BRC BIOTECHNOLOGY

YOURREL ABLE BIOSAFETY PARTNER, WE BRING NEAR-BY SERVICE CLOSER TO YCU\‘

LER r

(g b, ™ b <

| BERATERRE

Biosafety Testing for Autologous Cell Therapy
»

SRERTERETS BREESEARINATER, £ smmanr (1) SRASHDFEEREES
| PESTUERNERNER, FHERHEEARD B Rk mE RESME SRR YA Y
Y R EPCHRITREIE GART,, DAR-K, ORI, LR, FEEFE. BAMETHUREXRN
\ CIKA DC-CIK SR AT R TARMIT A HBFR. (ENBNERDNENZ SRMAENRE,
BARMTAEA—RECAT A, BENEZEA. o HNAPEENERZLRHER—ROALRS, £
RERNEHERFSHTANNENRSRN, B~ AMECHER AT RS R LD,

REENRAZGZS., BN, BAEREATTRERNEHEN
#, EXRXARECNFEEZIFTLRITE, BAEFHEN
AR,

1. SRR BRI Donor Eligibility

2. FE &R IHERAT Rapid Lot Release

ZE---AENZERNEEBRST R
B--- BRI I RE YA B
BR---HE PHIREIEIERER
-2 RS L ERIREED

RRRR

A b erammE e

Modified Cell Reinfusion

 ECCLEL E 54

’ Autologous Cell Harvest

84K 2 AR Donor Eligibility 25, W FEERIRIERAT Rapid Lot Release

R B R4 BAIRE RRER
Risk Autologous Cell Testing Item Solution
CRETERUSERATLERE
« ZBFFHE Hepatitis B Virus T . gﬁ;nggisbllltylstudy uf Rapid _Stenllty Testing
e el e 5 s pendial Sterility Testing
- BELATI%E Hepatitis C Virus Sterility ELERS
« Rapid Sterility Testing

Communicable Pathogens « YESR S Epstein-Barr virus

« NREHRFERFS Human Immunodeficiency Virus - REX RS FHN SEFET RS

(iR R § - E4AE5%5 Cytomegalovirus

« A3 T 4B A M52 Human T-cell Leukemia Virus FEK . ([)Jomparability Study of Mycop(l:aslma Detection by
LHE= N sing Molecular Method and Cultured-based Method
HSEIRFE(E Syphilis Presence of Mycoplasma | yple e s
- Rapid Mycoplasma Testing
—HE EESFIERERE SHi0E IEEE PSR
Consistency « Cell Identification by Short Tandem Repeat (STR) Identity - Cell Identification by Short Tandem Repeat (STR)

FERK IR

+ 2020 =8B £V R EF R E RNV ARE R EREBES

CHP . 2020 B=2 ARBEBIT R
UsP « 21CFR 1271 Human Cells, Tissues, and Cellular and Tissue-based Products
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(%]

SERT AEE S BIRIRBEAAER, RRINECEFRERBEYNRETEFNARSTR, BYEOHRMAH
ENEIMARLES, dREETRERTEEQRMEENART M., BRTERMART L, RAARTEAEEAH
RIRRE, £FI12mE, HEBFHITE, FmEERE, F%ﬁ%$ﬂ?’*\%ffﬁo HEYRZLERFBREBEIZSSE
R, BETEEIRMARR. MEE. MM, iPSCERAMMAT RN ARANE, 202158 B, Fate Thera-
peutics 58 T B IPSC-CAR-T M ANEBIBELZ. IPSC-CAR-T AEHIEEARAER, TRNEMZEEN
B, SEERREFRNRZ MM —EUE,

®

#l

s

i
. [
u 1|
(30 RS HRERE MR AT HFIER SREE
Donor Cell Collection Gene Editing Cell Banking Cell Culture Formulation & Filling Reinfusion

BARRE il =51 R HNRFERE RRERRFSHE MHPESRS R RAASE RIEEEA

Technology Roadmap Test Article Identity Microbiology. Adventitious Endogenous Specific Species Cell Properties Donor Selection
Contaminations Virus Screen Retroviruses Screen Viruses* Criteria™

SREIE FAIaRE
Allogeneic cell MCB

. —®
Bankmg @ SAEH TEARE g,
—®

Allogeneic cell WCB

r— g SRR
LIVCA

® ©® ® @

®
®-
®
®

Flnal Fill ’@ gwmﬂar*m @®

* ARBERER WERFRASRENK, TRMZREIIMPREROVESFRRS
> RARRRRTAARBIEE AT R RN

EFLKRE
. 2020 B BB AT R E R A E R E R A
CHP . 2000 E=8 ABEEATRIE

usP « USP 1046 Cell-Based Advanced Therapies and Tissue-Based Products
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EMA « EMA 2008 Guideline on Human Cell-Based Medicinal Products (EMEA/CHMP/410869/2006)
« EMA 2011 Reflection paper on stem cell-based medicinal products (EMA/CAT/571134/2009)
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