B (B - BAE )

SNEE25/EPIC/SIMAR ~ 4H& ~ 4
&E#%i?%ﬁﬂ%i%@ R

ARTETRE - FAEENH B ERE

IR - R
TaREIREER
FAREXREIEER

JRELEZR © HIfE

HEEHARS : 108 4£10H7H =104 11H

WEHE - 108412 531 H

i



RS

Y| fR B2 g L FE R 1774445 ( The Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Co-operation Scheme - f&f# PIC/S ) FHZKEH £ERZE
Fr 75 GMP FEEHEEE BT » 594 52 (16 B8 49 (IR - PIC/S 4
SRECTHEBNEE LD GMP SRR A ~ FEEME —2UL - W ARHES 1Al
R T R R S it 9] (Excpert Ciircles) » HYA B ESC
ZE9 (Sub-Committee on Expert Circles - f&ff SCEC ) B & iEEHiE
ek > DURESBIREE N B GMP AR MBS S BN~ S EEE
&8 2 2 -

AR 25 JeE L ~ 4 4%~ SR R P A ey s 2 5 | e 35 ( 25" PIC/S Expert
Circle Meeting on Human Blood, Tissues, Cells & Advanced Therapies Medicinal
Products (ATMPs) ) | #» 108 &= 10 H 8 H & 10 H FEIfE N2 - A&
MRSy ~ AT R AR B A% BRaf ~ EERERE T AR B U A A R s
F T PIC/S 4HARS B MIRIRRETS 5 (81 GMP $55 IR 2 B3 THERE - MRt el
P A BRI FE B 4K > = S P AR B R B By S e B L e S e
o ©

FEHSMARE R E G R TS T BEITEMR - 4148 - 4HR A AR B
BRI 2 B PR B R B S - R ] RN AR B PR IAFAER 0 » ks 2 2 R FORR 2
R BGas B ORAFIE ~ MRS 5 AR B R IRIE A B HHIE - HRERETE
IS KB — 2 2 FE B E TN FE B - M TRIREE TR A B
PpE - 55 0 FEHE HEMERET A E B 2 S Al AR T B Bt ] R AT
Z e L E A

BEgHTE: PIC/IS ~ MUK ~ 4H&% ~ 4ft ~ P4 BBl ~ LR R

ii



= B B et bbbt r e 1
= R ettt 1
e T G, SOOI 1
T~ 5B 25 PIC/S [ ~ 4HE - diift S AR BRI E R E .2
() ZRHBEEET ittt 2

() B A B et e 2

(Z) BRI s 3

Z BN EEEEE . 7
— IR ~ 4HES ~ AR R AR BRI AR B E T T R .. 7
(—) IR ~ 4HE ~ AR R A B R B T S o Bl AR T 7
() MUEAERAFES | A TEL R I e 7

(=) PIC/SGMP 55 [MfHI 2 ZAZETELTE T v 8

T~ IR - AHEE - 4HRE S AR BRI AT 8
(—) ATMPs 2 SMF R EEL ..o 8

(Z) ATMPs 2B SE B HIEEIR e 8

(=) BRC B ZERERRIE N s 9

(M) MIEEL ATMPS Z 455 TERER oo 9

(7)) EFEEEIREE oo 9

(7N) IR MR SR A o Z BERERR R v 10

(£) WHO REEMEHmmE - ZRBEB TR . 10

v WORKSHOP B R E T Hi covvve e ettt st st see e see s 11
(—)  AHERELILHAERRE 2 B SE BRI oo 11

() ATMPs BLERE 7 82F FEEEERZ oo, 11

(=) MRS E R Z B R ERFE oo, 12

g~ R~ SRR - JHRE S A R B S B E EEE S s 12
(—) JTREEEEEDE BB s 12

() ¥Hrhnd Tessa NG 2R E M T AHREHEIMT oo, 13

(=) 7EE Werum A F] 2 BHSA LG oo, 13

(F9)  CAR-T EIEHELAIE R Bl e, 14

(f)  ZEE] CSL MRBIE]Z BUETME oo 14

iii



(73)  ATMPs R BB AH B (F SR AT Z R 14

(£)  REEEeER AR Z B, 15

o~ MR - SHE - AR A B R 2 BT 15
(—)  HE MHRA 2 ATMPS B RZAEBSE ST e 15

(=) 5B FDA 2 ATMPS ERZALER T T oo 16

B DBERER e, 17

v



= HHY
RELaE ILFEE 74404, ( The Pharmaceutical Inspection Convention and

Pharmaceutical Inspection Co-operation Scheme - f&f& PIC/S) 17y 1995 4 » (y
RERERE B 2 B 8E 5 GMP FEERERTERRFT4HRC - BA 52 (Eg & 778 49
B¥%¢ o PIC/S 4H4%E 1A HEBhEE S GMP SEFEERR P& A ~ FE& S —3UL -
N R4 S [H AT 5 AR [F) E R B S a7 B 5¢ i (Expert Circles) >
B EHE PIC/S GMP Guide MIEEFTERE XM HiNAHEKXBEREZEY

( Sub-Committee on Expert Circles - & SCEC ) BH{E BB 7 JHEhElE i e
DU BIRE & N & GMP JENU# I BB 82 b e B 2 B RS B E 4

PN
CHIL °

AR 25 JeE L ~ 4 4%~ SR R P A ey s 2 5 | e 35 ( 25" PIC/S Expert
Circle Meeting on Human Blood, Tissues, Cells & Advanced Therapies Medicinal
Products (ATMPs) ) | j* 108 4F 10 H 8 H%E 10 HAiEENfE M2 » e ¥
Ky TAMRIRE A AR - 44K - 4HAE P4 BEHREUA (How to conduct inspections of
Human, Blood, Tissues, Cells and ATMPs) | » NSRS ~ MFETAEY R
AHREEARH AR < BRa - i B RGBT A A B R BRI A B sl » [E]Hes SE 8T PIC/S 4HARST
HRIERETES 51 GMP f55[IYAI 2 ZEETHRE - IAh - & LN BEEIEEANE D
IR G B P A BB RS B 4B - I AR S . B BB i P AR B
BRI 2wy SRR B TR S R AR -

FEHSMARBEREGH - IR 7SS BEIEIIR - 4H8 - 40 R A4 B
BB 2 B R R B R B S - TR ] BIRG EAR B PRIAFRER 0 - ks 2 2 P FORs 2
B BGas B ORAFIE ~ MRS 5 AR B R BIRIE A B EHIE - HRERETE
GBI B EIE— £ 2 FE B E TN TE T 5 - MERIREDE FR A i B
R - 55 0 #EE EREENTAE 2 el 0 INERIEE N B H R E i
YA ENIGARR 2 BRI - M B AR B B ROMI - RRE MR B B
RAF 2 i L =R % -

\|

=~ B
— TR
HYE A S 4827 1084E 10 A 7 H AR R TR FE T2 S P ICIS 5525
JEEL TR ~ 418 ~ AT, P4 B U B.5% Bl 3 ( 257 PIC/S Expert Circle
Meeting on Human Blood, Tissues, Cells & Advanced Therapies Medicinal

1



Products (ATMPs)) » FR[E4FE10 1L HARIRELRT - A2 B TAR&C S0

= -
HEA 72
1084E10H7H (—) B (G I B EHENIZE)
108410 H8H 2 10H (—-~PU) | Expert Circle on BTC & ATMPs& %
1084F10H11H () BRE(EfErEnE £ 54b)

"~ 55 25 J@ PIC/S MR ~ 4H&R ~ 4R S P AR B U S o Pal e o

(—) HAHREAL

PIC/S4H%%: ~ B57 fE 2k Zz & ( Sub-Committee on Expert Circles » fi

TESCEC ) B A5(a 552 Bl J 3l TIF/ N » A& R HSCECHTE &

Z IR ~ 4HE ~ 4HAR S P A BB S R el £ 4 AR EEA B ENEE U7

@i L FE B 17 National Agency for Drug and Food Control ( f&5f#

NADFC) - gyt BEr i HENZE -

(=) Blg A5

HEFLI1054 5K H22EPIC/SE B (DI A TE ) ZGMP fE& A
B8 FRICEILISL - siMAYE B ERERT IS - HIE ~ R2kigas ~ H
A R~ HARREEETAIRESI (APHE R TR - 285
FEAE6044 0 ARG o B IR ER344 - HARIR1IAA - HERMEEZTIk2%4 ) -

\

Cﬁp}czs J'/
BADAN POM

T™H
25 PIC/S €xpert Circle Meeting On Human Blood, Tissues, Cells and ATMPs

Jakarta - Indonesia

I | 8 - 10 October 2019



http://www.pom.go.id/

(Z) g
SR AR T - ST A P IC/S & FEIAKER S & 2
TEHEREEATMPS GMPIE A B » LU A 505 3 REUSR i R -

Tuesday, 8" October 2019
08:30-09:30 | Registration
SESSION A: OPENING SESSION
Welcome Address by Chairman of the ) .
_ Marisa Delbo (AIFA,
09:30-09:40 | PIC/S EC on Human Blood Tissue, aly)
a
Cells & ATMPs Y
_ Badan POM
09:40-09:50 | Opening Speech by Badan POM )
Chairman of BPOM
09:50-10:00 | Photo session
SESSION B: REGULATORY SESSION
Update of the Mandate of the Expert )
) ) Marisa Delbo (AIFA,
10:00-10:20 | Circle on Human Blood, Tissues, Cells faly)
a
and ATMPs Y
Update/progress on the revision of the | Christian Schaerer
10:20-10:40 | PIC/S guidance documents on blood (Swissmedic,
establishments Switzerland)
Update on revision of Annex 2 to the
PIC/S GMP Guide — PIC/S perspective o
S Francesso Cicirello
10:40-11:10 | on harmonization: is there a pathway ]
_ ) (TGA, Australia)
beyond differences in code of GMP and
legislation?
11:10-11:20 | Questions and Discussion
11:20-11:40 | Coffee break
_ _ Anna Ryszczuk (GIF,
11:40-12:25 | Site Master File for ATMPs
Poland)
Characterization and quality control of | Maria Cristina Galli
12:25-13:00 ) _ )
ATMPs (Istituto Superiore di




Sanita, Italy)

13:00-14:00 | Lunch Break
Dariusz Sladowski
(Committee for
Advanced Therapies
14:00-14:45 | ATMPs gene therapy in EU European Medicines
Agency, Medical
University of Warsaw
Poland)
Christian Schaerer
14:45-15:15 | Exceptional release blood vs. ATMPs (Swissmedic,
Switzerland)
Voluntary Non-Remunerated Blood Guy Rautmann
15:15-15:45 ]
Donation (VNRBD) (EDQM)
15:45-16:00 | Questions and Discussion
16:00-16:20 | Coffee Break
o ) Sally Lam (Blood
Blood Supply Regulation involving _
16:20-16:50 Services Group, HSA,
Bloods and Blood Components )
Singapore)
WHO Action Framework to Advance
Universal Access to Quality and Safe
Yuyun Soedarmono
16:50-17:30 | Blood and Blood Components for
) ) (WHO Geneva)
Transfusion and Plasma Derived
Medicinal Products
17:30-17:50 | Questions and Discussion
Welcome Dinner (Badan POM
19:00-21:00

invitation)

Wednesday, 9" October 2019

SESSION C: Workshops (rotating)

Group I~111

08:30-10:30

a) Tissue and cells as starting materials

Kip Hanks (USFDA)




for ATMPs: the interface between the

different legislation (case studies)

10:30-11:00 Coffee Break
Francesco Cicirello
) . ) _ (TGA, Australia) and
b)Video Facility: mock-up inspection o )
11:00-13:00 ) L Maria Cristina Galli
and noting deficiencies in ATMPs ) _ )
(Istituto Superiore di
Sanita, Italy)
13:00-14:00 | Lunch
Christian Schaerer
(Swissmedic,
c)Common deficiencies in inspection Switzerland) and
14:00-16:00 ) _
on blood establishments (case studies) | Sally Lam (Blood
Services Group, HAS,
Singapore)
16:00-16:30 | Questions and Discussion
Dinner Reception (Badan POM
18:00-21:00

invitation)

Thursday, 10" October 2019

SESSION D: INDUSTRY / ACADEMIA SESSION

Viral vectors manufacturing:

Shirley M. Bartido

08:30-09:15 | Chemistry, Manufacturing, Control and _
) ] (Cellectis)
regulatory aspects in the field
_ ) John Ng (Tessa
Allogeneic programme in Tessa )
09:15-10:00 ) Therapeutic,
Therapeutic _
Singapore)
Critical points of IT solutions for Nikolaus Utomo
10:00-10:30 .
ATMPs (Werum, Indonesia)
10:30-10:45 | Coffee Break
Manufacturing and quality challenges Gerry McKiernan
10:45-11:15

with clinical cell supply from health

(Cell Therapies Pty




care sites providing starting material for
commercial CAR-T products and
CAR-T trials.

Are health care quality systems
sufficient to support commercial GMP

compliant products?

Ltd, Australia)

Process control innovations and process

Anthony Smith (CSL

11:15-11:45 o _ _
migration challenges in Blood Products | Behring)
_ ) Kim Champion
Challenges in moving ATMP products o
11:45-12:15 | . o (University of
into clinic
College Lodon, UK)
Farzin Farzaneh
12:15-12:45 | Vector manufacturing (Kings College
Lodon, UK)
12:45-13:00 | Questions and Discussion
] ] Dr. Ir. Penny K.
Speech from Chairperson of Indonesia )
13:00-13:10 Lukito, MCP
FDA )
(Indonesia FDA)
13:10-14:30 | Lunch Break

SESSION E: INSPECTIONS EXPERIENCE / REGULATORY

SESSION

Regulatory challenges in inspections for

Richard Parker

14:30-15:00 | blood, blood products and ATMPs: a
_ (MHRA, UK)
UK perspective
ATMPs Inspections: USFDA )
15:00-15:30 _ Kip Hanks (USFDA)
Perspective
15:30-15:50 | Questions and Discussion
15:50-16:05 | Coffee Break

SESSION F: SUMMARIZING / REGULATORY SESSION

16:05-16:25

Summarizing of workshops

Workshop facilitators

16:25-16:45

Plenary discussion followed by closing
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