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“Points to consider in Guidance for Supplying
Human (Allogeneic) Cellular Raw Materials”: a
Guide for Collection and Provision of Human—
derived Cells as Raw Materials for Regenerative
Medical Products

Yoji Sato, Ph.D.,
Division of Drugs,

National Institute of Health Sciences

For the past year (January—December), the speaker has no COI to

disclose for this presentation

The views and opinions expressed in this presentation are those of the
presenter and do not necessarily represent official policy or position of
the National Institute of Health Sciences, the Ministry of Health,

Labour & Welfare, or the Japanese Society for Regenerative Medicine.




Project to accelerate the stable provision of stem cell materials e,
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Project Meeting
Information sharing, exchange of opinions, discussions, etc. were conducted for the purpose of cooperation and sharing of problems,
discussion of solutions, and network construction inside and outside the project.
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WG : Discussion on the preparation of the "Points to consider in I WGI : Discussion to establish a domestic stable supply system for
Guidance on the Supply of Human (Allogeneic) Cell Materials” I human (Allogeneic) stem cell raw materials
Members :
® PSPO ; ® Observers ;
Tomohiro MORIO (the chair of Project Meeting) Forum for Innovative Regenerative Medicine (FIRM)
Yoji SATO (the chair of WG 1) The Japanese Society for Regenerative Medicine (JSRM)
Zenichi MOHRI (the chair of WG ) The Japan Society of Transfusion Medicine and Cell Therapy (JSTMCT)

Ministry of Health, Labour and Welfare (MHLW)
® Medical institutions,/Brokerage Agencies ;

Masaya NAKAMURA, Keio University @ Secretariats ;

Masukazu INOIE, Japan Tissue Engineering Co., Ltd. Ministry of Economy, Trade and Industry (METI)

Akihiro UMEZAWA, National Center for Child Health and Development Japan Agency for Medical Research and Development (AMED)
Tokiko NAGAMURA, The University of Tokyo Mitsubishi UFJ Research and Consulting Co., Ltd. (outsourcer)

Yusuke SHIMIZU, University of the Ryukyus

Program Supervisor (PS)

"';;'" Tomohiro MORIO, Tokyo Medical and Dental University n
N 4 Program Officer (PO) : 2 ?.:*?

Yoji SATO, National Institute of Health Sciences _4
Program Officer (PO)
Zenichi MOHRI, The Japanese Society for Regenerative Medicine
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m Contribute to the aim of consistency and improvement of quality and procedures in
the domestic supply of human cell raw materials by sharing points of consider
among the five organizations in this AMED Project.
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m Also, this document is to be disclosed assuming that companies and research
institutions considering receiving cell raw material supply and other supply
organizations will use it as a reference when necessary.

o, AXE (G, MRS TR (T2 EZIRET I DM HFRAR TN EfGleEREE
nietRE LAST Ol RARMERE R ICHE VW TE ME(TIGUTEZELTVIKZEBEBEL TR IZED

B AMEDO[ ZEMIGIBETE |CHVTSTZERENS5EEDIMELEN T T SEAN OBIEILE. BRESLHCHRETU.
ek (EiE) MR EMREICERINM IV AICHIT 2B E S | OmDFELEHEED TES:
m AXER, EFszargtolEd (FE) HMERAMBRICEIDIIVAIOHBER L LTABBETSHS

B4 AE, 201 9FECHIRDIFELHEN, 2020FE(CHE 2D HTVS.
H490A13. BEERSRROFERELTH AL E MREROEANOREN RIS AFSIOEELZRNLLT, BDFLHENEED 4



e q,

Development of the document ~pE
*I%@%}Fﬁ(:jb\t AmeD AMED

€
X 4

B The necessary items are discussed with reference to the composition of the Common
standards for Cellular therapies, 3rd edition(In particular, Part C: Collection Criteria), which

is a guideline developed by FACT (Foundation for the Accreditation of Cellular Therapy) for
cell therapy.

we BINDBETHD. FACTpeEsE(CRAL TRELURIBE THhdCommon standards for Cellular
-~ therapies,3rd edition (4F(C. /\—MC : FEHEH®E) DIBMESE CvERIBE AR

m The five organizations shared and discussed the points that they actually paid attention
to in promoting the project, and prepared a draft based on their actual situations.
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B The AABB Standards for Cellular Therapy Services, 11th edition, developed by the
AABB(Association for the Advancement of Blood & Biotherapies) for cell therapy, adds
an item that was omitted from the previous review.

AABB?. fifEaECRELTRELTWLWBAABB Standards for Cellular Therapy Services,11th
editionh'5, CNETORE TIERN TLWIEE ZIEN
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FACT Common standards for cellular therapies,3rd edition Part C o% @’.

m FACT (Foundation for the Accreditation of Cellular Therapy) h'fifaEsEICBRU TRELEIEEHDCommon standards for
Cellular therapies,3rd edition (4FIc. /{—NC : IEIEH#) EN-A(CHR
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About the global levels

ElPRIKHEC DT

e q,

Rege )
.)u\_:v‘.Q

AMED A

B Given the rapid development of regenerative medicine, regulatory authorities are considering individual regulations. Therefore, it should be
understood that different countries and regions regulate human (allogeneic) raw materials for regenerative medicine products.
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m Requirements for screening AIV=-=V) DIBRDEMHF
o RI—DOEFRIRRE. TRIE. BhEIIEFELZENLE1-F

B Testing of human cell materials from donors  FF—h'5FEUEE MERESOEREICDOWVWT

» Type of virus to test REISV1IINADIEMA
- K . BEURFR. CEURFH. HIV. #8585, DIAMAIIMIIA. CMV (B4 -XAO0D4)LA) (21 CFR 1271)
- EU: EERICHNZ. ABURFRIAILA, ERLFFRIAILA, JOLRIAILZAB19, hYITSINIERRBEDENN

» Schedule of donor testing RF—IREBEDATS1-)
- K HEET 7HBNSEEVR 7M. EU - IEERE B FE(EREVE 7B, hF5  IERID308 A

» Testing kit and lab requirements  FV R PTHROEHF
- K : FDAZRAIPCLIABRREDRELZ Z T IREE
- EU : CEN—F2JZBBUERETYH

B FDA recommends that companies implement standard procedures for the collection, storage, and
shipment of human cell materials, especially if collection occurs at multiple sites

FDAI(Z, $CIEH DR TEHRIDITONSIES (L, £ERIE MARREREBIORER. RE. HECRENRFIR
ZRFRI DR

B No conclusions have been reached on the timing of compliance with GMP standards in the EU
EUTI(3. GMPEEEADEERLDIFHAICD T, #Em(EH TLRL

(HFR) https://bethematchbiotherapies.com/cell-lines-blog/international-regulations-for-allogeneic-cell-source-material/
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B This document confirms the importance of quality control and shows the level of quality that should be targeted
for future global expansion, while considering the balance on the cost of the stable provision.
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Major points to consider when considering global expansion {Lj 0
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B Development of the necessary organizational structure to establish a quality management system
(allocation of personnel, education, etc.)
mEVAI A MEFIHBE AT BERBBAFEBIDRER (ASORBRUHES)

B Preparation of a plan for quality management and documentation of the plan
mE =B DS DFTEIDIER. SHEIDSZEL

B Inspection method and inspection system for infectious disease inspection
AT EORES A, REA

B Appropriate process management (Including equipment validation, staff training, etc.) and
implementation of reviews
IR OTAEE (#ER0/\UF—33> Z9IONN —Z>JF%E0) LLE1-DXEi

B Appropriate operation in each process and preparation and management of records
STRCHIIZE V) RER NV SCIROIERN - EXE

B Establishment and operation of document management system NEEEIATAOEE-ER

B Securing traceability, etc. M —BEUFT 1 OREF E
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FACT Common standards for cellular therapies,3rd edition Part C
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