11/28

11/28

11/28

11/28

11/28

11/28

11/29

11/29

11/29

11/29

10 :

10 :

10 :

10 :

13

13

10 :

10 :

13

13

HA PDA 81382455 30 [M4ES REBES vy av7us I 4

50-12 :

50-12 :

50-12 :

50-12 :

:40-15:

:40-15:

40-12:

40-12:

: 30-15

: 30-15

20

20

20

20

10

10

10

10

: 00

: 00

EFHRE GMP ZEQEE) O — (1o, 2
EFHRE GMP ZEQEER) D — ()i 3
BT - EFES (ERES) ZEREHEE) oo, 4
NAFTANZRBEEGEE) Do 6
NAFTANZRBEEGEE) D oo 8
BAPEIIRA (L S AL T A RA Y 23 Y ) s 10
QAQC BEL(FEH) .o 12
SEFBLTE GMP ZBEAEHEH)D oo, 14
ST S G= = B G411 J OO 15
AT AANT N ZAREEFEEE) oo 17



11/28 10:50-12:20 £#EESZGMPZE<(ERO-(1)

RER N BAEILIKEEAKRKE)
EERRWR MEF XVokAstt
ncAVRYE W oY V8
PIC/S GMP Annex 1 CCS(CHREIRHER) ADXIIS

HEME:

PIC/S Annex 1 MEEMRM 2022 F 9 AICU—IAEN, AF 8 ANSEZEHRIGH /R
HBICET 2 —HNDBHERIFEDELRD, AR TIE. FBRHEABTELT CCS
(Contamination Control Strategy:JEREEER) L\ O EHMNEMEIN TS K
w3V Tl CCS [CRTEANERZERN T 5 &S PDA Technical
Report 90 ® ECA AR SAVICHITDEHICHN D, T5IC. CCS DIEEICT T DER
BRFENEXRICDOVWT BFTOERZERE LT —RARYT 1 &2RH3 5,

EEE AR B s 0x70/3—T74127)
AEE AR B RMERHRAST)
AEE. Be B8 (NIRRT



11/28 10:50-12:20 £#EESZGMPZE<ERO-(2

ZERER BAELIRFEAKRRKE)
EfR: M k—B (ROALYIHKAZRH)

AV E WA 1V
NAAET—T 71 DHRET & BERAEH

SRHE:

2020 F. E£MFHHCASDERIDHARS12THS WHO DEBRENAFE—T7T
(RZATIVIE 4 BEICERET. KIBICEES N2, 22 TH 3 IREDLBRERUE 4 B0
BEEHHT 5. Tz EMLNH UAD RUBERFERD SN 5 BEERSHRAHE
U SHERET 5,

BEE Al REHRASHBAI TS VMM —ER)



11/28 10:50-12:20 EBFL8H - EFE4L (ERES) £24(GER)

ZERUE E=MASt EE7VIER)
ER: 128 BF(ELTIVLGARR)

TyavyAeIb:
DI Of gz RIBEA - EEBE([F~MES/LIMS EADFEE FERK~

BE:

EROHEFRATIL B DX(TIZIVSS IR TA =X =23 ) ADBRUHA DGR DT
HY, EFERECEETIEZRNT DI b PEF (T II91E—230 /TI951E—
VIV)NDEENY ELT MES/LIMS EADBENEEDTLD,

—A T CCBFENEREGEFRICH T DTS DIEINCY T5AF I - MRE S EIC L
D REEZERDHETRIIBRLTH ST BIROIH Tl FEE HEE#RELaN 58"
HECTOIRTLEAN B ERERSINTHY  FRALCEECERL TV S,

SEl ERES ZERTIX MES 5 TIC LIMS 8A EfFORY S & &7 —VICHRY £
[F. DI Ok RIEA EEERD 7 TO—F EXEZERBNT 5.

B
SIREAM DI Z2ZE UM LIMS BAICHIFRREEBRE

HEME:

LIMS BAERICHITIFEERRETZE. 32D TI—XIIH T TRELET,

-LIMS B AR #IHITIRETINNIH

LIMBAR TS/ —&DEOY ., TOJIT IR IN— Y RI—KE

-LIMS 8RB .Y RY—X 7T IR, 0S 8. RV T—0,  AB. FTLVD

HET. VAT LEBADEICH D DI FERGEFRERRIO 7 TO—FDBNERRKDHEIN
ETNBREBNULETD,

EEE A BLRERmHFRART)
AEE I 5(@—Y1HAat)

EHEIMNU:
EEM | MES BA BRANDFEIE~DI X TIVIMEDEEICH T DI~

HEEBE

MES B EARFICHITS

A NED VAT LF—T7 —5EE

EBDODRBEL

SRR Y 25 —ERK,

:0S. YR T LEFEFEOX R

%42 . MES B4E, EIEEDMAICTFYUR - RBEN AR ETIREVE,



AEE BE AKT(EI==3ERIHEHASM)
EEE: B 85L(RMT7 77— T IAIIGRASH)



11/28 10:50-12:20 A ATAILZEEL(FERQD

Z&&KV)\H 874 (Cytiva)
BEfREGD BAMBIERX T 1 AV 1)
B PRk ER(XIIVIOBNSED)

TyavyA1eIb:
RN\ A ERERBSEDER(ICAF RO A

B

INAAERROELE SO TR TIE SR IRMDOEFHT CBBH QB A KU RENG/NSS
ALY TEDEITUTW R BHYUBEHTIRSIVEERL. CNET/N1OY R —)V %S
DR SN TS EEREEN, LY KBBIT—)VADEENBLICZEERETNDLSIC
BDfe. COEYIIVTIEINATEREEDEREICHEVVTRMERL ICH Q5A R2 [CE
DLIMIVAZELMEIEE U7 IVIA L PAT FMICTA—D AU REIAIRSA U ZRERX
ERHO7 TO—FZR R BBERNSBNT D,

B
EREEICH T2 VMV ALZEETHHDOBEAICDWVWT~ELET ICH Q5A A1RS1 D8
S~

HEME:

INAFAEZERDIAIRALZLMFTHEICRET D2 HAIRS12 ICH Q5A [£.1999 M R1 X
ENS 20 EHFUNAL, TR, T1ILZADHEMITAIVZ DTS AEEE, ROE
AR E DIENRFETZE SUEERMISES L TS e, CNS DREIMDES PRI DR
FHHMRZERBRU, TV AZ2MHEICH TR LVFRREOSE 7 TO—F %8IR8
FREEEITFHUWISZRDNA AT/ O0I—ERDIZH DIV R ZELEFTMDER S
ZRICEZBRIC. COE QBA AMRSAUNRETIND . ARFRTIE EIFEEEITD
HBRICEEINETRZHNIIHET ICH Q5AR2) HAIRSAICDVWTIBN T D,

R PN R
(ERD7—VHASH. BRREIHEES ICH Q5AR2) YD) —45—)

EEHITN:
INA 7 EEE BT A FEE D B BN A & AR ST

HEME:

NAAERRELE TEROEEEEDRDAELICE VT EREEILRIFEF AR EDRE
WETTDIEREIRETHY  FES DEWIHA (TR A RIBFETRIIER T—ILDE AR
EEFEMITONDETICE DT N TEFEED ERDIBEE TROBHOBETIZEDH
B TE, ORIV EEZYI VI BLUREBEEDT? JTO—FRAEERER
EBRDTVB . RBEETIE RITDBEARRZEBN T DEEEIT, N EREEDEIRICH
BERDIMNNAREMEERB U TOLREIRE . EETRR/INSA—Y(CPP)HLUEE



@EERE(CQA)DITIVIALDEZSIVTEWND 2 DORENSTO—/NILDRL IR
NI Do

EEE FiE BROUVIKART)

EERIN:
HpEEREE S LC/MS YRTLDEEICELDZNMATOtI 0 TICHBFTD—LU RN
AR

SRHE:
BHED) 4 T O R BSROBIS T TR 5 8GR (PQA) L UMM

IR B IR E IS T 5 F CORMINRI LAY JIC B> TVET AR TPy
TR =LIES T DHMEEERES LC/MS YRTLEZEES Bz, N174TOEXFEFHEIC
B35 PRA ODEZYIIITDEHD TV IA—LZEBNULET . COTSVETA—AIC
&Y FEORBERAIRICU. FHMZER BN, N OBREBRRERETHI LI
KU HREICH TR EREBS FCIRA MR ZERRLET,

AR Bl #ic (BFUA—9—IAH%AZH)

B
B mAb 8LENDRBETRICHITDA U1 LC EZAUD

HEME:

NAAEZERDY DA )—LTOCRICHITFTS Agilent #2512 LC IR TLDER
[CDWTEBBLE T UTZIVIILEZS D TICKY TOCLRADFMEIEET D EMN TS,
BRNRERDENERS LUHEZRA LT EICENTEXRT . @R COEENAIBERA T
SEC-UV-UHPLC XVYvwRrRZERTDCEICEY ., EEGDREDRBEILNAIEEERY, —
ATORER REDRERMERERIRICIMNZZZENTEET EZY) 7 TOER
2{k% Agilent #5142 LC EZAUIYVYIRII P THRIEHT S &KUY H T
DTEH T EBERILL. S URT OYNILBDUTIVIALEZY ) T ETREICL
9,

AfFAERE BE #8(PILUNT0/09 KA E1)



11/28 13:40-15:10 A ATAILZXEEL(ERD

Z&&KV)\H 874 (Cytiva)
BEfR: A BF (BIERRXT 1 I FAS1L)
Ef: #F P5I(ViSpot thA=+1)

TyavyA1eIb:
INAFAEZERZFDIAIVALZEEOFERICEIT EHEEE

B

2019 FICHFE- ICH QA NEBREBZ DR DDOHY . NMMAERRFDIIMIVREZE
MHEBEIRE. SV EREEHFULGRSE ., KUTE TR 7 S O—F = Bi5 9 [#HEF
RINEEAT D, TMIVRAZEEDRIETIF BERTRERELS VNIV AZ2EHmA DR
RI—T2DVTERICOVWTERERIBL TV D, Fo RHIHFE S DR RS EEER
BICITUV FEHR DI A Z 2 HERDEZ AIC DOV TRHIBEROF vy F 7V FICEE
HTETe. SE. ERICEERSEHCSEHEU TVLIAREX VU N—-2 EHEKREIAICRET 555
EZ1T5(3H\. PDA Virus Conference M Chair Z8=. J1IVARA R 2ERALIC
DVWTEFZERATHEVWCLESFETH D,

EEYINU:
HFERD IR LZEHHERICTTDEZAS L7 TO—FOEKEEM

AEfE:

EEIE. 6 BICRESNEZIIVRAZEICEYT 2EEF S 2023PDA Virus
Conference IC7I7ENS#H T Scientific program Z&&LTEML.
Conference D{EEEEZ{TD/. Tz BCKDEFIRE VIV AL L EICRET SRFTED
HICDVWTBICERBLU TSz NSO 7 O—/NIVEENZEL T AR T BADIIIVLA
L2 MICRET 2RHEIB LUEMDBN. ESICHEFRDIMIVRLZEHERDIZHDEZ S
YT TO—FICET SEERERICOVWTERT 5,

EEE AE EHF(2023 PDA Virus Conference Scientific Program
Planning Committee. JBILBX T 1 DIV E4T)

BRI
KRR —=T720200 T OENCAFZEREE ~HUVBROVILAZEEEERZBE
LT~

HEBE:

DIV ARESFHRICH T DREAD -T2 DT (NGS)DFAIK ICH QA EIVE
ThOEDT1DTHY . REFERTE NGS FIRICRET SZRDBNRLICBATETV
%, — . EFFRRESR -RET L, ICH QSA SED IV ETIAR—N—NFI N 2019
FLUERINSITON TV ZIZENMDDS T BENSDBIIEXIZEIFVVRVREAHEEWL T
HY COLSBREREAINDSIRRDENBAD ‘LF 158 )—- ST ANEDBRH DT



WD ETREHEIEEH R AEBE Tl TV ALEEHEAD NGS FIBIC DWW TER - #RET
50V TPLEERCDVWTBN T 2. £72. NGS DEAICHVWT BHIYNBEED
BERYBBIRIUMNIDOVLTEHENDS,

EEE. LE ZAR
(Advanced Virus Detection Technologies Interest Group)

Title :CBANBEDIZHREBRELDAERVET)
GMP Virus Contamination Events- What can we Learn?
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From a regulatory perspective, the manufacture of vaccines, gene
therapy products and cell-based therapies face unique challenges with
regards to quality control. Vaccine and ATMP products are often
subjected only to minimal purification prior to formulation, and thus the
removal of potential contaminants afforded by most recombinant
production processes is often not available. Contamination events in
biopharmaceutical products with viruses like Mouse minute virus,
Porcine circovirus and Vesivirus 2117 highlight the need for
manuftacturers to carefully control the potential introduction of
contaminants via components of the medium used in cell culture. In
vaccine and ATMP products, the burden of risk minimisation is often
shifted towards sourcing and testing strategies to ensure that the start
materials are appropriately sourced, tested and then any potential risks
minimised. As a matrix, cell culture medium or media supplements
present a number of challenges for filtration, adsorptive or inactivation
technologies and the technologies best suited for controlling virus risk
may need to be adapted. Furthermore, the implementation of sensitive
agnostic adventitious agent tests will be key for vaccine and ATMP
products subjected to minimal purification and Next Generation
Sequencing will play a key role in the testing of such products. The
presentation will explore strategies for implementing effective risk
control measures upstream and present case studies for best practices
to control virus risk.

RIFEE: Andy Bailey (Chair of 2023 PDA Virus Conference, ViruSure
GmbH)
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