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%+i* 1 -~ APEC LSIF Training Program on Global Medical Product Integrity and
Supply Chain Security Agenda

it i* 2 ~ APEC RHSC Meeting Agenda

i+ 3 ~ Good Review Practices and Good Submission Practices Roadmap

i+ 4 ~ Good Review Practices/Good Submissions Practices CoE Update: Chinese
Taipei

i+ i+ 5 - Proposal for a CoE Pilot Program: Chinese Taipei
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2120 0p dt A LSIF Training Program on Global Medical Product Integrity
and Supply Chain Security

¢ 3% B Westin Lima Hotel & Convention Center

A7 ¢ San Isidro Atton Hotel

2% 21p dt A LSIF Training Program on Global Medical Product Integrity
and Supply Chain Security

¢ 3% B Westin Lima Hotel & Convention Center

A7 ¢ San Isidro Atton Hotel

2" 22 p dt (1) LSIF Training Program on Global Medical Product
Integrity and Supply Chain Security and (2) LSIF - RHSC Life
Sciences and Innovation Forum Regulatory Harmonization
Steering Committee Pre- Meeting

¢ 3% 2L Westin Lima Hotel & Convention Center

A7 ¢ San Isidro Atton Hotel

2" 23p 21 /& (1) LSIF Training Program on Global Medical Product
Integrity and Supply Chain Security and (2) LSIF - RHSC Life
Sciences and Innovation Forum Regulatory Harmonization
Steering Committee Meeting

€ &3 B Westin Lima Hotel & Convention Center

A7 ¢ San Isidro Atton Hotel

2% 24 p 4t (1) LSIF Training Program on Global Medical Product
Integrity and Supply Chain Security and (2) LSIF - RHSC Life
Sciences and Innovation Forum Regulatory Harmonization
Steering Committee Meeting

€ &3 B Westin Lima Hotel & Convention Center

A7 @ San Isidro Atton Hotel

2% 25 p 41 LSIF - RHSC Life Sciences and Innovation Forum
Regulatory Harmonization Steering Committee Meeting
€ &3 B Westin Lima Hotel & Convention Center
A7 @ San Isidro Atton Hotel

2% 26 F dt & LSIF Planning Group Meeting
€ &3 B Westin Lima Hotel & Convention Center
A7 @ San Isidro Atton Hotel
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- ~ LSIF - Training Program on Global Medical Product Integrity and Supply
Chain Security (2/20-2/24) » & A2 4%t i+ 1 o

i
2
K

LER A AFYFE I RS R R4 2 APEC T 4 44
?ﬁ%%ﬁ@&ﬂémuﬁtﬁﬁ§$53i?$ufﬁéﬁﬁ$ilﬁ¢£’
p enE g B ¥ 2= > T Global Road Map for Medical Product Quality and Supply

Chain Integrity ;o &A=k § 3R b ZEHT & 2 WA {7 ¢
g

(-) $-¢4 22 20p 2 22P)

d A1iF ]2 Fad%rd et 2P AL RERE A%/ 21
Tm 5 FE > % - [P G L2~ 17(Gap analysis) » % = Fg £~ iz 5 Gap analysis
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2. Product security

st
3
hpas)
3
ul
b=
4y
o
R
o
=
W
Ew
(=i
¥
ot
N
§
s
=
&
%
2
ik
s
&=
)
w
i
il
—%w
‘-
e

& RE R o A B R da R B W 4 *EEL > 1 iF/] ek
FHASET 22RO HFEED 2 Bk @@*i”dl?ﬂjﬁ%@@i@%\
e

Bl e hivi i p1ic] w2 Az @#&’%‘gﬂ%fé S BRI B
fFAS ked W PERFLAERL S ARRSEERHEFLENHEFEE B

Frend T & T PE FL 0 XML E A R - Ko

3. Good Manufacturing Practices
A1 iE e P FERT P GMP A B R 42 BT 2H2 43

FEIRA L 1 fu(shadow factories)z. J13R % B A% B Kt BAPB 2 %



3 »~ Roadmap 2 P 3 i #2 6 RATAPR & o MAFAR D (0] me e b A B & F
2B % GMP g o g i chfp i A M 2 K # ¥ o Toolkit p % 4e
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(1) Hig
e AFZEEA I AFELERRBRNFER  J HLF B REAFAES
AR R EA U EIR T R AR S0 0 R s
PSRRI AR ERFARL ST L LA RN AR

CHARARFFRE D ER2 4 AERE L CGMP R4 - g Jk (7

BeFEee R I TG HRIEL S

(2) st g
o &7 % (Qualification) 2 Fiz(Verification) : = §F i fud# I2 & 151 R 4 L

AR NEES PR #%mJ%%i’?u%i?%&*sz%ﬁ&%’ﬁ%
EER AR B BF T AL 28 R EAPRAH Y B AR
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(3) H i iphtiT ¥
o B EAZARE Y L(CRHRAFM P FEAS B AEAR)E T BERE
2 A& AR G ET RN AN RRELEY R YRR 2
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FRELIEY S8 F B AR ARSI Epda o

Loz LR L& 2 LREERY 76 GMP 2 #F g i 2 & £ 33
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PREFERE CRUERE L RS LR RLT EAE TG
B~ RRR ORI GARTS A g RS
o ZHTE L RAFRERFEGMP LA XS REFR & ITRFEAE S
SRR RRYEL 2 RFEFTLEO N R RS ELFE AP R
Fi - GMP & 22 Ap bl itk it R L ¢ 41 % -
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o WFA PRI 1 By Showfactory g A & L& P B R F R AGRE A
pA

-

Shadow factory idp A& & & & ¢ &b 7 i > FH AR A WHME G 4
ART i AP L GMP iR T2 4 » P AW RALT|L F ML TH2
BAE APREC RV RANLAT CBITES R A A B 8
CEZERE B TR L EIRE A i St EEIEY
B R AR PR TG A R DR
(4) $2 F M2 SR 0 B B GMP 2 08 ~ i R T ¥/
PR (R GMP gt~ 2 2 R R FRGG RE B R
E AR E G wdld B o

4. Track and Trace Systems

AL (e lez pengaE s g 5T i i (Traceability)z. 24 R4 > pav e =
A EBE o /AN A ER

QD HEP e e EFFRE RIFES LA

(Q Foirfpdd~ 2 L pipME 5 1EH G o

(3) & * F*% %% %45 (Global data standards> GDS)» i #4324 &% T A % >

?ﬁﬁ%ﬁié‘%ﬁ§ﬁﬁ?jﬁﬁggo
(4) ¥ =R A o iR k2 HHRTE GDS kA sE 2
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5. Good Distribution Practices

GDP 76 ~ % 4.¢ 3% general GDP(F # 3% 7 % PR ¢ 72) ~ Cold chain(i4 4&



o BT B2 4R R F 22) ~ Import / Export(F % ~g @) ~ Track and Trace(if Hi_
J& %) ~EU FMD Product protection(f# 1k & &~ & k7 F) % K ¢ 2 (E

H g‘%;‘g]%%) o

u
Bl

Bl e Sl &g AMEZ GDP M £ GDP 2 4 A it g
T R E 2 IR Y Fhesp i 30 p i) f_fiﬁ‘f% IR IR s s L WA S e
Bl # 46 ~ EU GMP Annex16 ~ #-F il 8 2 pRA 0 » b "6 # 72 2 F § 2Z(k
A KR) s 23k ¥ F§(GLN) B = 2 -1 48 Bl(Supply chain map) st » % € & 1

¢ oo

6. SSFFC Surveillance and Monitoring Systems

£} e (WHO)» 2012 & & = T3 7 ~ g ~ 173 § ~ B -~ Bh
%r};ﬁfé_‘%g A B4+ (Substandard ~ Spurious ~ Falsely labelled ~ Falsified and
Counterfeit » SSFFC) ;> A~ * 1 FH P e & P A g PH 2 FHRZ W E A L
BB R 2 &7 P 2 A8 4359 % 617 SSFFC 5% 12
2 fads ~ it L R dBRE Ear § H"E‘bk’g’wﬁ* | SSFFC # &~ & F % > 5 »% %
TEHEERL T F o 23 SSFFC E e E Rk sup 2013 & fad o ok F R
5 11 SSFFC # 5% teehfiin » ¥ 2 dop WHO I (71048 » 3% 4 e g R A 23p &
PR L7 AR 0w B g 5 SSFFC %;mﬁ:rmWHo At E T
FRFLEBEER RS S 250 gt 255 0 B9 3 03%E & o
WHO & £ /4 £i7#& 2] > 402016 & F 4 f35 4 ¥ %@vﬁai&ﬁﬁ S H BT P
FokhE- mp Ay R FL AL 0 PR WHO © fafs #id

=1
o

7. Single Point of Contact Systems

r1iF] 2 poeni B > B - B BRI R e % (Single Point of
Contact Network » SPOC) + £ 5 # - 44 % B]% ¥ 2 4% SSFFC ¥ # s 730 11t
Bt B B vkt RE -

JEMIE § F R R TS ik h(EDQM)E A A % BN AR - £ 42 A F

10



%;;x?@ﬁzkm)@%%%&i B 5 20 B
MpEF  THERLH 2N RREF 2420 % Fup® 5 " Herceptin |
EEJIFREHE Fefd EATE» BRABERETT L BEF)L R0
BRe G i BRHERN o FLE o RFLEC ERICZARRRE LR A S

1 i% =3 ) Toolkit » 222k & G AMEE > - B R 7% SPOC iF 5 % & iF

Froof TR BGEAMEN L ERTA O X3 8 @ gAME 2 SPOC > gAY
PAd EREE Y REE A MR FRIEFPEE e L 2
SPOC » 175 B &% B enmidf g v o 371 (0] e Byes R BGAE > 148
&g AMgE = SPOC » 2 fpiz /a2 TRt 2 F £k 3-if & 2 SPOC -

8. Good Import and Export Practices

A AE ez PR FERRA PRI B AR A R o b A R
Ryl z1iv ] e a3 RAFAL AL FFRE R s T
ST A REHER (CPP)AZA ~ 4441 58 /280 ¢
e FEARMARA S BT T R R g
AMAEIECBBEEE N CHEBE RN C AR R AT RER SRUENOES
ERE LT ERFEAAZEFRNERIEE > RAARAE I Bk A
B2 A e B A3 EER LB P RN A E T TALE AR 1
vt tetitp o AR A FRY SR o GMP B B E -

1 iv e d D pd § 5 % (Free Trade Zones » FTZS)ef® 48 > 3% 5 B

MAEF A @ ¥ 2 FTZs 2 % 7 Ak fd ~ ff IV ARR 2GR 35 5 R BA
fre F532FTEELOER BFRFZT F 3252 F 007 vy 2 F]0 4
GERBEZHREIEFENE  FEY HR L7 FDATRE (LTSN

%% (i § 15,000~20,000 ¥ & 11 xR & R o

N

AT Ak ive FEATE R Gap assessment 2 % ~ = = toolkit 2 #-p
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d 7 % % 3 » gap assessment % toolkit ¢ -

9. Clinical and Retail Pharmacy

1 AE ) e P R SRR A P FR R F 2 R LR R R E 5
R e AREE R B AR A R hE SRR B 2 A REAR - 1 T I e
> M4 22 5T P 2 4= (Framework) ™ 7 i 2 534 A 5 7 ~ $4 i APEC A
BT SEAIT R AT E R MR R R DT R SR AME 2 £ R
HHEAMLBARF  RBARLNTE LRBEVRET R ER -
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X2 RAFSDLGERTE R ES BEE T SEE@ LN

P EReid i FERRATEER L ST QB MNES(ESE G T2k
BRER S HERAEERT 2N BINASSTF PR Y REF
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GAMELLTRE L RH A AEESETTRL -

10. Detection Technology
2 AN R 1 #? 2 4] 0 EPR K 200 R R ~ 2500 FE - E
TR TRl PR R RS S AR KA (7
E5 S R RN NERY - AE LR NN RS
AN w\;#i%%jm o 5tiT 10 & T AL R SSFFC % 5 fic b o
K it R E RS TR RN EFGE L BELRFLE TR TR AR

B EFF T minilab HiE

\?\ 2!‘

e B2 =
31 B 4 3% ¥ 4g:8 400

PERESESFPHBE

% % % (Mobile Lab)z_ 2 % % i@ * > g 2006 # 4= &
BR%RE AL R RFHAQELI06 FHES 14
AR @Y Y B AR R R R

SSFFC % 5% & = i | TR R o
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te - & 7 1#3% toolkit -

(=) =34 (27 23p 3 24P)

1 %] AR % € 3k (Leaders meeting ) » 3436 2 3% i e = BE M BE IS ]
(Roadmap) 2. B4 » ¢ 5 roadmap 2 P 2 = ~ B4 > 38 (G # ~ PFARZ 4o
PEFE)REEFRF (B2 PRF ) Capatrs 2 mE ~ Aifadz gy
PERER P EZE R - 2 A ATEY AR 2FL A SN a2 R
FRPEDNES A T2 W @ FR B4 GRS HI2 F B4z e e FL
27 R R A FEEEL S FRARY FX 2o g p L0 Y
23

%}ri"‘,% TREE T A RE O B2 e R e 2 A roadmap 0 € KRR

\«:t

PAEH B 1T Ee R R p MR (X B toolkits B 1245 22017
£ 0w o L R A 2 o~ roadmap o I = = roadmap E AR {E s o] de o 3x 4e
foz BT, 2 ML T BAREMIL BT LSAME ¢ B

YR AR 23 RHSC# & APEC ‘&t * > R 3 A3 B

roadmap 2. & o

= ~ LSIF - RHSC Life Sciences and Innovation Forum Regulatory

Harmonization Steering Committee Meeting (2/22-2/25) » &k A% 4% i+ 2 -

(-)2% 22p RHSC ¢+ ¢ &

ﬂxg‘:ﬁcJ— »La),s 13 . q_/w‘?“’( HER-p A AR T PE~FE R ~ 4 £ %
BRE L R AR R 5T F2 WHO #) %4 > pini & 55
A4 » RHSC = > RHSC 2 H 7 #1333 1| e APEC 2 2R3 4% ¢ <
LR B fEn BIF28M g3k o € i2(7 RHSC 112 APEC 2 %3y 487 o
(Regulatory Training Centers of Excellence)f/ . p? » 7= %t & =t APEC SOM1 ¢ %
# A RHSC 58 T 2 BH i (TR 11 5 o
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1. CoE##® 1%

p 2012 & 4= RHSC B 43k 4 »t A Fenkd D) BEE 2 Aot aficst > @ p
2013 & RHSC 7 I 2,17 MRCT j# 41 8 f 4% & iF 5 - BREF FFE 7HF
EEI RS E ;2014 # MRCT < pilot workshop fef74est B <« 28 7 > 4
FE3 T 114 A% P (Center of Excellence) % 3% & 4p B 3 Az cniy @ 5 % 2015 &
4 RHSC » ¢ & 7 APEC 2 AL F R A% P o e (T il » B 4n 5 B4 %

2 ¢h3 #4484 (hosting institution) ie = 4p B 333

2. BRPF LAY CIFR
Bod ATER LT $d RHSC 2 AHC kit 7§ 2P kg S 27 £
Fbe FESAM AP TR 0R i £ FT Lap o

3. CoE¥&P#

B2 ARAPEFAR Y EHE G EESA S TACRBRATEEFIE 2
zm%%‘? > Tgd A 3 ATAE b it 2 (best practices) g $t 55w L ATAR B
FEHSEDIV ARG A AR FFREAF L 0%~ ICH-WHO -
IMDRF 2 %2 IPRF Ap i 1 (73R 38 » B RIELAF 1 o

4. A RIFPE A
M & 72 2R R RT E FIGE T AR B 3 APEC 5§ chikif

HOARUATE Y bR B e

5. CoE i# iTH;%

i—"éﬁi?*%%&%f#(hosting institution) e B & 25 & F THHEE IV B 2R
e OB R 2 R DGR 4 i dpiR i A e A kgL CoEN 7
PERPRIRE P FERFIRAE NS~ AR BV REE T 2

RN ) f)é,mgﬂv'? Kiﬁ Hige 4 11 E g B PR S L 3 COE 2" e 4 o
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6. COE "Mz ¥

VG E E Ao BB R AR ¢ [ B R D] A b s 3k
R Be 8 R ® - RERAL P HGHALY it} 5 1 - @ RHSC %%
T AFERPN B EFEME N F A2 S RHSC 2 PWA thp i F it A /5 &

B gt N EEp 2 v A F 3F COE “k i HikAR o

7. COE if vy 3l -3cAe s &

RHSC § FH it o p 7 "R 2 oAz B 25 m i %
# 4 (hosting institution) & {7 A2 % & » 3 &7 RHSC £ 17 Rk HiE iR 400 H e o
PR - RRHSC 27 %22 & CoE dhAzm B L B € ¥ 1dr maE ik ® RHSC
PE R AR VREH TP URES LRI R P AR Y B RS
¥ o

8. CoOE & itdp3l-p' R &2 o ¥
A 4845 (hosting institution) 77 I+ & 4% % & if smf4 KO T F A A
MR dl o A M RET P K AR PSR AR E RS A R 2R
A PR & 2 RHSC co-chairs £ I+ % 37 o 4t b o 3 PR & 2 (% & gdz/
VRGBT F s IR E(ER 2 Y B RIS HTE RAH% £ B
Fool BV E) VA AT R ERIEYSGRRY S0 E I R
FPES R o

9. COE i it4; 51 -# W =6
RHSC 4L 7% &4t p b L ATF ML L PS54 > @ 2 P& & % CoE
chit B P4i%% 844 % RHSC 44 » » & 3 & RHSC ¢ thik— P 3
COE 3 # P 452 $H7 o gefecn® Fo DA AT s icBa LA 21
A 7R o L PHBHER P R R RHSC $1w gz 2 P Ren® RLATEH - 1Y
2R g (3 ) ICOE AT ML FR - L3 iy Bhap 3k

ALE D] P AR S IR P F AT AR RRERD RFFE IS
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(tri-annual) ez #= iz » COE ik A y#8 4 & p 2 BRERIER o

10. COE i ¥4y 3138 fe st

BAEILE RGN (8 0 A2 AR Y A it £ 9T B e MOU ek 5 AR

MmERETCOE & iFkpr > 2 4 120 % %03 Jr¥f > (B Bup HPH U2 TRy (F
PEAMIRELR) - '#%1‘#»531 ERFTE TV RLAIFE DB
Z_ H@‘,—_ﬁip\;"é Pﬁ]___gglﬂﬂ )”ﬁr'/z”v

R~ Frcipk p ¥ k2 3F CoE 2 ¢
FIRF AT R PP AN L & o
11. RHSC 2 Champion Economy(ies): 4 &

EEPRDBDTERF AT 28 COE P HRGRAR L7 B FFA stis L 3 -
TH AL E T2 Ao P 2 B E 72 T FE 1o A 2 ALY P
wALEFLAT

12. AHC #iF2- % ¢
& EPEEE A PR E R~ 2 TP COE T o MERAR & H B 2k
L L ATF E 2 CoE A+ 4 3436 RHSC 2 i & % 4p B $+ e ~ &2 RHSC

% Champion Economies & 1% » B34+ 48 g ¥ (F+ 3 #)agnEip 1 iF o

()27 23p 32 25p
1. ~#=% ¢ 3 d RHSC £ ¢ 2L &4 Michelle Limoli (£ ® FDA)# Toshiyoshi Tominaga
(P ~ PMDA): # o

2. B F ARFH P LEFRFBZF(Good Review Practices and Good
Submission Practices Roadmap) : 5t @t RHSC gk ad g2 g a4 & ik
VEFRP 0 P 200 EAH S TERASB LG AR 2020 F BRLR
APER o A A1F T ORM A AL D PURGE 2 R fe 0 RHSC 2t 2015 # 42
fadiz 3 RHSC & ik 1 (453 e APEC 2 218 ' 5 o 4% ¥ < (Center of
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Excellence » {j# CoE) »" B2 g &R, 2 TR EFRHF ) KE  fad CoE
13 452 - »RHSC Fa i #ien BN E L H - BL1 R T RAE%HE
R A TR L D ARFRERFERAPS)CH S g EE R
Lh%EFeE L COE. pteh o p AYF %—‘;f&ﬁ(JPI\/IA)é 2015 & A= f# & 5 04 2
Rdad TRAEFRF 2 X T RUAK T e f 2 FRRAEH EEP +F
3 M PMDA thd fF > F S S p A REFEE TR AR eI

BRSR s b A 74K o 527 24 p cnRHSC §3:% ¥ » A% % ~ RAPS # 4
2 JPMA £ 3t A 153 I APEC R 2 B 5% % 3o ¢ 124 B BRIZRIER 4 (Ao 2 3)-
COE 2 ### 4547 2 (dr'f i 4) ~ COE 3B F4F & (42 5)» (54 | §34%h 0 &
T W B(L)APEC B2 % Fre g EHF ERISR ~ QA WEp A5 28 B R
ISR AR~ (3)RAPS S a ¢ 1T 5 APEC B2 A% % e ik L 8
IR AR s e PRSI R (4) R (105) & A 11 7 & s EyE- 35 8 3 % 4 APEC
BAUEKF i ATV RI AR CREFHE  Fre s TRAEFR
Fapsl HEFREHAFME L LB 0 L RHSC T - (8 442 RAPS
FEHASEERET RSB R TR KM EEF LT o B oA RG] e

BLIE DV G R AR & 4o
o BYH %
EHEI 2 EFAERFIBRERDLFPUTET AR
BRIz ¥R PRI REHRDERLRE

HAEHE

% I 32 3342 (Common Training)

.

&

- X
(1) 2 %35 ¢ =k » 2 £ (Basic concept of Good Registration
Management)
(2) & 2% % & B (Principles of Good Submission)
(3) & 2% & m BI(Principles of Good Review)
(4) %447 ¢+ E ahik & R B (Case Study: Fundamentals of

Communication)
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d %ﬁ-—“ﬁ #3342 (Applicant-Specific Training)

~

>

[

x
(1) ¥ z*3I(Planning of Application)
(2) ¥ 7 i & (Preparation of application dossier)

(3) ¥ : 4 & ¥ 7k (Practice: How to prepare application dossier)

>
»

fn

(4) % % P 7 enis 4 7 #> (Follow-up actions during review period)

(B) F Y 4r-im B HF 2 g M IR 2 % b|F 7 (Practice: Case study of how to
handle inquiries)

(6) -] feztim ¢ deie T &Y A b A 4 (Panel discussion: How to
define the core competency of applicants)

(7) A2+ Fr 3 dp sl f 20 L A R 2 B % F je ¥ L e & (Guidance
for trainer: Rolling out the GRM training program in each economy)

% 2 4 B 3932 (Applicant-Specific Training)

.

»

I

=z
(1) & A& RP {40 F &% 58 3 (Fundamentals of communication:
Case study of inquiries and answers)
(2) ¥ =% & (Managing the review)
(3) # & * A & & % (Quality system for reviewers)

44

=X

fu

(4) % &~ R en® Eaoa s i 4 forg 2" (Reviewer expertise, competencies,
and training)

(5) # &+ & s (Critical thinking)

(6) B 2% 4 Rl 4ER £ {oBk ek (Key elements and strategies of a good
review)

(7) fa+ FF Fdp 3l 230 L g AMEde iR 2 A% F se F 2 e+ (Guidance

for trainer: Rolling out the GRM training program in each economy)
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3. RHSC &2 ®]7% # 31 3 (Introductory Remarks on RHSC Roadmap
Activities: Co-Chairs) : RHSC »* 2011 # 2 % — i fwi 228 > £ > {L47 5
Regulatory Harmonization Steering Committee VISION 2020: A Strategic

Framework Regulatory Convergence for Medical Products by 2020 3% < i 44 & 3
B EL S B> 2011-2020 & B & 7 iE > AL #(Setting the Foundation) ~ 4% 3 4%
(Advancing the Process) 2 ;%5 ;2 .1 fr(Assessing Convergence) % = fF B> & 5
1002020 # 2 5 GV i X FR A SEREACL P AR L p e R el 4p
1 0% o

RHSC % I+ 21 /& Tominaga i 5% % B ESRIF £ 3370 % > kg axd o

o R B R R g T# 7”%1?]””7{3?*2020435%1\‘?17%%& ek R A
Fi Tominaga & 3 & % B B S B2 373 R 4tk > iR L BRERE = P ik
e 3k 0 TG IE P & 45 A YRR B yEa04p B §5 (Roadmap Activities) 2 & g Al 2
4 fo 42 & (Economy’s regulatory status)» i& = #f4p # T 58 B RSB A B 5 &
TR ER(AER AN )RZRBITN FAmAc T F B EER R T T
R AP et A P BUE B e o RHSC Wivk f2 2 © i o Up qidog
R NG oM AP IR B LA P arkiE o Ak s RHSC #-% % & % B B IS B
iS5 A PR BRI RS RARE Y p T AV AR R E L A
Behp 322 g 489 < 5’5"&"“"%,& ARG o d 3 BIO R A HRELEBIER Y Z
P Y < _COE il 17} 4 (5 ok o 22 iR MR B en S s B 4k 15 > B 23k e
i/ Tominaga i 37 A £ 4= R Rk R N F 0 B0 5 # 87 chRHSC ¢ %
# AL o

4. $ %P HRAFERE BAHRE ‘ﬁ.fz 4 ¥ B /2 B (Multi-regional Clinical Trial and
Good Clinical Practices Inspection Roadmap) :

APERP AFL RSB L (FHEE T 0 2016 A R 1 IFIE P £ 45K Z R
Bt 2 (Step 2: Training) ™ e MRCT CoE %2 % = FF £ @ 2 M= »03® 1% (Step 3:
Assessment of training) ™ e AL % = FEE TR A R AT €

(Symposiums/workshops to review the outcomes of step 2 training (2016)) - RHSC **
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A=t g RILIF Z B 7 P 843 92 MRCT/GCP CoE 3 8:F7 31 € > 4~ Bl d AT4ci b
Duke-NUS »+3 7 1-4 p ByH = 35 p) #n * FIF > 6 " Fy%: p ~ PMDA
RIFE 2304 F8By% A VRS 23 € B2 PMDACOE 734 € 3t - PR
IR (7 o

Duke-NUS # # 5 % = & #7%# MRCT/GCP CoE #8731 ¢ » € % & 32 E:
AR R R R R LR RN FEOr AL LB 2014 £ it 0 B Bhdc
T (1)1 f2GCP A% 2 HHET ¥ A AL 1 (2)F FATRRE E B
Pk A 32t Qi P3 SX 22 b AHFEPER
2RFLEWBMAR DT AL L R REMSRE D O < 1T R iR
FEFALA R P Eidim kst e

MARAE-LTCEEEREEPEIL R ( PKU-APEC Health Science
Academy, PKU-APEC HeSAY ) *+ 2015 # 10 * 26 p = * $54% » 3% fE (7 AHC
% PhRMA g% % 247432 MRCT-GCP 3 A% ¢ w32 8o ghof » PRV 3E L5 & 6
PREAT VA 738 B SH 35X o pFHEELD A ixw&ltm;%pﬁ
% Duke-NUS # %% = =0 iR B3 JURAT - R38N 7 -1k 1 3 {8 B ePpLBh 3 2
PLRCEYE IR0 G DR AR AT 0 - GCP P a5 1 R 3 8 MRCT
AAPLEE L Y o

ki

PMDA *t Bl"g fsg 2015 % 2 22 & = (LB 22 o BH 2 L5
#u o #30 2015 E 8% 25 P& 2 ATenME A fepES 3 0 ¥ # A (2016)E B
&+ TAPEC Tk 5%k 2 B % 2 T HP & v (F5 APECCOE p A& 4

2 1y

B C 40 2 57 A et PMDA PHE B3 € 2 RIS RF R E o

5. % 2L ARZ ?Ij? R+ % > T AR B (Pharmacovigilance / Medical
Device Vigilance Roadmap)

§& & MFDS # % Chunil Lim 3 £ '}’Tm?f B B 2T ARRICRE 2016 £
FERFZRARETAERFFFLE AR SR AE FHENR 2ERER
BRI g o

# B MFDS & 4 Sang-Hyun Kim3f £ & 5% > T 4L (PV)EL /2B 2 CoEm% »



RBP4 3 % - FF D SUAT 34 ¢ (Training/Workshop) s #->t 4 & 9 7 5-8
PR REEAIDAIDER SR L IABRRLEAZTERPVEEL L
WHé 2 3 AT FPMTE R &4 CoE ' ikAz > CoE #-d Korea Institute of
Drug Safety and Risk Management (KIDS)4£ i= & #4484 o #7353 ¢ e P ehe 32 (1)w

ACBE L PTARZADNLENZ (2EF 2IEF L P FRFTENpE &
Fit g fEEan iR s 23 APEC & G7AMEPV R G ~ RALZ PP > X IF

5\

LB s fodBat forc £ 0 FR R B(O)FE ~ T el ¥ 8 b
FrEREFAEZ(QAFTER B DS L FRFFIEL 2222 0 b
AT E PR A 2 % o COE R enp e 55w A F M F R hF p a4
% (2)58 1 Fofac 4 M B EL 2 EAR K S DV RRAR AR R £ (1) 2015 #
PP E AR ERARE > QB AUN Y B2z Q)] Bk R AR L E
Y FIN ARG IEF LR AR EFRLEZ R F 23 1A LF LT

22T, % 3% 1 AK bR o

T fH ORHSC i R F (3t MEFLLX 2EMZ FHEML 2ER
ECAMEH S FRASY 2ERBAR ARLRT ¢ HFESE FREHEC

%
o

SN

i

p A~ PMDA # % Junko Sato 3F 2 PMDA #-i% % # 5.% > £ 4L CoE» > A &#
PEEVRREAE 0 GRAR L ARG RE R OB L 0 ATREE
RHSC p,\;

6. 2 $iskK A 58 2 W (Biotherapeutics Roadmap)

#& ® MFDS © £ Yoo-Kyoung Lee 3F 2. 4 4 /55 A& & 15 B 2016 = 23]
2 IPRF ¢ ihend poip b @0 (0] w5404 > 3 B4 54 £0p ~ 4 Lila
Feisee £ ¥ ¢ 2 # A& & CoE RF[Mm» 7 F W= ~ F % & Jangik I. Lee &4z p]
AP COE R o 2 Finfh A S BB 2016 # 01 (T BLG 5 - PR
PR E 3t ¢ (Step 2 Training & Workshop) » 5 2015 & AHC 2 #i55% & &4 3t
€ Tt 0 SRR AR B K-r 7 A A i(Basics) ~ ¥ - it (Comparability) 2 2

PoAp it L 3R A4 4 0 2 Bengk % £ (Biosimilarity: Clinical consideration to

21



assess the biosimilar products) ¥ = 78 > FAER FHd GREFEF RN FL1 4§ T
FAFNESGTREYE D ERAAAFIETAFWARAT 2 T 226
Bt gt ) (ICHQSE)» #° 10+ T2 5 WUM M | FogY
KHFEOTAET D LR Rpg R A TP e aE 707
P2 8PP 5 CoER#By M > RAT X HfdeT !
e 72 7P
Session 1 General Clinical Considerations in the Development of Biosimilars
Session 2 Comparison of Biosimilar Guidelines in Determining Clinical Biosimilarity
(Gap Analysis)
Session 3 Statistical Considerations in Determining Biosimilarity
e 71 8p
Session 4 Considerations of Immunogenicity in Determining Biosimilarity
Session 5 Extrapolation of Indications

7 B CoE /g% » AHC F & % &t APEC travel eligible economies %35 R =z
FopREREZ S FRd RS 2 PR R R - “,f%f?’%CoE Ek
VIO ZRERRE A ERSER SN LT R RS NEE SRR {oniR
A3 RBEAER > T 5 COE & ket 48 o 3 M IPRF 2 4 4p 1u 1+ % 5512016
ELFEFE RN AERAN IS ER OB FREL TR
(PASIB) ~ i Ji&sJx *H 48w g < i+ (Reflection Paper for extrapolation of indications)
2 HARER A SR EE R F L a0 471 £ (Manual for Regulatory

reviewers: Analytical tool for comparability of biosimilar mAb) & = » < i+ -

7. 2 san L EZ B 2 &3t ¢ (Global Supply Chain Integrity Roadmap
& Workshop)

AAAERG T BHAF D (1)F W FDA 1 4 ¢ Kate Armstrong 37 £ 2 3¢ ¥
B A S & A dat > /2 Bl(Roadmap to Global Medical Product Quality &
Supply Chain Security) ezt & w2 & k23] ;5 (2) RX-360 34 {7 £ Mark Paxton 7
B3 ke sk onm £ fh 5 = % (Joint Audit Program) - (3) APEC & #3533 % i € (ABAC)

22



& % Eric Marshall 3F £ % 5. 5 7| i* 2 22 2 83+ F (Pharmaceutical Serialization
and Verification Pilot)s.;e > (4)# Bw o d ~ & %5 £t & Kennard D. Brown #f
% APEC CoE g3 % #4137 » (5) USP &) 4% Katherine Bond 3% - 3% 4 4 ¢
Firx BE £ 0T o
AEIER P il EE SRR TR 2 R BRE 2 AW il
4% > M BT Bl & = Track and Trace Systems ~ Distribution Practices ~ Internet
Sales ~ Importer/Exporter Practices ~ Clinic and Pharmacy Practices ~ Single Point of
Contact ~ Detection Technologies ~ Manufacturing Practices ~ Product Security %
SSFFC Surveillance % 10 B 1 %/ %2 » 2+ 4 2 {0 F & 353 g1 (tool Kit) 5 i
48 > p2 75 Bl(Roadmap for Supply Chain Security) » 10 1 ¥/ %2 * SOM1
2016 3t (27 20 p 2 24 p )P F L REMPR > HHBFLEDLEZ L4~
FLEBEE R R R oS ko PRI 2016 # R TR
WAEMLE - RAFFAL 3R S SOMLI2017 e H AL AP T
RHSC » 3+ &% s fdad s (T4 % ¢ 354 4% ¢ . (Center of Excellence) -
RX-360 # % @ # £ (United States Pharmacopeia) °
RHSC il % Bu pd ~ § FHF (e 5 B fpdh = 13" i CoB» 37 Rf T
32016 # FFEPES - X AT X GRED AL 0 BB ATER S50
FiR#e 2 82 Gt 2MAPM A4 > 47 RPT 2 hd e
DAY 1 : Understanding the Challenge
DAY 2 : Risk Assessment
DAY 3/4 : Risk Mitigation
DAY 5 : Risk Detection and Response
ABAC 2 7 T4 4% # ;2 8k3+ % (Global Data Standards Pilot) £ - 1 ¢ j&
ABAC~LSIF 2 7 % FHF L R ¢ (CTIk -4 » 2014 # 454 7 3 3o R4
FHRBOER M WL FHME AHE TR E 2R THEELEF A4 Y

FEEBRLE ')-’*1’- PEEY N A NN wﬁ”‘"iﬁdﬁ R A g ”i%ﬁi”(?}
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BESEAFITAL L B s ABXIRN > 52 M E AR G 2
B RAARE S FARB I S BRBEEER A TP E T AL o RAa S
EREY TR R REEERG LR SHE2RESD Fhk Bt 22

G BHE L R e AR F e AR F - BE R A %
¥# PR3 4 B (Serialization Verification Service Gateway » SVSG) » %% SVSG B &
ShEr g mEROH i PR PR (DERY Y 2HTHEE K F
b %%ﬁ#ﬂéﬁ’*i%’sﬁ*?k\ AR ST RS LB S 4 S QB R

2 fichy 4 B (data gateway) 0 i5 § RSk B 5LE S 45 (3)E IR data

gateway £7 i B M (A ir)i B i 4 o A M S B AT E O F 0T 1 (1)
¥ A2 RPORFO FO RS 2 EHGERDT FIRE 22 (e 22

Pilot Structure

2. Anonymous request routed to
manufacturer

"Aand

Serialization Verification

—_—
Service Gateway (SVSG) |

V.

4. Verification response routed
to dispenser

3. EPCIS event information

returned.
1. Scan and generate
verification request
y S )
<D -
w , = Y. ]
np |!| Product Flow . Product Flow . N h Product Flow e \ A
Manufacturer "EDQ . K
Wholesaler Dispenser: Patients

Bo|2 g @R o DRFTEEFESRE DY B2 F% 2R THRARE T
2 g

8. APEC i 415 '3 4 4& ¢ .« (Center of Excellence - APEC Training CoE
for Regulatory Science)
RHSC *t 4 = ¢ #%:iukF MOU Between a Hosting Institution and the APEC

LSIF - Steps to Formalize a CoE % Annual Performance Report % <~ ¢ » RHSC %
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CoE i y#i 45 ¥ 11 £ 4413 37 {8 «h CoE Operating Guidelines ~ Steps to Formalize a
CoE % Annual Performance Report # ;% 3% &% &

RHSC *: &= § 3% 3nk 8 7 b 47892 9 37 COE 383" » 49 B 7 3

f BT
Priority Work Area CoE Hosting Institution Dates (2016)
MRCT/GCP Duke-NUS March 1-4
Peking University July
PMDA Winter
Biotherapeutics Northeastern University July
Seoul National University July 7-8
Pharmacovigilance and Medical | Korea Institute of Drug September 6-8
Device Vigilance Safety & Risk Management
PMDA Winter
Good Registration Management | RAPS Taiwan Chapter November 15-17
Global Medical Product Supply | University of Tennessee Fall
Chain Integrity Health Sciences Center
9. AHC# 4%

AHC thi & £ 20 320 o 329"~ PEBEIZ L = 14 > AHC = &
EF A eyRE T B3 € 0 RHSC A = € @&l AHC F 230 2016 & & % ey
BRI E  deT
e Supply Chain Integrity Leaders Meeting (= * - §15);

e  MRCT/GCP CoE Pilot (= * » #* 3 + ¥):
o Biotherapeutics CoE Pilot (= * » & # + §);
e Supply Chain Integrity Workshop (~ * > 415);

» Pharmacovigilance and Medical Device Vigilance CoE Pilot (4. * » & ) ©

PR AHCF I § ¢ ghen= TIRASP R > § 2016 £deiec s ¥ 3
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S 2017 EFTE 0 G Y HSR ST I RrbiTae A AR BT A
AT REEDY ot -0 ¢ S AHC P AEBEE T G RR o 7 M A AR
FEHRE S - BAS 2 RHSC &£ 81 (FARIS 4P M o0 48 -

AHC #-i% 5 CoEs et 84 - R M izdre 1 ¢ (1) = CoE ek ; (2)&
RHSC % § /S B2 7% & 179432 CoE e 2 £ uF#F &+ 5 (3) 2 B # B CoE #
FE

AHC ke )T}wﬁj # % (E-learning) %2 g 4% # & (CoE)= $Ri> { #7 M+ B Y
L “,f AL HAF g R F AR T RTH ICH s § ¥ A2 ICH E2
A5l R D RGR B AR RS N L 0 @ COE fexbe Bdn o LT p BB R

i B o

10. & R fiF2 g iE$ R (Update on WHO Activities)
WHO * £ Umit Hamdi Kartoglu 2 Lahouari Belgharbi ** ¢ ¢ 4 %|4F % WHO

shyg 1 T2 iR 2§ ¢ 445 (Good Regulatory Practices » f§ #- GRP) CoE #£ 4 » &
d &0 # %2 3 ¢ s COFEPRIS i+ % Mario Alanis 3% % % #]¢ ¢ GRP CoE -
»dadfoiE £ WHOGRP » 37 b sz = GRPCOE > f {he 45 1 (1) 2 &
#FWHAGT. 2042 & st it i B & &% PLiivz & 3 48 % (2% B GRP & ¥ H it »
MUEGEE B RO PR frd i ) Q)R S94ed GRP 2 piet e H Y 2 1230 %
P L AR T ()2 2 CoE % » #3F GRP 2 21 » ¥ % 4§ WHO
TET SR BT PR RS L F M oWHO #2 = — akulaE 2 2 £ ip| CoE
il 0 F AL BRI DCOE R 4 2R F - 7 wAEE 2 CoE ﬁv%}&ﬁ]&z@@
WHO R 2R e 2(5-&81ivrd) ¥ 2 WHO § % 4 24k 1 (v 4 p %
o bt 28 437 s By R BRI s 2 ofist s By AT s
FVYH VS B v L L2 ERFE 2 BV SENRERT BB &
e COEnAer ~ BT &~ £40~ T & F 32~ CoE & 2 yHB I chrc i -
RiE2 COEha+h > & o #3 ¢ 8 COFEPRIS 2 & £ 3 ¢ # 4 Badan Pom #-
32016 # £t = 2 WHO & GRPAE# 1 CoE » & 3 # s R & & & 2017 & {5
= % CoE -
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11. 2016 # APEC % 8% #& ¥ it #F * g (Review of 2016 APEC Funding Criteria
and Cycles: APEC Secretariat)
2016 & 5 - PP FFHAHET AP VL3P Tp o> FH L6730

*;—;;tgg,‘ s @M % - Hp J‘%*\M;F;ﬁ&——%“GH 22 B B4 o

12. RHSC ¢ g % 3zt 3./%(RHSC Members-only Website Update)
AHK RHSC ¢ BB st p %3 BB v HFHRERSEFRY > BT
ERAEE R A BN A TS VR Ay I S S A
{ > RHSC 8 jiir i@ 3% 2302 i aerg & | o Byt > RHSC 35 1% =

SH

”73"'1‘”}3 A g B
%

"!";% #H.ﬁ”j'\'lram‘l I‘Eﬁ&_iq‘qaq}sf%r‘f_o
7

¥ 98 RHSC f3 4734 & £ e xb 7 50 g 38 > T2 SOM3 RHSC ¢ & #%

13. %2 i5 R B2 B (Cellular Therapies Roadmap Update)

i PER AT B TR > 2R FEA $£ 5 & (Health Sciences Authority -
i f HSA) = iz 2014 & 7 * AHC-HSA :ém'i'ieléi?_f@f?%‘i Rt € 2 IPRF o oo
10F ] g G giRuER o k- B M s AR EE  BRweEE R
AL Az He g WF e d(CMC)Ap B et 4 > 454 IPRF fmde o 1 1%
I T e AR MR R R 0 B e 2 2015 £ 12 0 A F K o] e
ERHBEFAL L 2EL CMCRAL:Z RpfrehB A2 AL E - A3 F a0
2017 &y € o

(2)2 % 26 p LSIFPlanning Group Meeting
A gk id LSIF AL 2 A 9T jek & LSIF &2 4 PR 2
2 R ARAR SR I R 2T LR 6(CTH2 1 v g~ 5i%4L R ¢ (EC) ~
APEC o3 e B 2 2 B SHI P w2 1 T Bh(de 1 ST GFEL 1 1%/ 2~
&

HPV 2 & ¢ ftn M 1 17~ o R Rl & (TP e ~ ¢ ) 1 1% & s
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THR e R)EE R LR R AT

1. wg 2015 &# APEC = % 112 2016 & B L4738
AERIIEL DR EFSEZ A4 F B (Quality Growth and Human

Development) » * 7] 41 4 ﬁvﬁﬂ%‘fgfn@i(LSIF)*’? < RAAER D RAE R BRI L

>.

4E
ARTSE GRS S e MY P EFRAEFR A T

2

PG S8 TR FAER LAY 1 TR RHL o

2. FEEARFTLRAECTHHES

fatAER CTIZ FERL AF I ETE AAWTO- R R GARKEE
B AMERFR FRL KR CTlfok st $ehs (7> £ CTI T
SAE P YA E CTI 2 iFeagp Fs,?—fg E o 0§ T ARBHIEY M IRARE
BL o CTI 3 fo2 ik [T 01 & $43% A & APEC :RARfr iR L AT chRT I 2 o

3. EC(Economic Committee) %

@ i EC »+ 1994 & = = » AEPR(APEC Economic Policy Report) #_EC & & #7
FhE L4 0 3 2010 # AR 0 iR 272 AR 45 (Good Regulatory Practices)
2015 # R EC GBI A LIAT B A B HEIANT A RUT F0 2 7 1 g

VEos 1A %’E o 1t ‘“q—/klﬂ'/(ﬁ\mﬁl T R “4‘_1’3‘1“% ME A ERT S EA T A E
AERA A K 2-14% SHEADE I VS R BT RE N2 Bk
%ﬁiﬁ*¢$%ﬁﬁﬁﬁ@ﬁ§@§°

4. APEC f3 Rt {7 § 32482 (APEC management)

# L4F 24 3 (2015)F £ § 105 i APEC# 24 ¥ % H ¢ @37 2 B 3ad e
FARL L ERE P EIIE LRI T F LY A iR o @ ¢ B A 2 (2015)
#£ BMC 2 4= 7=+t FTAAP/GVCs ~ £]37% B 11 2 S A & & feoid 4
(connectivity)3 B Af s ¥ $ 7k £47 24 APEC - R ¥ 3o 230 T 7 4p 4 ¥ 5 APEC
e E LB PRAPARE R P E R PR B A M 2 Y TR AR
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£ P REAMBELTREL

m‘)\,

3;

o

o

ol
o

i

J; 5

5. Regulatory Harmonization Steering Committee (RHSC)#E .

(1) 7 2 Wit RHSC ehz 7 i ABpE 7I(F &) Ripfren s B w32
THP AL TRALLITEZRPWAS)L T 650 > & 55 7 RETRERZR(P &
IR)E RATRAR A *ﬁ.qaa(%» B $)-Pharmacovigilance 2 ¥ 7% % 14 vigilance(ix
BAE) 25k A SERLE) weiog @il L 8) - Bz g2RE
(P E 52 p A W) 2 23R Rsh Integrity(F R L H) ¥ AR L 4xd
(COE)ehip M 1.4 % #7i ¥ %2 % ¥ o

g+ mdp 2 A=t RHSC &q15 ¢k rid 2 eh% 31 > T L LSIF 2 4y

(hosting Institution) *7& % ¥ 2. COE MOU #i-1= ~ CoE i& 74551 ~ COE # & 4% £ #i-

2 EATHRAL COE & T » » 307 1 COE A 4~ #0 % et LM
1 CoE institution  f. ¢ » 742 L ApR BAL 1 FERTERSTHF (AT &
RHSC ¢ 3k * 1 7 % COE A 2 & & B 4415 (IR » 9734% -

(2) APEC Harmonization Center(AHC):& & { #7 :

i/ AHC A RHSC A4l B AL 1 ivE£ BT H B2 R e~ LIFRE Lﬁ,ga
EREAACE VERPRRRETRE FTALI NI RAFELET L 2L
2 oniy % ehd d o 1% 5 RHSC 2 7 & CoE chtad  » &2 RHSC %2 & Champion
economy ﬂf BEESHTF 3MEBL T THET ~FHIRE R DPGRE
EELZERAPERfenT 5 o B o p 2000 #4273 £ end 351 (83 2 212
AR BE = % 2 e rk TR E-learning Center § 722 @ * e iv A4 55 > T I H ATigfF
2 AN FEREZ AT R AL RE > T[4 A(2016)F M-FE yE05 B iF

Iz 4pk 1 (T F e ’ﬂ—yfgﬁgp%ﬁ_ FEHRFTFTRE

6. % Kt SOM1 ﬁiﬁgﬁwwﬁ?; oY) %> Sl
R Y s Y T ?%5%‘%3““%“’“%%3’?5 fE

A~}
24
*®
I
=
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Wy
i 4
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P 2 AP AP > 2EHES F APECEAM AN AT EF R AL ]
e TG » ##3% 2017 # SOMLIRHSC # 4 & ¥ 2. 20 & » @ & % -7

RSB T O 2o M # g L iv ) T Arde g 2 tool Kit(Trag * A F &
Feanigtt o ¢ 3 B AR ~dpily BR) T b B2 R i BT 10 B
1 iF el TR S8 v e 23(2 1% 80%2 +)tool kit: ® %
¢ B PEE DB R E R o

mAEL o APEC fod ARt #4304 2005 # A & B#Hr A&k > Ui

ek ER < arR PR o Vol AE SOMIY R > & e BELP 5 p it
P (220-2028) 8 g G EH SR v RS R R ERAAREE o §
F & o 3R tool kit 4 (A RER > @ %“\fiﬁ L EL S I Gp enngap 2 overlap
Fot TAEFRCRIZERE M A R RS AP T AL S Rtk o AL TFIE P AR
NEGIRE G E AR A € R RE (T RT BT T e APEC 3R 4 2 =
5 0202017 & S A Hen RHSCHR 2 B4 2 % > a A1 (T2l S s Fip M
Hixgit ) FREFIBRERZEY -

7. HWG i B {7 fiF4 5t R 2 £]#7 Health Policy & Innovation 1 -] e 4g 4
FALY ARG DI 44 PR FRE AER HWG chi 415

»E* APEC %3 P { 20 et B id E F kit B 7 2 f12 2 & & 2 Ay

ﬁ‘ﬂ

mzﬁ]; m e G & % ¢ 32 (health system governance) > I f§ iff it & 48 & g I

FEAZ ZR TR o ¥ oL BPAFL I T B(HWG)P A& 91 % ch1 iF

3

E\‘\“'

=% ¢ 77 R I+ 2020 £ /2 Bl (“Healthy Asia-Pacific 2020”Roadmap) -

-n\«

50 2016-2020 23 vg 423+ & (Strategic Plan)~ & 0 HWG & §+ 38 F* & (7 cdp 31
FEREREAMGL B i SRR FEP MG LA E APEC PrB AT v 2
APEC & {77 3+ % 2 B 4f £ 2 2 Healthy Women, Healthy Economies Policy toolkit
FEH E oo pt s AEPEREHEY THHREEE P HME R E 256
B w8 AR FE € 3k (High level Meeting on Health & the Economy) #- 7
3

SOMB s 8 70 423 7 APF & #An M ARAL> 23 D87 & A 5% i -
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P2 BF FLL Ry AR AP /g o X B
- EIGETE  LA R Ok g F U
EsarT e o ARKRAR S > R F AL FEREN > 2R B LR
SE L BMERY LS ES T s
Sl R GRS RIE R R AHIF LA
EALE s AR R e R 2 gl S i
BHTRF BB AL RMER AR TN 2 T
FREETE @@Aﬁﬂ’léﬁ‘%%oipﬁg{ulﬁ¢

w A PRMET A A1 LB R P B ETE TSR 2 3
WA A e RFEEY -~ Fh P75 FER G5 F 41> GMP 2 GDP &

Sm,

WE ZRAFHMEBR 7 FEARELIT ) 2> 5 mEHERESTE
BE S Y LRG0 FUARGEE G F S m
A(105)# e >4 i~ TAPEC B2 Az 7 o d M2 AL F R AR Y w28
e  nEF T X S BB A LR AR Y CRELTE € L G
;ﬁﬂ B2 & %#m MR % SR ESE R B2 s e APEC RHSC p 2015
EAzfitdadod BB HEEE T I R B RAERE BARERF LY 0T A
ook A TERE FAEHL2ER T RAERHRE R, 2 2k

ERiaz EE | 7 ki3 4% o (CoE) > 2 £ B A 195 %4 & APEC
¢ R 5 AMEE S E 2 9o APEC RHSC *t & = ¢ dkinle 2 R %3t 4 (105)
E 110 fe sy TAPEC B2 A5k % te 8 I AL E D g AR Y 0 sRmpT
g o0 RAPS el ¢ iF 5 487w d pailE o 0t 2 B AR EE 2
LREFAPERE O BRESF ISR RE P ALk
S % COE i #H{$1E RAPS ehi2 AL 800 % £ 5 24 £ B EK 1 (7
imﬁ%c§%8%lki%ﬁiﬁﬂwﬁ%Pﬁg°

= APEC LSIF ** RHSC ¢ 3¢ " g5 > 2 RHSC6 3 g1 iv£ g
(PWAS)z @ > (s RI{ 1L 7 FR% 252 FREHE 2540

(Pharmacovigilance / Medical Devices vigilance) 2 # 155 A &
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