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From Observation to Action: Managing Regulatory Findings in ATMP Facilities
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This presentation will provide an overview of common regulatory inspection observations identified in ATMP
facilities, with a focus on key areas including facility design, aseptic processing, sanitisation practices,
manufacturing operations, and quality systems.

The session will further explore probable root causes, ranging from facility and process design limitations to gaps
in contamination control strategies and quality oversight.

In addition, the presentation will discuss both established and emerging risk mitigation approaches, incorporating
conventional GMP practices alongside innovative solutions.

The session aims to provide practical insights to support organisations in strengthening their control frameworks
and proactively addressing regulatory expectations in the evolving ATMP landscape.

<@EHEIOI74—IL>

Shanshan Liu is the Global Process Science & Regulatory Director at
Fedegari, leading the advancement of manufacturing systems for emerging
and complex modalities and engaging with global regulatory authorities. She
holds an M.Sc. in Biochemical Engineering from the University of Birmingham
and brings over 20 years of experience across consulting and leading
pharmaceutical companies, including Novartis.

Her expertise spans process science, quality, compliance, and regulatory
strategy, supporting organisations in developing robust, scalable, and
compliant manufacturing systems. Shanshan serves on the ISPE
International Board and is an ISPE—certified instructor, actively contributing
to industry development and knowledge sharing across GMP and ATMP
domains.
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Navigating the future: Key trends & insights in the Genomic Medicine

Zhang Peiqing Cytiva
ETL—42 HFE %— BNZIN1F (%)

<EEBE>

Genomic medicine is emerging from a period of market reset with renewed, though measured, optimism. This
presentation will explore how shifting market dynamics are reshaping investment, innovation, and strategic focus
across the sector. We will highlight where new opportunities are taking shape, in particular, the rise of in vivo
genetic medicines that promise simpler manufacturing, broader patient access, and earlier use in disease
pathways.

A key focus will be the growing importance of delivery systems as critical drivers of success, with advances in
vectors, nanoparticles, and targeting technologies expanding the scope of what genomic medicines can achieve.
The session will also review the latest technology innovations and assess the current state of the industry in Asia,
including regional strengths and emerging models for development and partnership. Together, these insights aim to
provide pharmaceutical professionals with a clear, forward looking view of the future of genomic medicine.

<@EHIOI74—IL>

Peiging Zhang is passionate about accelerating product and process

development to unlock the full potential of cell and gene therapies. As the

Scientific Director at Cytiva, he leads innovation programs and fosters

strategic technology partnerships in the genomic medicine sector across

Asia. He has honed his technical expertise and leadership skills through

diverse roles in academic institutions, start—up biotech, and major

pharmaceutical companies, including A*STAR and Novartis. Throughout his

career, he has led and contributed to multiple product characterization

platforms and drug development programs, enabling him to drive innovations,

offer strategic consultations and scientific guidance to Cytiva’ s customers f
and the industry community. [
Peiging joined Cytiva in 2021, and is an active member of the International

Society of Pharmaceutical Engineering (ISPE), where he currently serves as

the President of ISPE Singapore Affiliate and leads the APAC ATMP

Community of Practice.
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T—H2 Tk £t Project Manager for Cell and
Gene Therapies
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TORIIWEMEEREL-TORAREICIE. TBRWNETILEEDICENT AR ELS, REETIE. RWNETILEIE
Ao, FNEESEDD. IZDOVWTEREED-WV BETEH. REIJO—ERPCRAEE S - S#ARAE DM
EEICETAMEEBNL. THAUVAR—ABELTOLRARZELIZSHTIETILOREZRARS, 2, AH
ZARATAVIETIVET BB ETILERMEL-NATUYRETIILOFRMEETT . AT, 1L -BadrtAREH
RA—r 7y T Auxilarttt O BRYBA I DWNTERBN T 5,

<@EHT7OI74—IL>

21U BhFN

2001 FRRERZITRERILE AT LI ERZEE 2003 FERKZERIFESR
HRFMEFESRTLIZERIE LT RIZIE T . 20074ETH Zurich, Institute
for Chemical and Bioengineering CiE 511§, R4 . X4 X *RochelZ A%t
L. N\MAEERIFFFIIBOAL E(FEEAEICHRE, 2013FEREK
FPRFEIZRMEFMEFEATLAIRFERASIZICEEL., LIE. EE
mELET O RADERET EEICEAT AMEICIRYAED , 2021 £ XY R,

<@mEIOIT4—ILD>

& 814

2018FICKRRFIFEICHEARAMEREZEZER, REAKFRERLE
RARFMEES AT LAIRERIE T REISEREL., 2023F(CNRESEE(IC
BHFBAN\YF - IJO—BHODETILA—ZMEE S ETM | (58 E - #21L
BhFD #i%) T B ZMEL -, IRE. U -BadARETHIEMEELL
THEZHFEIE TS, 2023F 78 IZIxKX St Auxilart (FF2 LT —R)
HAIEL.CEOLLTETY Y -2 2al—av IO T7aREEADL
AIZRYHEA TS,
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FRTIABETE, ARMFICHE T TER - NAARERBROBELEENHDEELIC. MBEINDIT—H%E
FALF-AIBITOTORRETI U DREZHELTIND, CLDERY AL, Pharma PSERIR mE Y A 1=
TRtREH - RBEIED—IRTHY . BHLES ) TA~DEERNEAFTES,

ARRTIE. REISETOCLROMAERHEICE THLEDEFREMNEBNIT HEELIC. AENSEIEFE TEnd to
EndTDEHL5TOtRAEBADEFORIRDEBIZDONTIERD,

<@EEIOI4—IL>

1997 RAFAFRERTARRIHE T . BORER T E (B ICAR,
TDBRTATIAEE(R) TES FERDREREILIZNEAES LUVAHKE
HDRERERFRICHRESE, 201 7E XY SRR GREEMZER) J0O
TARARE2HEEZTR. 20228 &Y TOVRIVCZFYL T HEER, 2025
FI0AKYERBHMFEIMEER, 1 (IT%) EFEZIFHT (A&
HiEANEZEIZS
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WORKSHOP 7: Pharma PSE COP
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<EE>

B EEMOUSRVKEETEICENT, ATHEE(AD PEBFEEZET VI RMELTERTHLT &
B/ GEEEOSEL-DRILEHSCENA/FEINTOFES, — AT AIRCEREEET LZAVTRIESh -
EEMDAZRBICH-oTIE, ERBRA+HATRNCEA L, RRBHFEAELRHNLBAETETILOBEKD

R, MBS EICOVWTHBRREBOIDENHHEZAONET . ABETIE, BERFL WD, EEMHE
EAHFICEITHAVEMEEET LEAICH->TOEZADRBAE. ET IV TIZHLTRAEBEZNED LS

BRZEERL, AIZHFLTOENIDNTHEALET,

<BHEIOT4—IL>

2008 FHETNTIIAZEZMARERZERELREE T RF4ASYMH
IMATBUA A B MERKFREHBICAR, 2014F4A1BIUHEES
E—EICHEL. EXRRREEEITMRE. 2026F4A LY IR VI ERE R
EEEWICHRE.
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WORKSHOP 7: Pharma PSE COP
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EFYLY 232 —aViEE

<TN—TI—OME>

AKITIWN—TI—=OTIE TETILEESIEWSITOEREERITREBEL TV 2EET, EAMICIK, /90—
ILEUR (mAD) DIEBETOEREEMIZ, REET —42LEITHIBETILEREEL. ZOETILEZAWLNTYIaL—
v ERBEIEEITVET,

NMAEERF REOEEGTBICBVTRELLITEEHS, RELVESXYTATT,
PTELE/VO—FILHE (mAD) [, EDRRMLBHEAELLTLEGERSATOET  LMLEGAL, ChioDEE
M EERARELTHREIR M B RHETOCRAD P EMNLGRAENMBO TEELGREBLLOTVETS,

COLIGHP, HEETLEZFALETO ARG ORELATESATOET . AETOCRDREREICTENT,
SR EHERBIICERTIRET TSI IR - EFNLHHNKREL TORBFRELTET VTPV
Sal—2avIt&b7Ta—F AT TOET,

HIBETILIZ. KELTYEET )L (mechanistic model) | & T —45EREIEIET )L (data—driven model) 129 5ESh
F9, KEETE. mADDIEETO R EEMIZ, RoN-FET —2LNMEFoNEVMREEEL. MEETILE
FERALEETIIVEBELTOERAZEED TOEREEKERL T =2EET,

COEEFELT. UTOIIGRAERBEL TNV EZBERELTLVET
BEETIVIEIEDLSICEBETEIOMN?

D2 L—LavItEoTEDELSLHMENEZELINZDMN ?
HIBETYTIZIZED KL AREE LR RN HEDH ?

EE [XGoogle ColabZ AL TITWVET , TS MIZHT=>Tl&. Google 7O T HELIEELY,
TSRV REBOHNVATHEERLGNYBDAIRBLEL>TEYET DT, FUOSREBIZTS LS,

I7VNT—5 & &I B &+t Auxilart

& BIEIL. 2018F(CKIRKRFIEZHICHBAREREZEXZ. REXE
RERIZFZRMEFEERATLIZERE T ERRIZHEZL ., 202345 (2
(REME(ZETE/\F - JO—EHDET IILA—IMMEE S &1 ) (35
BHE &I 5hF0 #Hi%) TERETEEIEFL -, RE. #1U-BadTAXETH
FAEEELTHEEZREIETTIND, 202357 AT %R St Auxilart (7
FUNT—RERIZEL,. CEOLLTETIVY - L2aL—avEifin7o+
RAEEADICAICRYEA TS,




WORKSHOP 8 : Commissioning & Qualification COP (C&Q)
T—7:

& |SPE. .
ISPE Good Practice Guide
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C&Q COP[Z&kBAERT—H1avT T, BEFEHF ¥ /\—[ZB8F BISPED Good Practice GuidelZ
DT, YO IT<LERBLET,

BREFIEFYoN—EIE, A BEPREERBRAF v /N\—EW o LB B/ NREZ R EH S,
high-bayD SV IR BEIEED LB RRERHEET. EECEELGEDREFHLFEE - HIET
BURT L, HE. F-IEHEFRELET,

AHARIZIE, VARIR—ZADCRATACRERFEZABEIIEL T DEZ AP BEE=2)VYT

LMWLENSCNETHERDADETITHoI-1-8. BARETHMLBRRICHNIEEITITEA

EHYFELTATL -,

EE, INAFBFDIEIMOCMO,COMODHEKRIZHEL  BEEBTENKROONIEE - REZETY
RAVRT—0I%, FTETERIELTLET,

AKIT—9L 39T TlE, KAAMRFDESREELT, FEDI—ILFF—0 B L UGMPRHEIEEBSFT S

F=ODEFFIRZIIDORA VN OEZ FERBNABLET,
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WORKSHOP 8 : Commissioning & Qualification COP (C&Q)
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Fa/BHBIUVERDATAFTORERIV T —F
o EE (%) RERSLEFR

<EEBE>

S EFBN I BISPE GPGIEERIEF v/ N—1E 28R (%, 2021 FE12 B IZHEBRAFRFIShFEL=A ., ChETENR
THMLGRRICHNIEEIIFEAEHYEEATLE,

EE1TIIMERICEILL ., AAMRDORERFIOCHETORE - BHY. YRS ELIE VI EMBEER . BLEREHE
PELMAFERBNLET,

F-SEDSED=OH. ERICIIEET AEERHFSIVERDHAF U RORAV A —RIZDOWTHEEEL TS
YFET DT, BEILTLIEELY,

<@mEIOI4—ILD>

1987 FE3A MR E IS TR Z X%, RAF4IAFE—EEKRASH
(BEDE—=ZHHEASDICA, BRI EREE it 2—TH
R TEEARIRE, TORBERA—S4))—FR), A1 TILERERIZ
TIVOZTIVT  MSAT, BLUNEREEEBERICEDY ., AR
HEMEFR B KIS I — T I TR B RIIEIEY,
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WORKSHORP 8 : Commissioning & Qualification COP (C&Q)
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A—Y—BERGEER/BREREF Y\ —DEE
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<EEBE>

EE1TILRERIEF vy /N\—O 21— —ERLEHZE (URS) EBERIEF v N—[2DWTTRBNBLET .
URSIZDUL\TI, ISPE Baseline®H A KVolume 5Ma3y 3= 5 B KUIA U745 — 3> 1 (B2l DAREH—
Elfil@ L%ﬁﬁt%ﬁ]%ﬁ&briﬁaﬂﬁbim Fl-. KHARTEEBSINDBEHEF v N\—DEFEICONTED
Tad Lz o

<@EEIOI4—IL>

O

19994F 37 BEZPAZAZR BEIFXMEH EBEISERET
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19994 48 BEIVOZTY T/ AH
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WORKSHOP 8 : Commissioning & Qualification COP (C&Q)
HE3
SylazZ I B&UBIF T4 —ay
Kk & B (%)
#HEHR WU (k%)
EHEZ FrALUNEE (BR)

<EE>

BES T AHARDSE 23V a= VI BLRIF VT4 —ar (AZva=JTS0=0T OF) T4
F—av BIEL. REAS. TANASE) IZDULT, AH A KEISPE Baseline®#7 4 KVolume 5Ia3wvs 3 =258
FCIAITar—230 1 (FE20R) TR T 8BAWLW=LET,

<@BEEIOI4—IL>

LKKI| F>
EELTIHERICBITAGMPRIEHRBEIV =TIV ELVIF T4
F—a  EBIZ25F L EHEE,, 202048 LY BiEK KX SHICT. F—2
IHR/\—h(GMPHLIT) #7585, ISPEAARAES CRQ(COP) IZTREE
g,

KEHEE>

199883 AIUOKRZE T HEMM T 2R ZE RFIAGINREBEIEKRSS
#H R BT UoBKE) CAM USRIV ZFULTEMA~FREL. %
BEREROCEER - BEXNIG. TVCZT7Y TSN GMPE TS HEHEIZHE
F, 2004488 &Y, ISPERAARER C&Q COPIZTES,

LKEHE—>

19873 LBERERZX, BHEREKASHICAK, TOO=F7U2T
EBPFIC B UL TR R mE il &F DEngineering X7 ICHEE, TD K. Bt
DHEREFBRERIE. EESRYROIPLIETODIIMEIEY, 20165
SAMNBLICRI7—IHASHICT. BAEERBRIBERIE. N\I1FTAPIHDOE
HRIEICSH, 2022F4ANHEFE T ARFEOTLE. RE. EXHKS
ZTOX VAL U NEE %R &1L TEHS. Security. Facility(#%iB34,
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WORKSHOP 8 : Commissioning & Qualification COP (C&Q)
AHE 4
DATLEZSIVT /EHHFBERETYEL T OFEE
HME BEh A I XTT—T ()
BR Mz &) I7—<T5o=2y

<EE>

FBRAITE ETAFHD TEOEIDRATLAEZRIDT IIZOWTRENWELET . RETIE, EZ4I T VAT
LDEZARERBLEDRANEBELTVES, LY —ORE, BRERIUVT7I—LREE, TvELTHRE
DRFHEICEDWTERT S EE @RV -LET , BFEA T, FIELRETVEL Y O EMBIFHEESHE )
[ZDOWTRBAWELES . AE T REHEF o N—ICB T EHMFTMES LUTIEL T DEZACERY
BEDHITNA ., B LOBERICOVTHERNLET,

<@EIOI4—IL>

KEHE BEih>

20023 . EERERFRIEMEMEIE T, AFEIA. EHFZHEKAK
S At BETANS20MEIAFETOA/ XTIV =79 —EX

MRS TEERVEHEROFE - REHBESLUBEEHRFEL B
EIEIA /X 77—IHA SR TCTEERBUEERDIOO =TT X7
IZHEE, 20161 B &Y, ISPERHAAREIDCRQ COPDEENIZSE,

KEBR fMz>»

200238 . BEZRRFRFIREIEMERZET, AE4A. RLER
SRICAHL, B FRESIVEREFOEESIE - £ ERMTERIZHK
E,.F70B . MBAXEHTF—ITIUZUT A, =7V IILAVREL
T EICREPCERITOGMPAVHILTAUTBLUVIVS =TT KB

EFFICHE, 2021F6 8 LY. ISPEAARKER C&Q COPDEENZSH,
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WORKSHOP 8 : Commissioning & Qualification COP (C&Q)
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2yl az I BEBIAF) T4 —ay
RR HE o RS T )

<EEBE>

FEESTIX. F8EMALTF IR FIETTaIVI 3= | FI0EINyTr—D b z8E D AT L JIZDNT
fRERLET SETIXERIECTCCRERIHI AT L) DAV TFURARELS KU ZTOEM, 9ZETIXHER % EDER
B (TASYIazZ ) ICE T ABESEIE, 10ETIEMZE -BEL B EHEICEFECTCOIF) T4r—a %0
EREDODBERERBNLLET,

<@EIOJ4—I)L>

LFERBEE>

19994 FEI KM T ERIZ X, RF48 . BKEEHKAESH (BREDE
HEEHD) (At £ EBMTERM . BEERFIZE R TQARFIIZHESE, 202042
PR TERICARL, QAP TREVATLDER/MiFEEEE
220224108 £LYC&Q COPMEENIZS M,
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HINO SYSTECH CORPORATION

Global Services from Japan

Instrumentation Technology for Process Automation & Factory Automation

SimBeili 5 ZEhd
VATLALYTIL—9—[BHF VATV T ]

IWEBHEY AT v I&.

1950F DAIELLEE. SHREIY AT LA —A—E U THIE—FFICHATEVND X U,
FHHE FDORESEDRTE I OEREHE - FEEEICH TS
BBEOR@EREFERME /DD,
ZNRSEFE-TIHIVISUNERERETSYMN B IRIVFTSVMEVOE
HS5WBRHRDTF SV RTENTNTVET,

| YAFLAYFIL—YaY T =

O HIHV AT L EEEBYATLDRE ® PA/FARIHIEE o ZTEHIE/NRIL

® VAT LDIBSE. X5 - DCSYRT L - PLCHIfI Y 25 L - mifEEE - SRV
- POERGEEYRTL - ESDYRTLA - SCADAYVZF I -PAIREE - ERRE
CEESAVERYVRATL - EEBEBYRTA - FERBEEICESNUF—Y 3 KIE - R

o H—E DR - ESD, BMS, F&GYZAFA(SISYZFL) o SHE - BRIt e
- RI—KPYFH—ER TBRIBFRANXAYTFUR o HESREm T RIS
- FRU—IHE - FSURHKIRTL o A\MifiESRTE

= - AN
HE 27V IS
T144-0035 EREAAXEBH2-16-1 77/ R— AT IEYI—EIL10RE BTy IRAR—LA—T
TEL. 03-3732-3591 https://www.hino-systech.com
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[BD(C)-9—2vTHhH2DIE35h ]

[EDQSLSRFPUTZERIFELVDIZBIN

[BR5ULEERNSKEITBCEESITNELVDIERIN ]

EWIHACERFZIBZ TUVET,

ARID-D23vT T, 42DERZ/I\WII 5> ReFdU—-F - DRRERZIEL T SIE(ICT) -4 - T
—OIERIFRN LR TESVEVWEEXITVET,

FBHRUIEVD(E, BIID 7 ER IR R -5 — IR TEHDFE A

TNZNNEKL. 2RO\, FURHBSENTEREREZHB I 2L T SE— AVEONE D BB0OfiE
Brmsr B OHEL,

[BDEEARY—F—(CRDIELVDON | - TEQLSMEER B FICIRELILON ]
ZEZDEIOMNFERBHZ2BIELTVET,

SHOMEFEN, SIEOESALEST. BOSLWW I —vTADE—SHERBEEFEO>TVET,
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Vivienne Arencibia(d. LonzalCBWTIDTFA TR URIIAIA NS
JUEEIBFIDT O/ LAY RFENA AT SF7 > MeFEs. J0—/ULCDMO
RYRI—IARDERBEANT R, IA—TFARVRIIZSAT N RIS TS
A7 ABEZFFEL TVE T MBS AT A REIL - BIEEE. BE. #
iE, RSBV T20E EChiz3ERIIR) -5 -y FiRERE B LT
F9,

Lonza A#tHilE. Moderna T/ O—/\LGREI AT ABLUV I TS5 7> 2B
NAZTL ST > MeFEoz(EFD. Arencibia Quality & Compliance
AssociatesZi&iIU. IPEDMEZ E MR B OHEEZZIBUEU, &5
(CNovartisTIF208 A _E(ChrzD. JO0-/NLERFRERIIEEE. JO0-N
WEREBEITFAT7OA-BEBEAE. JO0-)VULGESFIGH I T - A NS
FEREOEIAFEL. 2R GXPEBSOHEE PR EFR I L FE DiEiE
BILICEmUEL.

Ffz. 19924 LDISPE (International Society for Pharmaceutical
Engineering) OJ&ENCFEARAY(CEEL. Women in Pharma (WIP) @
Y- —BEETIRE, FAN-ST(HEDPEFAMOBRICRAILTEEL
I2. IRTE(FISPEEIBRES SERZFBHIEED(C. EFIEWRYHERE, #HIF
DM, ZUTRE - IV TFA T ADFICH 2R R - - 0Bz 1154
GERILTVET,
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A 2 Xiettr HREERIESRRST

EL-49 K& IR BEF =EBIIANIOSZTU IR S

<@EETIOI4-IL>

HKEEGIEGRSHT J0-NLST51 &GEE (Global Supply &
Quality) KRTIBICT, I>SZ7UJTERPIDFRIESEE (Senior
Director, Head of Engineering) %¥%%%.

20094 8 [CHIEKRRSHAAKL. HI11FIChIED AN - H A EFDT )L —
JOLTOSTINIBIFBETER - B AT AT S Z7EUT, T35 M - 51454
BoswEt / BAHSE,

20209 ICKAFER/ T EANAMRE. RKIRTIHOA—IM-23>I>2Z7
EUTRIERIBOBENMCHEEICHEDD. 2023F 48 DA - X=2a>AyREL
TRERMEEZE)—-R,

202411 AMSEXRRTHDHead of EngineeringtL T, THBIVSZY
U DEBEY I RNDEITETZESIL TS,
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HKEESIEGRSHT J0-/LS T34 &IA)FT1 (Global Supply &
Quality) KRTIBICT. I>SZ7UITH-EADKIESESE (Head of
Engineering Service) %Z#E%H3.

2007FF4RANSE—=HTOI7—~ (¥R) (R, E—=3) (T FHIEH
OBRGE., JA)I1T =230, NUF -3 EE). ERERBISHEEAMRERIS
EIR(CMESE,

2019F108I@EKRBEIFPIVITYY (#R) DI SZ7USJEBFICHED. &b
KETOSTIM. CQV (AT =230 NUF=23)  AFTFIA%ZZEIC
F—LA)—-RELTIBHEL, B FaEERGm T HREEIZ( 0I5 L
JOSTINCHESE,

2024F 48NSR AR T EMR)(CTIOSZPUL ISP TAIR TIHO
CQVMSME (Subject Matter Expert) =2 T. IR7E. I>>-7U>FH9-E
2T W=TDOAy REUTREBL. FPIRNEZENL TTIB O - sk /(U7 —
SAHBRII RNSEITETZERIL TS,
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<EEBTIOI(—IL>

20124 (J0—-/)VLCDMOTH3/\ A KRSt (Patheon by Thermo
Fisher Scientific) [CAfLU. 77N I4wIIOY -7 1> #kBg %18
L. BAR, 88E. hE. SOHR=IL. A-ZANUT 12 ReSEOCT7S7RFEFi
BICBWTHERMACIESEL. FFCEEE - RETERMF — AZZRVBHNS, T35
> RIBEOY -7 T EBEOIIR - RITHEU This Lo A0m (LS
LTEFUI,

20225 LNISPEAAAENESE 2. 2025F N5 FEFEESETEREL
TJ0-)Vbe DRI LRI A OB R EHEEL TVET . IRTE
Women in Pharma (WIP) BAREIFI7%Z#56DLEE(C. WIP Global
Steering CommitteeX>/\—¢EUTHIBREIL. ERICHIFBTMN - T
EU—AH—BRRICEDFEATVET,




& |SPE. .

WORKSHOP 10:: Investigational Product COP (IP)
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Patient Centricity ~ BEROLESE

<WSHEE >

ISPE IP COP (Investigational Products Community of Practice) (. j&ERsRIZ(ICAF LU
HFIZ1-57¢U T RBREDEIN DR MERZ 2B 952 BrICEEL TS, AJ31Z
F4T(&. IRT (Interactive Response Technology) . HHC (Home Health Care) . AEREE
SREEHEEE, DDL (Digital Display Label) . $&U2DI—RO52DT—F>29T)—F (WG)
(C. JEBRFEEEETRCH T DERBD IR bE R BHOHBZIEU ., EFEF(CEITIHEDOERBREFREIC
BEWDFEA TS,

BZWGICBWTIE. IRTHIEROSEAL. shREEY —EAZERAUDEREERREER (DCT) O
it BESNITSHNT A ATLASAN)IA2D]— ROERICRE I ZEEERIMRETRE, ITEDABRIRIEICHL)
TEEMNSFOTVWET—XZHILICEEZERUTVS. CNSOEDIEH &, (ERDAERESIETFE
DEEALDHRET . TIAINNSTIATA—X-23> (DX) OHEECHET S IEDEMEF TN S,
REDEFIRT—1>ayT Tl DDLICEES 3/8ME#E CL DM B LURBARR (CINZ . SN
ZHCEI DT EVAN —232ZFELTWVD, Flo. BEET—XICOVWTOT(ANYS 3> %EU, EF5E
[ i) YA drd I

AFEKE. AREERCENISHEBMEEERNIM B Z2HE IO THY. BREEDNEN M LHL
UShZRALICE T 2REZIRM I DL ZENET D, SARER(IENIEFFIBHUEDHIRST . DXOER
RNSEERRERERDEFCRE OB I 3R FRE (O TEERRBRAB LRI ENHFFIN S,
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WORKSHOP 10: IP COP
2

<EE>

AERTIE, BABREMIBFI—ITH1T52Dcode;EFANITINEEEHEIEL, £REM CTORBELICH TRV REHRE
T5, TIRAPBFTIXGSIT—EYRIVIRERAWNVTIAE—2av BLKUBRL—HE T DA HBEIZRESh T
5—H. BB B TIHERABMORET—SNEE BREBOESERANT2ITEA TGN, AWGTIE, IRTZHIIREL
AREFEOHBIOC AT AICEBL ARESAIVIZHTS2D-code;FRTOVR RER/INEDT—ERAUM, E5UIC
B —OCARBIOLRTLLOEGREEBEL:, BHfTZ0LDOTIIEERLELTOFEWNVA IZERT S5ELT. SED
REICHITI=HRATIRTT 5.
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19934 EERHFTEALM, EICKFRSYIRNTNAY—BOLLTHEMER IR - DB EEHITHE, 2005F 72
S—ILAM BERERATAEEH - ERE-CMOICE I S EREM EHICHE 2018F4AERRBXERPRELT
REXREE, XITHAAF-DIFURAITEEEHM ., BERFBHRRE - RIS, 2023F10A JYCMOEXEXTREHLL TN
41’%&?151‘—;7?‘/#“5‘%]‘ FITCMOEX£H#EEZ B LTRSS VY SY ORBEHEIZAIT 2L TSAF—0 b —tEE
[ZERY#HA TLY °
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Digital Display Label: JBER SR SR RIEDEFLLRIRER
o EA KIFEEK(RA =5t
Brian Sheridan Smurfit Westrock

ETFL—4% B EE INITARIT7—IHM%REH

<EE>
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Brian Sheridan, VP Global Adherence & Clinicals, Smurfit Westrock
Presentation title: Overview of Digital Display Labels

< Abstract>

Digital Display Labels (DDLs) are being explored as a digital labeling approach to support usability and operational
flexibility in clinical trial supplies. By enabling label content to be updated locally, DDLs offer an alternative to
traditional static labels and may help address recurring operational challenges.

This session will provide an overview of Digital Display Labels (DDLs) in clinical trial operations and highlight
practical use cases through demonstration, including:

- Secure and remote operational approaches for updating label content and display language

- Integration examples across common primary packaging formats, including vials, bottles, and blisters

- Demonstration of key DDL capabilities, such as multi—page display and expiry date updates

<Profile >

Brian Sheridan is Vice President of Smurfit Westrock’ s Global Adherence &
Clinicals. This team is focused on providing Adherence focused, patient
centric, Child Resistant Senior Friendly (CR-SF) packaging and service
solutions to the Pharmaceutical, Biotech & Clinical Trial industries.

Having majored in marketing, business studies and finance, Brian’ s key
expertise has been developing packaging solutions supplied to these key
markets. Brian has gained invaluable insights and a thorough understanding
of the demanding requirements, operating systems and ethos of the various
market sectors that Smurfit Westrock support today.

Within the last number of years Brian's focus, together with his globally
based team, has been to strategically develop a bespoke, best in class global
supply infrastructure within the Smurfit Westrock specialized field of
Adherence, Clinical Trial and SMART digital & electronic platforms. These
cutting—edge solutions encompass electronically enhanced SMART measure

and monitor packaging solutions, such as Cere®Pak, together with
developing the vision and capabilities of Cere®Screen Digital Display Labels

within the Clinical Trial Supplies arena. With unique packaging expertise in

the Clinical Trials space Smurfit Westrock is proud to work with Industry
Sponsors & Leaders on the development of Digital Display Labels (DDL’ s).

that supports Clinical trial operations. supply chain, sites and ultimately

patients.
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