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APEC RHSC {B5G TARSHIEH » ¥l &3 £ Advanced Therapies » HAGHA
H A 2 1 5| SR ERAE (IS H T & %5 ) M B T iz th %S Advanced Therapies EEfnfY
HIEH  h R R ERTIEE RS - KEMAREEA] - Dt
AEIAEH T - fEfR Advanced Therapies FEanZiE ~ anE SRR » HoaEmEEE
fE(DHHE NEEBEH#E (autologous ) B[ETESAG (allogeneic) HYAMAEEAHSS  (2)
SLTHSAES (xenogeneic) ZAMAMEGAHSR - A HAAYEIHI (HlnE ) RN &7
Advanced Therapies * M/&@#* Biotherapeutical product (FHEEE]F %) -
SH(2017) WS S EE B R 7 A P BRI B RS fe GMP BB » AR E B AL
SRR (AN - BRER ~ BN CHER) ~ B - Y - SREE - B - T - HIE -
BB - H2RPELE - SEPEE - 4if) - JEERE - MRERET - WTIEE - 5 - ZRE - B
FEAE BT ERCER - R EREIEEANELY 60 NHEE - WiFEEE
(1RaH) ~ BRER ~ BN (RRER) ~ A ~ §8E ~ 2RI nn g B 5 (AR 4 E
¥f Advanced Therapies Z B HIZE B RASKKE] » BB E N BHETAORET
H o BLAN > FIRERArIRZEHES HSA Cell Therapy Facility KME BFAMT&E
SElEE B W T IIAE Advanced Therapies JHIHAYES JJEARAHHE] -
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1. 520164 10 A 16 H#E » 2B FDA Center for Biologics Evaluation
and Research(CBER) F HY Office Cellular, Tissue, and Gene
Therapies(OCTGT) ff A Office of Tissue and Advanced
Therapies(0TAC) » &5 B RN SR AR ST BAE RO i -

2. EE 21 tH4giARGEZE (21 Century Cures Act)fY 3033 ZEIATE M
A B B2 5y Bl 5 R 20 7E (Regenerative Medicine Advanced Therapy
Designation s RMAT Designation) » HEZEMBRMAWT -
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(D) BN EAEREEH
-CFEAA AR « HE TR A - NEARAESEm - Eamiiis
FE B IR S T S
-{HREIFE Public Health Service Act %€ 361 B=EIATHE B 27 78 b (17
i/ MR ~ [FIREER ~ NEE AR EES & OFEA - BEAg5]
e B M BB RS S AR 2 A E MR M2 AR TR A
(2)FTRREE ~ B ~ SO B G RL B By A e Y 2 i
() AW IR EER R BER A unmet medical need FEdn
3. BEEE A DAE IND $2HH R - [EI20 B RVAT #20€ 5 5BL IND 855 3
RMAT Z2%E © FDA &1E 60 KA 25 A4 5 2 A1 B 78 45 FH E5
4. T56 RUAT SREZ 5Py
(1) A[ 58 FDA #1350 (140 surrogate endpoint #BExE) - DUIEE
anfift g S B E -
(2) AJRE A EFS I TIBSLEE (priority review)
(3) AIRE R Er&HE TR
5. 5B FDA 45T 2016 42 12 A 13 H~2017 4 6 A 25 H > 523 21 {4 RVAT
PO E FH R  HoA 6 (4[] (28%) ~ 14 AN [EE (67%) Fe 1 A ZE & (5%) -
RIEEIE RERR BT ~ OMC 6k ~ slBmstataht ~ N —EdER

% (accelerated approval)

(=) B

1. TEERSRAHREEHE - BARDAHRE R A A AR 2 o S 8 o 3 B S R 2 o
(Advanced therapy Medicinal Products ; ATMP) -

2. FFEREA - ATPM FZE PR ERA7 S BIOM 2E 5 E B /5 (European Medicine
Agency ; EMA) » EMA [ 7 &5 ATMP MHERIERRIYFIES - TRERL
S HL &9 522 & 2 (Commiittee for Advanced Therapies ; CAT) » 2L
BEREE an SRV AH A R S R I 2 iy HEE(MAA) - 5551
National CA RIl& FEEIREEEIIZ A - H EMA ~ CAT & national CA 15
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ST 271 o Horp 253 (R ESER O A > B ASERIGHER TiEEfn
5% HIORMREHE I 55 = R BRI - e INE R E
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4. LoBZE 2017 4E 5 o BURESAOE 9 R SR M - B 3 (NG
FEEEaD 2 (AR E R A f 4 [EAHER TRE oD > EEASEA0 T ¢

E Hi PAK: 24 H B fHiEE

Chondrocelect tHER T AR 2009.10.05 MA withdraw
July 2016

Glybera R G 2012.10.25 MA will stop Oct
2017

MACI 4HER T AR 2013.06.27 MA suspended
Sep 2014

Provenge AR e 2013.09.06 MA withdraw
May 2015

Holoclar tHER T AR 2015.02.17

Imlygic FRERE 2015.12.16

Strimvelis R G 2016.05.26

Zalmoxis R e 2016.08.18

Chondroshere tHER T AR 2016.05. Comm decision
pending

5. HRECEEMRFEIRE LTS S ATMP () GMP 323K ~ BEPRs RS
TR~ Fll e BB e A Ko FH 4 m] e 1 S i R B T e
(=) B
1. N B AR % Therapeutic Goods Administration(TGA)EEE -
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(3)Class 4 : AFaimy/NEFHEE SN/ SHSAE R (a0 - BH
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Al Australian Health Practitioner Regulation Agency and
state and federal Medical Boards EH :

(DIEBEAERIGEE MBI

(2) Ry — I fE T B

(3) HHIEIEE A= AE A [El A T B — AR P

. AU > HATA Class 2 f Class 3 B Bl (HEFRA Class 4 Ef

Erfe
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1. AAEHEARENEE E3A 2 15 43552 The Act on the Safety of
Regenerative Medicine(f&f# Safety Act)#1The Act on
Pharmaceuticals and Medical Devices (f&f@E PMD Act ) > EH.tfr Safety Act
A P A - S S BRI B ER AT SE & PMD Act HY/E BH il £ 5
Pt iR an bRV EDD o

2. Safety Act FEH/EA A (MALW) B - G (RI5 A4 B 2R iy B 7 &)
AT REHE - iy
(DfEEFgE(class 11T) * H "SREREBEEZEY ) &% -
(2)FEfg(class 1) : 1 "FEEREHAERERZEY ) FX -
G)y=Efg(class 1) * B "RIEREREREZESY | kT EERES

BE , FX -

3. PMD Act FZHEAE K PMDA BB - HEEAREELNERS T
IR B (R e/ MERAE ) BOE N EE 4R » ECAR (s AT s (1) " B -
ARSIV N\ BSHI TR EAEtE o 2 "B REETHI A SRR 1 0 (QERNE

4. BEHAEIE » AR 4 (EHEARERE L E > A0FE
Fr5k JEE il B %A=
1 | Autologous Culture |1. BiEESZE 2007/10/29
Epidermis JACE 2. BEERIERMEZA

Bt Z B

2 | Autologous Culture | BMEMECEGIERTEECE | 2012/07/27
Cartilage JACC b

3 | Autologous Skeletal | RIBEMMCMEHRER M E: | 2015/09/18
Myoblase Hartsheet | B =V

4 | Allogeneic MSC [FIfESEAG S M ErAHARfS T | 2015/09/18
TEMCELL HS Inj. &SR £

(=M GVHD)
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5. RhARRB ST - HARABEREMA T 3 e E v HEghis

e

(){BJe3EEMA] - 754 Orphan Designation HGHBEILEE » 3¢
{ti Orphan Designation FFFEH B AB(EHADH S EAN) ~ B&F
TR A REME EINER - B AL LRy 4 (84 B2 & fn
TACE B B8R E RS R MR R AR ERE 2 (5 1 %8 e 52 TEMCELL HS
Inj . & m9E Orphan Designation °

()[R E R AL AR © LR ST B AR BB A A AT © fE )2
SRR ATEEE ~ A S R 2 e I R T - BT B
A F] 3 FHUSHR G - (2R T FEN SRR 22 2
sooibs o BERTEHN S A AT DAEAE BT o TRIERTRR T BAEZHFR A
AR B EE A RS SR A EE - sk - FEREhsE Bt i
Bl > DARECRIE BV ZE4 - HAZAE ETiRy 4 (8 A B 22 b
Hartsheet (H@5 (R " IREGA IRIFZIZAE | HERIR AN P A= B 52
FEf > PREFIZCAERS TRy 5 4F

(3)SAKIGAKE Designation il : REARIH ARBZUAM/ 44 ( rolling
submission)AYIEE: - AlEER S EiTATEEIFRH - fFFa ik
fFfEA 38 - 3 hRlE(a) BREE LR ¢ (b) ERsilmd FHEs e H A
1A BT (o) AR EER PR B P R PR s S - THHA By
SR o PERRRIE 2K 3 TR IR > 70 Bl (a) (B Jeataf e (AR el 2
E A %Ekams 1 EH) 5 (b)ss bE AT (A HEERTEEER) © (c)
(B (A 12 (8 A 4rkEak 6 ([EH) -

(7)) ¥
1. FEEEY)RORIE o RS AL YRR (Flan s ~ AR B s i) -

EE4H DNA 254 ~ 4AR e LR R G A L « H R AlfR G S E

Fooe | FEmPRAYE - (LB SCEYIRIE - PIUIRSIMNTERY B AG AN -

FAGANHR Y SN | > DAZEEE A (Pharmaceutical Affairs Acty/EEE - {HES
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AR BRI

T8/ NEERY B i s Al a R - RIERE RN

(Medical Practice) * DABSFERAR #5574 (Medical Service Act/EHHE » 4113

BURIR(E G | FfERS | RERR
dAe | mIMEE | BRI | BRI
5 A (Medical Service Act)
BRI | IR aRRE
Ah (Pharmaceutical Affairs Act)
A/ NMERAE

. EREH AR GRR L E S T R B N R E Y

'H ﬂz r Z«(

el B S PRI R

. PR H AT EAZ A S 2 AR R AL Y

Bz HH 2001 A% A4S

{El#MAE G % 2 i (Chond ron ) PAZK > 22534704k 14 (BEUHA G HRE b0 (B
4 MEERAIRE D ~ 2 (E R e L & 8 (ERGAIR et A in ) K 1 (AR
VBRI AL > FEnmE AT

(1) Ep4AtE o
Frik FE fm AR AR i ESE ZAEH A
1 |Neuronata R | MSC(auto./bone | FLZEHEMEMIZE | 2014/7/30
injection |marrow-derived) | HE{L(SEFEHLIE)
2 | Cupistem MSC(auto./fat-d | SeZERUHAYAL | 2012/1/18
erived) FIEEE
3 |Cartistem |MSC(auto./cord |BAbE¢E#EA] |2012/1/18
blood-derived) | MEERBHERR
F R R BRI B
fE18
4 |Hearticell |MSC(auto./bone | LHUFEZERE | 2011/7/1
gram-AMI marrow-derived) | HYZE O ESFIM
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(2) RIEHRL

Frik JEE AR A THNEE %A H
1 | Imunecell- |Activated iR 2007/8/6
LC T-1ymphocyte
2 | CreaVax RCC | Dendritic RSB 2013/12/26
cell(auto.) (Y345 H)
(3) BG4 AP i
Fr FE fim AR AR HNEE %A H A
5k
1 |KeraHeal-Allo |Keratinocyte(a | Z_fEWEE | 2015/10/16
uto./skin-deri | (FZEHELE)
ved)
2 | Cure-skin Fibroblast(aut | &EFIEEME | 2011/10/5
0.) AL LRTR
3 | Queencel(min. | MM -- 2010/3/26
manipulation) | adipocyte(auto
./adipose
tissue derived)
4 | RMS ossron Osteocyte(auto | mEREZERE | 2009/8/26
) ([EHEE )
5 | KeraHeal Keratinocyte(h |JBEZE &% | 2006/5/3
uman)
6 |Kaloderm Keratinocyte(h | e A 2005/3/21
uman) P~ HELRIAE 2 | 2010/10/24
B
7 | Holoderm Keratinocyte(a | SEEZE G | 2002/12/10

uto.)
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Injection | chondrocyte(3) | grade 3 knee
+TGF-beta 1 osteoarthritis
transduced patients who have
allogenic failed to respond
chondrocyte(l) | to conservative

treatment for more

than 3 months

8 | Chondron Chondrocyte(au | BEHER#ECE®E | 2001/1/30
to.) R ~ B | 2008/7/24
ER)
(4) BB
FF|  FEnn AR AR HESE AL HH
i
1 | Invossa-K | Allogenic Treatment of KL 2017/07/12

4. frvRE - iR ] DUE

WA 2 EE

LA -

(D) AR © $HE R A an BB B nT B - #8ER MEDS [F)7 &L
PR M R SRET R (HAVE IR RS A 150 bR ) HHER A k(1%

A M BT IR BRI T ERRE I S = S PR KR e
> LIEIRAZEAE L 2 -
I Ryt e AR -

(Risk Management Plan ; RMP)

(2)Majungmul (Priming water) Project -

R EARE / FL R Bt e rn T S5 i

AR AT REE B HY

[T ©

AR YRS
AT 8 B AR IR AT PR B

HEtE

HHIFE

g3 Ry 3 g

A-I—rAA
DEIIZI

()W 7 > HEEERNEHRR | BRVEM = ANy
srodd » (b)BIFEERI] > MEDS i #1554 2 rndH piGessn B B e fE R 2 1
st o (C)¥TFY IND K2 NDA HHGE > SRUE AR ISR (1 5 2 ) -
(73) ke
. AERZPEEE - U E R E e

g National Pharmaceutical Regulatory
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Agency (FEf% NPRA )& -

- EPH R R R AR - ARG o R i, -

(1)Class T(E&EE) © FERRE N 4 (E TR -

A. By INEE(RIE(L - B8 TER BOE (BT

B. IR

C. RELEEEERFR AP E & =0 i

D. WA MIEMN » BETZEREN B SHH 2 G E A
(2)Class II(/=fEbR) @ B Class T3

. J& Class T VARG » eI ER T E B I EH - MFERFEE

ih EEFE] > HEREMERFS Good Tissue Practice(GTP) » HJEEHH#E

{TEED LA -

. J& Class 11 WYHIRDGERE - Figiksc Ba RIS E RIS (QNC) ~ BEIR

AIE R R E R R S E an EriET ] » BRI E LS - HHEUE
RAERE R SUERIE E R & OMP K5 - fE B2 E AT a4 NPRA A AL
HH#5 NPRA Y GMP 5&EH -

. AERS ARV - AHRAED TR dn e R B R mn Y e PR B 25 5 5 A er

Ry 45 (ETAEK -
B

TN AR 4H 45 2 A Ay Human cell and tissue based therapeutic

products (fF§ CTT Ekh) » LASEYAME(TERE -

. CTT Z &l Ry a2l ~ TRt el N Z A\ JHHY 5 Be s Aa il

CHhOBERE CTT (s o7 A (EEbs CTT Edh Al s Efs CTT &b o &

CTT Eanfris MBI Z —#& ¢

(1) R/ MEE

(2)FEELREH

(3) BLHLAEE A s B0 (B0 45 kn ~ AP BIR SRR 55 )
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4. fEJEE CTT ZEnn < Be PR A SE i HAS #2046 - B3 IRB AZAEIR L]
BT o e RS R S I ZEAS HAS R IRBAZ AR » A AT -

5. ®rhnsz CTT Eandba S ac b g8 an B - HIEER S acaAtiediix
PFRTEE > ek S AU TGA ~ BREE EMA ~ JIEK HC S35 6 FDA

fE > ATREREAE R - EMR G ZORA RAEEH - Fba ST

TE A2 AR B s B BB -

=~ TEEANEER
&4/ E] Dr. Katherine Tsokas feH » FHE(E#E 2 ELEEE Advanced
therapeutics @ RS BIEHUAHEZ HAMNY: > BN HE (EEZAERE) -

VU ~ S55HTI057 HSA Cell Therapy Facilit (2017 427 A 17 HF4F) -

(—) iz HSA Cell Therapy Facility » #2757~ 2006 4 - DIAHAEERFE B ait
K 0 Y 2012 FEyERE Ry A EEAHRE AR TG « s HAr 4L 10 BT -

() HSA4UR &% T H Aii Ay 5 27525 (Gleneagles Hospital - KK Women’s and
Children’s Hospital ~ Mount Elizabeth Hospital - Raffles Hospital ~ Singapore
Genetal Hospital)#:7T Buffy coat preparation ~ CD 34+ Positive selection ~
AR B STEE - Ex-vivo expansion ~ Plasma depletion ~ Red cell
depletion ~ T reg isolation Z4MAEIEEIRTS -

(=) HSA HiaR TR 20 KRG o i - U EFaEEs - fiF
= UG E (WA R e - B -~ KR ~ IORFS ~ BEIERE) S
SCPREEFETTEGE ~ fEFE= - QC Hig=EF -

(P4) HSA 4if &% T2 1E Private Hospitals and Medical Clinics Act T~ »
Ministry of Health &Fa]z% 17> H A% PICS GMP 7K1 & JACIE(The

Joint Accreditation Committee-ISCT & EBMT)zE:8 -

I~ EEHE
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R Ell= SRR REE
(—) B BRE AV E B RS & DUE T A 13/52 26/52 9/52
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(=) HRIHEEIERIE e DA M Re s e B 4/52 15/52 7152
S L AR T
(M) ARG E S 33/52 4152 4/52
(F) B AV SEREAT 3 R E TR « R B R REEETT -
(LS BRISNERETEEAR - FHEE -
7N~ /NGHET R
WHETEEE 3 K > FHREEN ZEHRE BT oy 4 R > WEE B R A S5 4H

BAER 5 —iatim - A2 BB AREE R - MpEE AR - Mg s &
FORT s e bee s N 855 © B50H H A PMDA 3% ~ #&[50 MFDS {UR st 57

HRE - ol L8 A H SmaSm A T

QL+ — (i r ¥ B E e e B BRI HAS Ry {2
Al @ ReHEEwE > AL &ERA 3 > ohlE(DIREREMNE © (2)ATHBERK A
aEFRIVEUS (BIRTATME) 5 (3) BURIEMARRE LASCir e T B E A -

Q2 : sEbHERH SR A S E—E H AT E TSR 2
A2 T REHETERR - R Z&EEA 4 18 SRR (DS 1 ¥ e m i

(2)EEPREABRE H A0 5 (3)OMP LREE H I © (4) A PFATsEsm S H i -
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£ BEERAFTEER

FNR AT BRSSO SR 2 anUEAS - B2 Cell, tissue and gene therapy
products regulatory framework(f&f CTGTP regulatory framework) - s%ZRfE
T Bk E B~ RE bR S B R A RS - HSA THEHE D PEES »
T EFEHRAFIFRA(R AT B8 1% - 7Y 2019 FRIE=E T - 2L HSA 7% 106 4
7 H 19 H M FBEEGER RSBE BETRHFTER - PP RRAES Y CTGTP

regulatory framework 454 FHEIEEE R,

B~ OSSR

—  RERH S O AT (IS « RS - S TR IE
IR - EEE - B N - R - 88E - B AT - B EE A
5 S T B G R A R B SR A
B & B B S B LA SR S - R RS - SRR
STHARRAS G L BB, « SR 2014 LERR TP A 550 /INAEL R AT B
S e R R B S (B At ~ 2015 2R A B A i 5
TR R R IR ATARE S S S E R NS T
Fhn s T AR R AR S B A (S5 0 LATR S T A s
b -

— - AR B R A [ T R S T B A A B
RIS > SR (LTREA RIS o DB BUA R B » SIBAT
() EE O A A AR L o AP s S R

FO S S 2 T S R e R A BT
75 TRUAT SE5EHEH |~ EIAA T IRIEA I 200 | B T SAKIGAKE.
)~ SEE TR | B TMajungmul (Priming water) Project
Mt o SRV T S ST > IR S S R e R
et -

() BTN R PR R P W B a2 o H T R R RS PE B - moRA
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J\p o gl BELEOR - A ROFZAES ) W HEEAF R A e iz
FHELUE - SR A 25 BB RS E TR AR
B 58 R B B B IR e i L T MR
« BRE H AT 2R A DA E L LT R IIER (2 14 HER) » HER
IS RS BT AR - N S IEMBE AR E - B ERFREEE
F S BURF A B B AL PEBh T B S e ey 2 (E 5
AT G LR AL SRV ATE LE R G AVE TR A A - ESER
{FifErss - BlangrsRan 1 38 > GfREEmETTE SRR ta g2 85T
HE > LA E TR A T . S8 PR UETIEHRE > TSR
BT e R SRS ARG ) ek TP & gl s o o MR B o
AE AR B —EETR - A ERGE > BIFEAHSEE » N AT E
R BLER 5 7 PHEE -
LA E M R HEREE S R R A B R IV B R Y
B 7 S e 2 B AR & - DIEAR BPRARES - iR B A
AEHEITE - & AN SRR SV BT —GmE > LleEaE
BB S5 7R P o S SRR
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h~ FERA

e ~ e

F1X (7H 17 H) Workshop Programme

B[ ES B2
08:30am Registration
09:00am Welcome Dr. Yeowon Sohn(via video
recording)
Director,
AHC
09:10am Opening remarks A/Prof John Lim
Executive Director,
CoRE
09:20am Overview of workshop Adj Asst Prof Srinivasan
e Introduction APEC RHSC CoE Kellathur
Pilot Head,
eProgress from 2016 Advanced Therapy Producy
Unit HSA, Singapore
Session 1-Understanding the Current Landscape
09:30am Pitfalls and upcoming challenges | Dr. Katherine Tsokas
in development and regulation of | Regulatory Head of

21



Advanced Therapies-An Industry
perspective

Regenerative Medicine &
Development, LLC

09:50am

Q& A

Session 2-Regul

atory frameworks for Advanced Therapies

10:00am

Updates on the US FDA and EMA
framework

Dr. Wilson Bryan(via
remote presentation)
Director,

Office of Tissue and
Advanced Therapies
US FDA

Dr. Ilona Reischl
Vice-Chair,
Committee for Advanced

Therapies
EMA
10:45am Understanding the Australia’ s |Dr. Tony Manderson(via
TGA framework for regulating remote presentation)
advanced therapies Principal Advisor,
Biological Science,
Scientific Evaluation
Branch TGA, Australia
11:30am Understanding the basis of Dr. Masaki Kasai
frameworks and processes in Asia | Principal Reviewer,
for Advanced Therapies PMDA, Japan
eUpdate from Japan PMDA
eUpdate from Korea MFDS Dr. Jeewon Joung
Director,
Cell and Gene Therapy
Products Division
MEDS, Korea
12:30pm Lunch and photo session
01:30pm Understanding the basis of Dr. Azizah Ab Ghani

frameworks and processes in Asia
for Advanced Therapies(cint’ d)
eMalaysia NPRA
eSingapore HSA

Senior
PrincipalAssistant
Director, Head of
Biologics Section NPRA,
Malaysia
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Dr. Ong Lee Lee

Senior Regulatory
Specialist, Advanced
Therapy Product Unit HSA,
Singapore

02:30pm Case Discussion
e(Grey areas for classifying
advanced therapies
03:30pm Break
03:45pm Site Visit-HSA Cell Therapy
Facility
06:00pm End

2K (07 H 17 H) Workshop Programme
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Session 2-Regulatory frameworks for Advanced Therapies(cont’ d)

09:00am

Case Discussion(cont’ d)
e (Grey areas for classifying
advanced therapies

Session 3-Product Development-Clinical trials for advanced therapies

10:00am Overview of the development of |Dr. Lucas Chan
advanced therapies Director,
e Current scope of research GMP Manufacture and
e Bridging research to market Development Stem Med Pte
approval and patients Ltd, Singapore
10:30am Trials for advanced therapies Dr. Ilona Reischl
e Typical characteristics of Vice-Chair,
trials Committee for Advanced
Therapies
EMA
11:00am Cell Master File-A novel concept | Dr. Antonio Lee
CEO & Managing Director,
Medipost America Inc
11:30am Case discussion
12:30pm Lunch

Session 4-Considerations in Manufacturing-GMP and quality control for
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Advanced Therapies

1:30pm GMP Requirements for Advanced Dr. Marieta Chan
Therapies Laboratory Director,
e Manufacturer s perspective Blood Service Group
e Regulator’ s perspective HSA, Singapore
Mr. Goh Choon Wee
Regulatory Consultant,
Senior GMP Inspector,
Audit &Licensing Division
HSA, Singapore
03:00pm Case discussion Mr. Goh Choon Wee
Regulatory Consultant,
Senior GMP Inspector,
Audit & Licensing Division
HSA, Singapore
03:30pm Break
04:00pm USP Standards for Cell and Tissue | Dr. Fouad Atouf
Therapies Vice President,
eAddressing reagents not graded | Global Biologics-Science
for GMP & Standards USP
eValidation analytical
methods(aiding in review of
non-compendial methods)
04:45pm Q&A
05:00 End

FE 3R EF (07 A 19 H) Workshop Programme

R ]

RE

Galial

Session 5-Impacting healthcare through optimal regulation

09:00am

Group Discussion

e Potential challenges and
opportunities for implementing
regulatory processes for
advanced therapies

e Measures and indicators of
progress
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10:00am Ethical considerations in Asst Prof Tamra Lysaght
advanced therapies Centre for Biological
Ethics, Yong Loo Lin
School of Medicine,

NUS

10:30am From research to market-An Dr. Gayatri Sharma
entrepreneur sperspective on Exexcutive Director,
impacting healthcare Yuk1 Bioscience Pte Ltd
Entrepreneur in
Residence, Duke-NUS

11:00am Stakeholders’ A/Prof Toh Han Chong
Perspective-Practitioners Senior Consultant,
Deputy Director,
National Cancer Centre,
Singapore

11:30 Panel Discussion

12:30pm Workshop Conclusion and End

B|IRTS (07 H 19 H) Regulators’ Focus Group(by invitation only)

RF ] N
01:30pm Workshop debrief and feedback
02:00pm Summary of Group Discussion-Challenges and Opportunities
02:15pm Propasal for a framework-HSA" s Cell, Tissue and Gene Therapeutic

Products Framework

02:30pm Discussion
Review of proposed framework

04 :00pm End
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