
India (ISBMT) Du::BCgIThr ;
Japan (JSHCT) (Japan) ‘ Myanmar ‘ |Thai|and ‘ - <
Korea (KSBMT, MDFﬁttﬂt%}Eﬁ-l_M\g
Malaysia (MST, -
- Cente:’-‘based . ) National Data FACT_JACI E H CT%&@%A
| Hong Kong I ‘ Indonesia | Mongolia | | Nepal | Pakistan } Singapore | | Vietnam R
pemem e e B ORs BAFEITS ? ?

bz
]

Taiwan (TBMT)

(H4P) Asia-Pacific Blood and Marrow Transplantation Group HP
(https://www.apbmt.org/research/registry/survey)

UhU. AsiaTIEFACT-JACIE HCTEAEIERLTLEW

4 DDA 1b>1a>2->3ALRIL Y S

FACT/JACIE Level Fétca-::I/C‘I] aAI‘EIISE StAaI:IEl:II:I;IS APBMT Level
1 Black(%90%) Black 1b
Green 1a
2 Blue (%10%) Blue 2
3 Red Red 3
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ESVORIRBANRFRON ?

BIZ(E corc oDUCTS ISBT128&(%?

: CODING AND LABELING OF CELLULAR THERAPY PRODUCT! s = —_ = A
D7: CODING . y v SHlaERREESHMTFAMSAUL ISR |
D7 : HifEaBEREDFSLEIAL

Bl BRI
A20150501001 FRHIRRTEAERIRIA
D7.1 ISBT 128 AND EUROCODE CODING AND LABELING Cryopreserved
D7.1 ISBT 1288&UEUROCODEDRFS{EEINIL HPC, APHERESIS
D7.1.1 Cellular therapy products shall be identified by name according to ISBT 128 Patient Name: OO A¥F
standard terminology or Eurocode. Collection Date:2015.05.01
D7.1.1 ffEAERG(E. ISBT128MIZEMEAEEEFZ(FEUro codelTfE e 2FRTHBISNRINERS R, Store at <-150°C
D7.1.2 Coding and labeling technologies shall be implemented 8201505002 Pl Mssms
using ISBT 128 or Eurocode. NC, MARROW
D7.1.2 7FE(tBLUSALARISBT128% I2Eurocode & EMAL TRIMBENS PatientName: OO A¥
BREBSE, Donor Name: OO O 5

Collection Date:2015.05.01
D7.2 LABELING OPERATIONS

D7.2 NI DIEIE

‘ PR ERA
MR ol A

a mMmannar adaniiat,

abelingaconaation == :‘ '_“ _" Donation IdannﬂoatmnNumher+Flag’\Charad;g+Ched<Characler 11{,';03 15 Uaoodam[z]

ISBT128 ID(Z. $ﬁﬁ[ﬂ1@727‘i\(u , A \ HPC, Cord Blood
DS QAN A A ) VSRl A NGV AN A9999 14 123456 © [N | Collection Date:2015.05.01
AR A DMS010%, Store at <-150°C

Facility ID Year Sequence Flag  Check
Number Number ~ Character

r ’ 110031 BB AERFHERES

Donation Identification Number

L

AHORE

1. International Society of Cell & Gene Therapy (ISCT)
el ?

2. FACT&IE?

3. FACT-JACIE-HCTE#¢CAR-T/APBMTE OB R

4. COMMON STANDARDS FOR CELLULAR THERAPIES
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COMMON STANDARDS
FOR CELLULAR THERAPIES (2" edition, 2019, March)

The FACT Common Standards for Cellular Therapies (Standards) are designed to provide minimum guidelines for programs, facilities, and individuals performing
cellular therapy or providing support services for such procedures. These Standards are not intended to establish best practices or include all procedures and
practices that a program, facility, or individual should implement if the standard of practice in the community or applicable governmental laws or regulations establish

additional requirements. Each program, facility, and individual should analyze its practices and procedures to determine whether additional standards apply.
Compliance with these Standards is not an exclusive means of complying with the standard of care in the industry or community or with local, national, or
international laws or regulations, and may not necessarily fulfill all the FDA requirements for 351 HCT/Ps. These Standards are not sufficient for accreditation for
hematopoietic cellular therapies (HCT), which are accredited according to the FACT - JACIE International Standards for Cellular Therapy Product Collection,
Processing, and Administration for Hematopoietic Cellular Therapies, Seventh Edition.

FACTHIf AEHIBEAE (UT. AE%) (4. HiEaEzEMH2\SHHIREEOFIEZ ZIEIT 2T - C %R MHT
37075 L. HEEEBIMMEABIFC. B/INBROHA RS2 ZIRETZEZBNICT YN TS,
AEAE(F, 1T N TOEFEEF L FHUZBUROERE - REINERZBHEZED TLIIHETHOTH. JOJIA.
MEs%. FFBANEMIDENLEEUV REDFEFEZETL T DELIRNTOFIES LUEFEZENAD L ZERU
TEEDTIERL

£I093 4. hEs%. BEMEA(F. BERZEEZERIINENERE S DMRE. COEFOFIEZ DI DENLE
LW\ REEDNESF(E. EZEPLIZ1Z7/(CHITZABEOELE, thig, th A5 PESLUVEERMNREELARADIESTEHE
R RBIRE VD HENDIFTRL, Fz. 351 HCT/Ps (GF : Human Cells, Tissues, and Cellular and Tissue-
derived Products®ig. 351 HCT/Ps(&KECHIF2HIRFIFAGR(CHERIRE) OFDABMINTZLI LB
IHBEHHDINDIF TRV, AEXE(L, hematopoietic cellular therapies (HCT) RiE%imE(C(E 3 TEAL,
FACT -JACIE International Standards for Cellular Therapy Product Collection, Processing, and
~Administration for Hematopoietic Cellular Therapies, Seventh Edition (CiE>TEREEZZ(TBDEDTHD.

EF ACCREDITATION o

a CELLULAR THERAPY

AT THF LUNIVERSITY OF NEBRASKA MEDICAL CENTER

COMMON STANDARDS
FOR CELLULAR THERAPIES (2" edition, 2019, March)

PART

PART A TERMINOLOGY, TENETS, ABBREVIATIONS, AND DEFINITIONS
FAE. [RHI. BRFELER

PART B PART B CLINICAL PROGRAM STANDARDS
BRERTOJ S LNE%E

PART C COLLECTION STANDARDS
FREVR4E

PART D PROCESSING FACILITY STANDARDS
AR s DEAE

APPENDIX IfJ#%I Cellular Therapy Product Labeling
fHR AR DI

APPENDIX IIf4#kII  Cellular Therapy Product Labels for Shipping and Transport on Public Roads
NIETOHEEBLUHAEOHOMTEERRDINIY

APPENDIX IIIfE%III ~ Accompanying Documents at Distribution
HHERFDIMISCE
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COMMON STANDARDS
FOR CELLULAR THERAPIES (29 edition, 2019, March)

PART

PART A TERMINOLOGY, TENETS, ABBREVIATIONS, AND DEFINITIONS
FAE. [RHI, BRFELER

PART B PART B CLINICAL PROGRAM STANDARDS
BRERTOJ S LR

PART C COLLECTION STANDARDS
FREVR4E

PART D PROCESSING FACILITY STANDARDS
AR s DEAE

APPENDIX I{J#%I Cellular Therapy Product Labeling
fHR AR R mDOINY>Y

APPENDIX IIf4#kII  Cellular Therapy Product Labels for Shipping and Transport on Public Roads
NIETOHEEBLUHAEOHOMTEERRDINIY

APPENDIX IIIfJ#%III ~ Accompanying Documents at Distribution
HHERFDRMISCE

COMMON STANDARDS
FOR CELLULAR THERAPIES (2" edition, 2019, March)

PART A TERMINOLOGY, TENETS, PARTB  CLINICAL PROGRAM STANDARDS
ABBREVIATIONS, AND DEFINITIONS BRPRDOY 5 LE%E
FIEE. WA BB ER BI Generalfi= |
A1 Terminology Fiz& B2 Clinical Unitfi&FRI1=wh
A2 Tenets JEH| B3 PersonnelZ%vJ
A3 Abbreviations B&ZE B4 Quality ManagementiZEEIE
Ad Definitions 2 B5 Policies and Standard Operating Procedures

HEEREEZEFIR (B)

B6 Allogeneic and Autologous Donor Selection,
Evaluation, and Management
BEESIUBERFF—ER, Ui EIE

B7 Recipient CarelL>ETI> NAE

B8 Clinical ResearchE&HRAFZT

B9 Data Managementr—4%&E1iE

B10 Recordsitix
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COMMON STANDARDS
FOR CELLULAR THERAPIES (2" edition, 2019, March)

PART C COLLECTION STANDARDSHREURHE

C1
C2
C3
C4
C5

C6

Cc7

C8
C9

General {1

Collection ActivitiesEREVEEF

PersonnelA%5vJ

Quality ManagementmEEIE

Policies and Standard Operating Procedures
HEtLREEEFIRE (B)

Allogeneic and Autologous Donor Evaluation
and Management

FEESLUBERRF &R, FHiIE SR

Coding and Labeling of Cellular Therapy
Products

fHR AR R BORFS{LEINUZY

Process Controls TiZE1%

Cellular Therapy Product Storage

il aERRORE

C10Cellular Therapy Product Transportation and

C11

Shipping
TR EEE ROENX
Recordsﬁﬂﬁ

X R U H T

PART DPROCESSING FACILITY STANDARDS

D1
D2
D3
D4
D5

D6

D7

D8
D9

D10

D11
D12
D13

A s DEAE
GeneralifiZ
Processing Facility
PersonnelA5vJ
Quality Managementmm&EE1E

Policies and Standard Operating Procedures
HEtREREFIE (B)

Equipment, Supplies, and Reagents

M. MEBLUFHEE

Coding and Labeling of Cellular Therapy
Products ffZAEREOFSLEINISY
Process Controls TiZE 12

CeIIuIar Therapy Product Storage

i aBEREORE

CeIIuIar Therapy Product Transportation and
Shipping #HZ/EE R GROEHRXS JUHTE
Distribution and Receipt {tiGEs2EL
DisposalfFZ

Records:oix

EEESiiiT

APPENDIX I{E%I

CELLULAR THERAPY PRODUCT LABELING

HfARREROINIY
Each label shall include at least the elements detailed in the following table':
SRIU(G, DREE T ROKRIGHRINTOSBRETHULBITNERS B,

Cellular Therapy Product Labeling

Label at Label at Label at
Element? Partial label i ion of i ion for
S5 PHEE SR of processing administration?
};H“Lfc""a; p| BRETE | g50m0
“_’“NTL ‘ O3 RO
7
BN
Unique numeric or alphanumeric identifier* AF AF AF AF
EEORFEITILIPRY SOGBITF*
Proper name of product ® AF AF AF AF
BROBEEH
Product attributes ® AC AC
HROBIE
Recipient name and/or identifier AT AT AT
LIETIY bR R/ (3B F
Identity and address of collection facility or donor
registry AT AC AC
FREUEER X (& R — S ERAER OB S UMERR
Date, time collection ends, and (if applicable) time
zone AT AC AC
FREGWE T OB, KU (ZHI35E) 91
NS
Approximate volume AT AT AT
WMESE
Name and quantity of anticoagulant and other
additives AC AC AC
HUBEEFIEZOABORIFI ORI R UE
Donor identifier and (if applicable) name AT AT AT
RF—O#BIFRUL (ZHEI3HE) K&
Recommended storage temperature range AT AT AT
HRREREHHE
Biohazard and/or Warning Labels (as applicable,
see C7.3.2,D7.3.2). AT AT AT
JAA)NG = RS/ EERSNL (BAT
3154, C7.3.2.D7.3.2221) .
If appli FZETHG

APPENDIX Il {1£%II CELLULAR THERAPY PRODUCT

LABELS FOR SHIPPING AND TRANSPORT ON PUBLIC
ROADS a1/ B AR UAH @R TnXan SHliea
BRmOINI
Element Inner container Outer
document container label
TR EHER REPEEROXE SHEBROFR

Date of distribution, if appropriate AC AC

fieoB (WECSEL)

Time" of distribution, if appropriate AC AC

BHEORZ] (BEITHL)

Stalr_emen( “Do Not X-Ray" and /or “Do Not Irradiate”, if AC AF

applicable

IXARIREZEE IRV R EMXARIZGIZEE | DGEHE (%

EER

Statements "Human Cells for Administration” or equivalent and

“Handle with Care” AC AF

[ERUAE MRl | X EERORET . RUTEIRE

BI0EHE

Shipper handling instructions AC AF

SEXFEOHURGIAE

Shipping facility name, street address, contact person, and

phone number AC AF

B ORI PR, 84E, BWEES
Receiving facility name, street address, contact person,
and phone number AC AF

SZEMER ORI, AR BSE, BEES

Biohazard and/or Warning Labels (as applicable, see C7.3.2,
D7.3.2) AC

JAA)H-RRY/REERRSE ZHIBE.
C7.3.2.D7.3.2%2281) .
If applicable: §259 5155 ¢

Statement “NOT EVALUATED FOR INFECTIOUS
SUBSTANCES” AC

[ RRRAEARE AR SN DT
Statement “WARNING: Advise Patient of Communicable AC
Disease Risks”

[E8 | BYEREOURIOOVWTEENDR S |OEH

Statement “WARNING: Reactive Test Results for [name of
disease agent or disease]”

[B% . REAEIRBORIN RERIEER]
o514

AC
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APPENDIX Il {+8&II
ACCOMPANYING DOCUMENTS AT DISTRIBUTIONZALE  ({#45) EFOEINE

Products collected in or designated for use in the U.S. shall be accompanied upon leaving the Collection or Processing Facility with at least the
elements detailed in the following table.:>K[EPN THENEZ(FKERN TOMBANMEESN 2R (&, FRENE(FESH R O HFEEFC, D RKeb T aensk

[CERURBIBERMAUATUERSE,

Documentation

Statement that the donor has been determined to be either eligible or ineligible, based upon results of donor
screening and testing
RF=ZVU-Z T EEBOFRERICEDE, MBS HERTEEH THIEDE

Allogeneic
Donors-
Eligible

FEiE R B

Allogeneic Donor-
Ineligible2
& M —FiEig2

Allogeneic Donor-
Incomplete2
FEiE R —Eg R
FEE2

Summary of records used to make the donor- eligibility determination3
R —EAEEOHIEZ T SRR I D ROPIES

Name and address of the establishment that made the donor-eligibility determination
R — B E MBI DRI S UMERR

x| X X

Listing and interpretation of the results of all communicable disease testing performed
EEENITINTOCR MR BIREREROUR MAFIR

X

X

Statement that the communicable disease testing was performed by a laboratory meeting regulatory
requirements* [EREIREHEI CLBERMIRBIREENME | O5CH*

x| X X X X

If applicable
EEER =)

If applicable
R =

Statement noting the reason(s) for the determination of ineligibility [ REAZIE DB |(CEE sk s Tlzstik

X

Statement that the donor-eligibility determination has not been completed
[ R —E& I ERFETE | DECE

X

Statement that the product must not be transplanted or infused until completion of the donor-eligibility
determination, except under condition of urgent medical need
[BR20EFNLBENBVNSE, R —ERMEHENE T IZFTREEZBBREEALTIRSRV I EDIEH

Listing of any required screening or testing that has not yet been completed
KT T OBRERAV -2 R(GHIERBEOUZ S

Results of donor screening that has been performed e e RF—DRI)-Z I EEHRER

Documentation that the physician using the cellular therapy product was notified of incomplete testing or
screening HifABEE S ERTIEMCHER ERII-Z2 TN TUTORVIL BT XE

X X X| X

Instructions for product use to prevent the introduction, transmission, or spread of communicable diseases1
ERMRBNBE, G XEEET20%M1IET2IhORGEH_EOsREA!

Instructions for reporting serious adverse reactions or events to the distributing facility >
BAREWEAX BEEEROMHEIIRNDOIRE(CEIS S5

XX

MPHO (Medical Products of Human
Origin )IZDULNTC

RRRZERZFRFFMERB

FinERAREED T/ TRIBRE Y- BN XF
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FERUM 25

May 22,2019
Dear Dr. Makoto Suematsu,

On behalf of ICCBBA and the Forum 25 Organizing Committee we would like to invite the Japan Agency
for Medical Research and Development (AMED) to participate in Forum 25 in Lisbon, Portugal

(www.forum25.org).

Forum 25 will bring together ives of health organizations, regulators, and
societies, working across the entire range of Medical Products of Human Origin (MPHO). The aim of the
Forum is to discuss the principles related to promoting ethical practices in the donation and
management of MPHO as identified in the WHO report “Principles on the Donation and Management of
Blood, Blood Components, and Other MedicalProducts of Human Origin”

b is/handle/10665/274793). The outcome of the Forum will be a written consensus
statement that identifies practical steps that can be taken towards harmonization and forwarding the
guiding principles identified in the WHO report.

In addition, ICCBBA will be celebrating the fact that ISBT 128 coding and labeling started 25 years ago for
blood and blood components and has expanded considerably over this period to contribute to the safety
and quality of almost all MPHO. The preliminary full program s attached.

The Forum will be held at the SANA Lishoa Hotel from 18-20 September 2019.

As an organization active in the field of MPHO, we would like to invite AMED to be represented by one

or two delegates who can act on behalf of the organization. These delegates are entitled to the

following:

«  Free registration and participation in all plenary sessions and breakout discussions.

«  Complimentary access to the social program (welcome reception and dinner). Guests may
accompany delegates to the social program at a reduced rate of $45.00 per person.

«  Areduced rate of € 140,00 per night for a single room or € 155,00 for a double room including
breakfast in the Forum Hotel, the SANA Lisboa Hotel, on Wednesday September 18 and Thursday
September 19, 2019,

We sincerely hope that you will be able to accept our invitation. Your contributions to these important
topics is highly appreciated by the organizing committee.

The aim of the Forum is to discuss the
principles related to promoting ethical
practices in the donation and
management of MPHO (Medical
Products of Human Origin ) as
identified in the WHO report
“Principles on the Donation and
Management of Blood, Blood
Components, and Other Medical
Products of Human Origin”

In addition, ICCBBA will be celebrating
the fact that ISBT 128 coding and
labeling started 25 years ago for blood
and blood components and has
expanded considerably over this
period to contribute to the safety and
quality of almost all MPHO.

ICCBBA: International Council for Commonality in Blood Banking Automation
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% M S D EIPRARE

Donation identification

ibarcode ond eye-readol
T e e e o Danition numcsr o e carmpansrt, or poct
and infactious diseases statement. number in the case of a pooled compone

Label [t A5200 18 336001 %

Collection: dm
bre)

disterrer Rh D POSITIVE

14Sep2018  23:59

oo ol #1
{ Sl e
has "D’ start and stop codes.

(HFR) Australian Red Cross Lifeblood

ABO and RKD blooe group
E 6200 AmOR: o

fbarcode and eye-readable)

ABO and RhD blood group
toxt

feye-readable)

M srmemeee

mu
T Bt

[ e 4
fbareode and eye-readabie)

ISBT 128

ISBT1280DEP=AE

1. BB 2RI TES RS —
IDDATES AT

2. EFRMCERENET-TIVEF B
UTcBanX 5

3. EHRH ‘?—GN—XC?—’%%*

4, BRZHEDZSHDO/N-I-RIRXF

L

5. BIESN)DIEHAL,

6. BFAVE—2ZFIFHTBHDE
-2l

J{=1—R

® RF-ID

@ ABO/Rh(D) mmi&J)—71—-RK
® ®mI-K

@ BENHADR - B5fe

(https://transfusion.com.au/blood_products/SBT_128_Transition_Label) 29

*hﬂ%Forum 25

AABB

African Society for Blood Transfusion (AfSBT)
American Association of Tissue Banks (AATB)
American Society for Apheresis (ASFA)

American Society for Reproductive Medicine (ASRM)
American Society for Transplantation and Cellular Therapy (ASTCT)
America’s Blood Centers (ABC)

Arab Transfusion Medicine Forum (ATMF)
Association of Eye Banks of Asia (AEBA)

Australian Red Cross Blood Services (ARCBS)
Biotherapeutics Association of Australasia (BAA)

Brazilian Association of Hematology, Hemotherapy, and Cell Therapy
(ABHH)

Chinese Society of Blood Transfusion (CSBT)

European Association of Tissue Banks (EATB)

European Blood Alliance (EBA)

European Directorate for the Quality of Medicines (EDQM)
European Eye Bank Association (EEBA)

European Society for Blood and Marrow Transplantation (EBMT)
European Society of Human Reproduction and Embryology (ESHRE)
Eye-Bank for Sight Restoration, Inc.

P31

Eye Bank Association of America(EBAA)

Eye Bank Association of Australia and New Zealand (EBAANZ)
Foundation for the Accreditation of Cellular Therapy (FACT)
Global Alliance of Eye Bank Associations, Inc.(GAEBA)
Health Sciences Authority, Singapore (HSA)

Institute of Medical Science, University of Tokyo (IMSUT)
International Society for Cell and Gene Therapy (ISCT)
International Society of Blood Transfusion (ISBT)

Join Accreditation Committee ISCT-Europe & EBMT (JACIE)
National Marrow Donor Program (NMDP)

Organ Preservation Alliance (OPA)

Saudi Society of Transfusion Medicine (SSTM)

The Transplantation Society (TTS)

Tissue Engineering and Regenerative Medicine International Society
(TERMIS)

United States Department of Defense Armed Services Blood Program
(ASBP)

World Health Organization (WHO)

World Health Organization, Regional Office for the Eastern Mediterranean
(WHO-EMRO)

World Marrow Donor Association (WMDA)

World Union of Tissue Banking Associations (WUTBA)




WHO:MPHO (Medical Products of Human Origin)

« NEEROETORM «  feds. B, M2, MRTA MRSHE/MD . BEERATR
LR

« BRPRBY(CHImEL TEREREN BN RANBERIDRRAYE. fies - #Hik - HIREDZF(CLHE
BIREALIEAIBIRIEN DD TR, SEH. MIENQIRTPLZLE(CREITIEEN
WHWE

« WHO(ZMPHOIZEF 9 Binitiativez201 34E(CRAIAL. LKDHDIRERITOTL\D

« MPHODAZ7574JELT. LTI O-)VVANF R 7T0—F 2= TWD,

OMPHODERADIEHIC, 2 TOMPHOICK U TIHIET 31> A= A2 L. €NICEI
NEITID

QRN —HEVF( BRI EIR T DI o(CEREE THIISBT128%FHT 3

@ 0-)\CBEHRZINEUERR(CERT 3.

https://www.notifylibrary.org/content/11-medical-products-human-origin-0 31

Traceability challenges

figas
« RF—ELSEIYMBEUVE/I-T 12— MBIREEZITOMBECLNBIE — @5, [
rz(EeNA

o RF—ELIETY bOEIRNERDHEBI TN
o« WYICHS BN EN DD
« RF—0OE-RF—DIDHLIETIY FOETHREZND

. F;—OD- RF—DIDH, LIEIY MOE- RF—IDEL TEEENDDEZIANFELEL
P

HR/ R (HERRIZLDZADL S EIY NMED)
- HEfE/ MRS IEES D EIRLEET D
o fdEs/AEREOAFN 1 DOHKE TEESNSLBS(ELLERINES
- s/ AEOAFLELR DB TITONSLEELLED
- HEf/ ML iEERD R —BIROEE. EXEZ 1 DOHBITITD
- HEfE/ MRS BEER D R — DR SR RO TEEM IS
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Forum250D#E:R

« NL—HEUFT/OMERIE. MPHODIRBELFRICHIFREBEELLTZ R EDHEIRIC

RO RTHDIATLZHEELE I I2NEN DD — SHIERE

o NL—HEUTADMERIIMNEBETHIN, BELZEHZIRIET DDICE T TE

730\

« ETORMREICLD., FEENSTBHEZL TZDEDFRBEICHIFBSAE/SAR%
EEUVIREITILEIEETHD

« SAE/SARDBIREIBL N —HEUF R IIBNACENEE

o ZLDRFEHNFIELTVBN (ISBT128DI AT LRESFERHTID. [FRE

IBZECHITON, BEER(FEDTBN. #HiEZEDLDCHEBRLT DD ENIBHR-

RERESEIEITINEGE) . WHOIEMPOD M —HEUFT1ESAE/SARD|E

REBOIATMBEOEARELTOAZS7T4T7EDTULK
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Fig. 1 Blood donation rates of eligible popu-
lation by age. (a) Total, (b) Males and Females.
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41 BHOMREFOREICHFRESCEEEOREFEH (BIRERNEHI . 01121, NA, n=334)

BiRIZ | #HEAO
BEE | #:53.
E&IC | Bl | |\DF- | FL
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BuD | Z L | BOK | ALE | R | BEE | ot ~ o
hi Sl meh | KB | HER | BAE | 1D CLR
5 |[pb | HLE | B
EHL | ofzh
Bh5 | b
" | &% 334 221 199 79 37 37 31 16 16 39 14 0
20 X 65 35 34 16 6 12 10 4 6 10 6 0
30 & 62 35 33 16 13 9 9 1 6 1 3 0
40 X 12 54 47 17 10 8 5 2 1 6 2 0
50 X 69 47 43 19 5 6 5 2 2 8 1 0
60 X 66 50 42 1 3 2 2 1 1 4 2 0

% a5 100. 0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100. 0% -
20 € 19.5% | 15.8% | 17.1% | 20.3% | 16.2% | 32.4% | 32.3% | 25.0% | 37.5% | 25.6% | 42.9% -
0 & 18.6% | 15.8% | 16.6% | 20.3% | 35.1% | 24.3% | 29.0% | 43.8% | 37.5% | 28.2% | 21.4% -
40 K 21.6% | 24.4% | 23.6% | 21.5% | 27.0%| 21.6% | 16.1% | 12.5% 6.3% | 15.4% | 14.3% -
50 X 20.7% | 21.3% | 21.6% | 24.1% | 13.5% | 16.2% | 16.1% | 12.5% | 12.5% | 20.5% 7.1% -
60 1€ 19.8% | 22.6% | 21.1% | 13.9% 8.1% 5. 4% 6. 5% 6. 3% 6.3% | 10.3% | 14.3% -

42 BEOMRFORMEICRAESLEEZFEOREFEH (BREANFH2 A, 0112 2, MA, n=1666)
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Ha | &F 1666 | 138 | 212 108 108| 295| 804 | 537 | 194 | 309 28
20 X 335 38 46 19 20 40 146 84 44 82 2
0 & 338 36 35 21 17 40 154 105 32 78 5
40 K 328 26 43 24 21 56 157 99 50 68 3
50 £ 331 20 33 24 26 65 171 126 41 47 9
60 £t 334 18 55 20 24 94 176 123 27 34 9
% | &Ft [ 100.0% [ 100.0% [ 100.0% | 100.0% [ 100.0% [ 100.0% | 100.0% | 100.0% | 100.0% | 100.0% [ 100.0%
204k | 20.1% | 27.5% | 21.7% | 17.6% | 18.5% | 13.6% | 18.2% | 15.6% | 22.7% | 26.5%| 71.1%
304 | 20.3% | 26.1% | 16.5% | 19.4% | 15.7% | 13.6% | 19.2% | 19.6% | 16.5% | 25.2% | 17.9%
40 | 19.7% | 18.8% | 20.3% | 22.2% | 19.4% | 19.0% | 19.5% | 18.4% [ 25.8% | 22.0% | 10.7%
50 X 19.9% | 14.5% | 15.6% | 22.2% | 24.1% | 22.0% | 21.3% | 23.5% | 21.1% | 15.2% | 32.1%
604k [ 20.0% | 13.0% | 25.9% | 18.5% | 22.2% | 31.9% | 21.9% | 22.9% | 13.9% | 11.0% [ 32.1%
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(3) BEOHMBAFORHFICRAAESLEZEDEEER (Q12_2 2)
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46 Q12_1 oEZFEB (Q12_2_2, MA, n=1337)
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41 BEOMREEFORHEICHIFRESGEEEOREZEH (FIREREEHI . 012.2_1. MA, n=663)

BiRIZ | #HEAS
BEE | #:53.
E&IC | Bl | |\DF- | FL

A D Bits | BEE | OIS | E. 1 | BiEk N
mae | BOE I nec | mem (meE | va— | ALo | | B02
ant | TAD | gilg | 6B | UGfE REL | ko kBT | US| T BhE | o
ST pmmIs | pos | YR | FEE |k F | BET @B Y0 | D00 6
‘U | F L | BOK | ALE | R | BEE | ot ~ o2
N 5 < N : 5hi5
i Bom | BB | HER | BHE | 2D
5 Mo | ELE | Ein
EML | ofzD
05 | b
8 | A5 663 496 444 115 44 38 31 20 17 14 21 5
20 X 112 69 65 24 16 14 7 6 6 13 12 1
& 109 74 " 22 9 7 9 5 6 13 8 0
40 K 136 108 90 22 8 9 5 3 1 17 4 1
50 (£ 147 108 104 26 8 6 6 6 4 13 1 2
60 X 159 137 114 21 3 2 4 0 0 18 2 1

% a5 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100. 0%
20 £ 16.9% | 13.9% | 14.6% | 20.9% | 36.4% | 36.8% | 22.6%| 30.0% | 353% | 17.6% | 44.4%| 20.0%
0 & 16.4% | 14.9% | 16.0% | 19.1% | 20.5% | 18.4% | 29.0% | 25.0% | 35.3% | 17.6% | 29.6% 0. 0%
40 K 20.5% | 21.8% | 20.3% | 19.1% | 18.2%| 23.7% | 16.1% | 15.0% 5.9% | 23.0% | 14.8% | 20.0%
50 X 22.2% | 21.8% | 23.4% | 22.6% | 18.2% | 15.8% | 19.4% | 30.0% | 23.5% | 17.6% 3.7% | 40.0%
60 1€ 24.0% | 27.6% | 25.7% | 18.3% 6. 8% 5.3% | 12.9% 0. 0% 0.0% | 24.3% 7.4% | 20.0%

X 48 BEOMIEFORMICRAZLEEEOEEZER (ERRMNEHIM. 012.2. 2, MA, n=1337)
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En | ml | pon aE | BAD
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b

H# | A% 1337 151 179 62 110 237 299 208 279 345 25
20 1t 288 42 35 13 20 34 67 42 51 89 2
05 291 41 37 15 21 40 68 43 55 84 6
40 £ 264 25 30 1 16 37 61 49 66 76 7
50 £ 253 25 33 9 22 56 50 39 55 52 4
60 1t 241 18 44 14 31 70 53 35 52 44 6
9% | &&f | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100. 0%
20f¢ | 21.5% | 27.8% | 19.6%| 21.0%| 18.2%| 14.3%| 22.4%| 20.2% | 18.3%| 258%| 8. 0%
304 | 21.8%| 27.2%| 20.7% | 24.2% | 19.1% | 16.9% | 22.7% | 20.7% | 19.7% | 24.3% | 24 0%
404 | 19.7% | 16.6% | 16.8% | 17.7%| 14.5% | 15.6% | 20.4% | 23.6% | 23.7% | 22.0%| 28.0%
50 £ 18. 9% 16. 6% 18. 4% 14. 5% 20. 0% 23. 6% 16. 7% 18. 8% 19. 7% 15. 1% 16. 0%
60 X 18. 0% 11.9% 24. 6% 22.6% 28. 2% 29.5% 17. 7% 16. 8% 18. 6% 12. 8% 24. 0%

-SEHFR 4-3 34 -
P86



< HEERT >

2-6-2. BHEDOFH - LEDRIZEREIN-REWE. LEZFICSI2HUREED-HICRIHT S
LITHT HEHR

(1) BEOHREZLEDAZE - BTEHER - BT 52 LI2OVVTENKSIZESH (Q13_.1)
(B b0z OEIEREDEL 37.3%E o T b, RWT, [EE 5608wz TREL 2
o(23.0%) ). THREEL 2 2w (15.8%) | & 72> T3,

49 BEOFM - REORITEM SN =REME. EEFICLLIURHED-OITRH®T S L
[SONWTEDLSIZRSI M
(Q13_1. SA. n=2000)
FRAEL<7IL RHLL
15 5% 11.7%
EBobhELAE EBoELAE
HRHELTZ<T3L e
12.1% 23 0%
EBBEBNATIL
37.3%
50 2% : W31 YV 0R&EKEH (KA. Fr—> a3 ERHSNER)
0% 10% 20% 30% 40% 50% 60% F0% 80% 0% 100%

23.0% 37 3% 12.1% -

19.2% 382% 12.0% -

&F 22.8% 35.7% 120% -
K
Al

22 8% 37.7% 13.5% -

28.0% 37.0% 12.5% -

243% 38.0% 10.5% -

i 0% 20% 40% 60% 80% 100%
T‘ £ {k(n=2000) 230% | 37.3% 12.1% [58RN
:5 SMLIF=CEF7LN=1038) 15.9% | 40.8% 146% 2008
~
g BMLI=Z L B 5 (n=962) 307% | 33.6% 9.4% [93%)
%

x s 4RI EBEAEVR FRELEL
i nELLELNAL DEBLMEVZIFIRB LI
mRHELI=<7E0Y

-SEEFR 4-3 35 -

P87




< HEERT >
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(3) BESOHMBEQRHEICEAIAZTLEEEOEEER (Q13_2_2)
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52 Q13_1 mEIEEH (Q13_2_2, MA. n=1305)
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53 BEOMRFOREICHIMELEEZEOREER (BN EH M. 01321, MA, n=695)

BiRIZ | #HEAO
BEE | #:53.
E&IC | Bl | |\DF- | FL

A D Bits | BEE | OISH | E. 1 | BiEk N
mae | POE Inec | mem (meE | va— | Aeo | | B22
an | TAD | gilg | 6B | GFE REL | ko k| EET | OO T BhE | o
STOpmmIS | Gl | YR FRE ko F | BET @B Y0 | D00 6
BuD | Z L | BOK | ALE | R | BEE | ot ~ o
N 5 < N z 5hi5
i Bom | BB | HER | BHE | 2D
5 o | ELE | Ein
EDL | ofzD
05 | b
8 | A5 695 515 456 122 49 39 32 22 20 70 26 13
20 X 118 13 67 22 13 11 11 5 10 11 8 1
& 131 89 85 24 13 10 8 6 6 18 1 2
40 K 136 108 84 24 9 12 4 3 1 13 1 1
50 (£ 149 108 102 31 11 5 5 6 2 11 3 6
60 X 161 137 118 21 3 1 4 2 1 17 1 3

% a5 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100. 0%
20 € 17.0% | 14.2% | 14.7% | 18.0% | 26.5% | 28.2% | 34.4% | 22.7% | 50.0% | 15.7% | 30.8% 1.7%
0 & 18.8% | 17.3% | 18.6% | 19.7% | 26.5% | 25.6% | 25.0% | 27.3% | 30.0% | 25.7% | 26.9% | 15.4%
40 K 19.6% | 21.0% | 18.4% | 19.7% | 18.4% | 30.8% | 12.5% | 13.6% 5.0% | 18.6% | 26.9% 1.7%
50 X 21.4% | 21.0% | 22.4% | 25.4% | 22.4% | 12.8% | 15.6% | 27.3%| 10.0% | 15.7% | 11.5% | 46.2%
60 1€ 23.2% | 26.6% | 25.9% | 17.2% 6. 1% 2.6% | 12.5% 9. 1% 5.0% | 24.3% 3.8% | 23.1%

X 54 BEOMIEFORMICRAZLEEEOEEZER (ERRMNEHIM. 01322, MA, n=1305)
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20 1t 282 44 40 18 17 37 65 38 50 84 1
05 269 37 31 10 20 45 69 39 45 78 5
40 £ 264 28 27 10 21 44 65 53 59 77 4
50 £ 251 24 25 6 19 56 49 39 59 57 8
60 1t 239 17 38 18 29 75 48 38 48 44 5
9% | &&f | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100. 0%
20f¢ | 21.6%| 29.3% | 24.8%| 29.0%| 16.0%| 14.4% | 22.0%| 18.4% | 19.2%| 24.7%| 4. 3%
304 | 20.6%| 24.7%| 19.3% | 16.1%| 18.9% | 17.5% | 23.3% | 18.8% | 17.2% | 22.9% | 21.7%
404€ | 20.2% | 18.7% | 16.8% | 16.1% | 19.8% | 17.1% | 22.0% | 25 6% | 22.6% | 22.6% | 17.4%
50 % 19. 2% 16. 0% 15. 5% 9.7% 17.9% 21. 8% 16. 6% 18. 8% 22. 6% 16. 8% 34. 8%
60 £ 18. 3% 11.3% 23. 6% 29. 0% 27. 4% 29. 2% 16. 2% 18. 4% 18. 4% 12. 9% 21. 7%
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% a5 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100.0% | 100. 0%
20 £ 17.2% | 14.4% | 14.0% | 20.5% | 25.0% | 40.4% | 31.4%| 38.9% | 37.5% | 17.3% | 45.0% | 25.0%
0 & 15.6% | 14.8% | 15.2% | 17.2% | 22.5% | 25.5% | 25.7% | 33.3% | 43.8% | 22.7% | 20.0% 0. 0%
40 K 21.2% | 21.7% | 21.7% | 19.7% | 30.0% | 17.0% | 25.7% | 11.1% 6.3% | 18.7% | 15.0% 0. 0%
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