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AR

B e 42 s A =2 (International Generic Drug Regulatory Programme,
IGDRP) 7~ 2015 4EIE=EEARY > (F Ry & Bl AR BEAT ST 2 A BE R A AR R R i M &k
REERE O & - #EHEE A BN E RATM » e SEEH N E A EEEE
— B o AR % B AR BUR BOA B B i 17 B B PR — UM (Regulatory
convergence ) HVEHHIRE - B mEEYEHZ H [GDRP 172 #EILL Taiwan Food
and Drug Administration #FEMSEL - FRIF & FEZE G E2E IGDRP K
R ITAE BSR4 - AR & TIE/NMEEE "Biowaiver working group |
J2 " ASME/DMF working group y WhEXEE G R A BEAH S e B ki S Uk s &
iR A A TR 5 o WA IGDRP Fif 3 BE2 2 gt [5) g i S s 3 -

R & Ky [GDRP AR S5 =&k 12 2016 £ 5 H 9 HE 13 HIVAR
SR AL BT R BR AT o M R & BROEE B8 g% O on B B % B 9 (European
Directorate for the Quality of Medicines & Healthcare, EDQM) » Bl Ei(ir
BIFEREEE ~ 278 ~ UK N -~ BIPE - BHA -~ Wb REE 2 SEEUAR AL DL
A AR - FTREIDL B B SV EHE XS0 0 BRAE Biowaiver T{F/NH
S PR BT AR RR A S MR AR R L R DN 2B E R B E R
(Steering Committee)sTam IGDRP A2k TAFEE[E] -
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Biowaiver Working Group
Meeting
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= - HOEFRSRHA

Fo 1 A L B ey e (i =2 o 8 i 4 ey R E A B A AU - R
BB SR RS TSR 5 B E B SR RO A SRS 2 — « IR A AE A FRAY AT R
HR T BT AR HEsEE M D (bR ia B EH» 2 RIRHEAE
O PRI — B A BT > HEBER BRI RAE > RSB ATREE
iz B AR I E B PREY -

BRIP4 g A S g (Tnternational Generic Drug Regulatory Pilot,
IGDRP)FE 2012 FERFIEX AR » Hpar HAVRIE Rt —(E S BUAFR BB #1522
YRR B MHBART B RIS a6 AR EE N B EE RA
A DAEER A S A E R AL N (o 2 R AR B SR B O A F A B T BB — 2L
PE(Regulatory convergence) FVE I - EHLEERNIEIT=F21% » IE
AR B—at SRS - H R AEIPEE S AR (Internat ional Generic
Drug Regulatory Programme, IGDRP) » iZETI4HARZEAE K B E4ENS - HHSEIFE
SERUER AT HR FEZEE (Steering Committee, SC)EFEREEHETT 2
R TH &k - FREUE [GDRP (I 2 ¥R LA G & & LY S T L A MRS
PRiE R T EZ B ek B 281 IGDRP A2 TAE B amsh il AF T & TIE/NE
& "Biowaiver working group ; & " ASMF/DMF working group | B4 8Etg
b A He AR S M B R R FUR i S R o M B A T 5w » 0 A IGDRP
P B R EE L F R A SRS

AR &t By IGDRP #1858 = agafk Y 2016 4 5 H 9 HZE 13 HIAVAE]
SERFALHET BB AT 0 L EE A K BRER B 8 B % A & B F (European
Directorate for the Quality of Medicines & Healthcare, EDQM) > EdgrEafiy
BIFEREEE ~ 278 ~ iR N - BIFE - HA -~ Wb R ERZ BEEUA AL D
ARG AAHS - WRAVERET > NS A9 HZ 10 HE RS T/E/ e > S B
11 HZ 12 HABETEEZETE® - U T ilgRhE R TR -



- GFNERE

— -~ Biowaiver TAE/NeHE =S

ARTAR/NGERY 2013 SE5%I7 - HEVERSRA GRS ERZ Biowaiver 3
AL DRI R AR D SR SE R Y ARG T A St sl 2 0
T AR DA RER R EERT R RIA - ARG Rk H AT LIF/ NEESE R TIFH
H AT [T HEE AR AR & 55w e D IO LIER A L e fa ARt st
SR A

1. BB Biowaiver JERFEHFEEHRE

(1) 578 TFDA : 72 2016 4F 4 HEV AT T BESLREE SRS R 2R 157 18
JRAN DA AR 47 bE 3 B U AR A A B 3R TE S [ (R
B[l BCS-based biowaiver HIEEHET |54 HEFTES {5275 US FDA~WHO
EMA £ Hradfatas | FritE » MiBANL BCS Class T /1 Class 111 Z&9m]
TR o Y 2009 FEAE T LUSBEELEEER EU A A8 AE F MEstEn
2 BCS Class I SHIE{SAT#E - 2016 RS 2 B RSeS| AI A 3
FHARF 2009 45 B L2 fnlH

(2)EE5% MEDS : HATEIBH BCS Class 1 ARIEHE H G bk A= B AH S 1t
FHEE - ZAIMSTE Class 111 fntH - [REESE SRR BIFT 2K %
T EAWE - LA H LA BB -

(3)F0sE HSA: H AT IEMEET £ 208 L8 B AR & 49 AR5 BCS Class
[ biowaiver ZFHERE -

(4) BN TGA * HATIEAEBEE SR K R SMER 2 biowavier F55 5%

(5)JIZEAHC * E2275 EMA F#E5E plre 88 SR L 2 R BGAE sl B il
FEET

(6) 75 PMDA * BT /KM IROE R HR AR ~ 52K ARS8 AT ¥ HY

biowaiver 55/ °

(7)EE.7H ANVISA © st=E8Eu Id3 2304 2~ BCS Class I biowaiver i
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TR E o SN I A AEHEE HTHY biowaiver BUHE -

(8)TH A A= 4H A% WHO : AR AR AFHE WHO A FR & i i TE 2 BCS 43 AR 4
H o WA SR I &R o A RASE L IH BCS 73 SHRVAH R
HIEN R BTt AR TEE AR (Frankfurt University)#EfTatE -
A WHO PQP BB i &0 E -

2. LYETEEEESTH

(1)#%[E BCS Biowaiver Fi#ibbss @ ATHEERAE RO WG - HE &
ATHAZSEAE BCS Biowaiver BHUEMEE A » K55 S EIHE
FrolhaNgs o sk n] iR WHO ZHAH] - 45RA BCS biowaiver HIFESL
EIENIA CID &= $22E » KF() ICH AhE R fe ek -

(NEZBE B E—FE LS EE AL & (additional strengths) 22
biowaiver FELLES : HATE ST & Bl bLEAE R se sl b S R EE
o5 S R E T R NS EERT. -

(3) & B PR FHIE B A - i 22 5L E f ¥ 08 5L (foreign comparator
product) INEEZ FEEERS © FHINEREETTSEIIE(L - EFEPERGIE
B A AE T 2 AR AR S B IR FR SR D > B LUAHEE
Eﬁfﬁﬁﬂ\%ﬂ‘ I TR DURER ek FE s IR i A 2 B S
FIREHFC R LT ZEY foreign comparator
(reference) product HYMHBABEEREILIKZK » HRICEITL—5
thEc SO - BB o &Pt O R R EE L e R
BB T - P SRS T A S5 o

(4) BB EIFIA (dosage forms) EFRAERSAHFEMEZ FRIF - RIS
e DA T R A S B A R [ A B R PR A R A S e 2 (iR
TEEM > BEEWENESR - BT — (ot -

3. RERITAEEE

(OHInEE em#EnE > JwEERTA B A4 B S Mt T B 5 A AH BE AR
ZEHAT ICOMRA N Generic Working Group Miff(f-{a] T{E#ERE »
FANEARTAE/ N T et am A B S sl b R B A N g

B TCMRA HYTAFEEE » I EARTAE/NARL BT S Al — 25 5 Sy
7




FARTIZ (40 1iposome~oral suspension 25 ) 4 Bafg S M ER K
DUR i g L B IR RIS as i > R aR R 2B & 28 (Steering
Commi t tee ) $& H 7 S Hh B A TAE /Nl &) s & B 5 /NG 2478 By

"Bioequivalence (BE) Working Group | °

(2);EH 5 F0{b (Regulatory convergence) * $13¥f[F— & fn 2 fa B (1 7
= (additional strengths)Z biowaiver FRFEEENAEEE » A G
R — T E AT [ B B SE - RKEZEETES E
BINASENER - SRS BIBRBEZE RS EwmeE R M E - PRIt » R
KB SR BCS biowaiver BE G FI AL » 1T SHE
EERTEERSEHA RN EBTEEE F A RIE— AT

—~ FEZE®EH(Steering Committee Meeting) :

1. IGDRP BIE T EEEH &

(1)IGDRP ‘B 48 EFUN Fe HE 73T © HA IGDRP E 74 HE BN TGA
ThEh4ERE > YN T A A H R ¥ IGDRP BT T{E 2 AHRASER - 7
HH TCA(BE R ) BN o KA HFHEEBHrdg HNE » K IGDRP T
TEHERR ~ SR GksSem > NS TAE/INHPTRTL 2 FEAE A
e LfF -

(2)ASMF/DMF Working Group &akétiamir s - ax LAE/ NHEETL SR
Ho g - 2 TS 2 FEAE B B @A (Common Quality Assessment
Report Template)lA Sz EHEEZA% (Common Submission Form) ° HA(]
TERERRE 2 (EKERBCE R - ARS B g A 2 2
SRR 2RI E VI B G RE RIS S E BT -
Tk THBAI AR R gE AR E S - BV EREE & TIEN
KT BB P REEEMNE - EZEREL &G L e
M HEZE AN BINIAGT o 3% LAE/ NHINRH R R i i i
RSB EE > W% "Quality Working Group > &
R LA G T T8 TREERER  (FRTFHERE 2% -




(3)Biowaiver TAE/NAHHREE : (352087 — Biowaiver TIE/NHEHE )

(4)IT Business TAE/NHERE ¢ 5% TAE/NEMGRTY 2015 55 2 &k
L > FHEENESE A BARLARAE) TGDRP N R EHATME TF
5 MK EAT IGDRP [ AR & FATMAT T oM > ARG
V2w o I (A NE A= I (SRR N G R D e I
EIN=VREEE

(5)ER BE 52 44 4 3 [m] 25 & 2 | fT L ¥ 5 © H A Decentralize
Procedure (DCP)TH N VA CIHE M #E AFEIZ 7 BTN~ B 1=
NZER fe G VU E S Bl Se B B o8 T35 S AR 7 PR > ]33
BEIBETE —EKE > BT SR FRDISN > i
BWAHE B FRLEFEEHBNET > HE TR SEESEE
GEREHEE - HAlZalE X BEEE  NER TR N ERE
(Express of Interest, EOI)E&EERNEEWEHE - THAE
Centralized Procedure (CP)XE T » WM4E T HIHEFEAEG: - K2k
e BN EBLER H EOT g L Eham i IR R W% 582 R 2K s Fe ) EOT
(AR BH A AR AR ) -

2. BB SEEE SREEHRE -

(1)ACSS Consortium : % BERSEHEM ~ HIEK ~ Hris s 40
BaESEEAEREE - HEOL R IGDRP » K28l A Bk Bifir B
IGDRP B4 » A Gk sSE &0 [GDRP &agAl &b - H T
VEHERE R 2 8 Bt & (F IGDRP &g Pl s 70 = - HATZ WA E
A —ENETIEELD(EE > BUEHGETERIILESER > I
ER O EEEGSE - Z LIE/ N TERDT ¢

® (Qualityworking group: HFITIFAEZETT Guidance for quality
assessors | 1E R VUE] SR 7 [l 8% /B 25 A A A o

® Bioequivalence working group: ESERVUEIHEEE " Guidance
for Bioequivalence Assessors | 34 > HETIF&% i I0E
GIEEE&E > EIHEZFEEH A " Bioequivalence
Assessment Report (BAR) Template ;o ARARKFFAEEFEITIER
FEBNIZ AL TG L 2 SR EARE - DA (5] g R 25 e 2 S
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bR R R S M A -

® (eneric Medicines Work Sharing Trial (GMWST) - It RAEPY
Bl&fEZ T » 2% EU DCP AU Hy R FFE &R E - H
AT SE AR B A (B8 Q%A ~ BRRE - BUTRIE REtE
SiH) o BEETEEEL IGDRP  [EPREE A SEIL[E] 25 & 525 A IR AE
AEC R FEh T BRI P R BY S i i 2 B RR » G R EFE5TH H
7 Ry B s B ey — 50 IR [E] S 2R U - B8 B et &%
RHERA A R MIESE » Bt 3% PR a5 78 efr ] 22 Rl U R 2L [E]
(EARR G FERIHN AT E AR ME » EIREEER
AR fE B =E3E BT - B—EEEC 2016 4 3 Hik
5 o

(2)EU_ASMF Work Sharing Pilot : [t /AECEE BB R T8 B FR 8
FAEFRIL[EFEFE - ZaTE N ERFHIEEAY ASMF HE5Fis - & 5
ARG EEHR S A (Letter of Access) » (EHI&E—&miB T2\
T ASMF i A (centralized EU reference number) ~ {5 FIfEAERR
R FBEH S (centralized ASMF assessment report repository)
WL —ERITRETES [ » tb—H 2014 4 12 AL & 2 FaYHE[E
FEETE > HATESEAK 12 THAY ASMF 254 > WA 40 T EEEF >
RIRZ atE R B EE BN BB {7 oy e SO S S 7 e [F] 2 B TR/ NGHET

LA
aff °

(3HWHO MR /EE ¥ : WHO fE & IGDRP 2 E & » st B H
Prequalification programme (PQP) B Fi#EfTH Ay TE I Bh R PR 22
BEEATEEIT [GDRP & i f T4 o

® JJHO Prequalification Team (FPOT) Quality Assessment
Training: IRy R GFAIGIRAEETTHY 4 HFIISRERTE > 5 (2016)
FEERY 5 H 28 - SRR R0 R 8 i BRI BIAS - R & R 2E
ARAE MRS - Biowaiver DU AR - g HH
AR AL B DUk BlEt s 2 B HEE N 8 W EPRZE A
TR IR TR 2 5w - AR SRR & aNEE
1 H {02 WHO PQT & HEfTHERY. -

10



® (openhagen Assessment Meeting : It E$t¥ WHO D FEEE T >
FE R S PQT MAFEE U 2 B TE S > 5
AAF—XEg#  FEENSEIEFREE - BRIk - AREHEE
P:sAB# ~ BCS-based biowaiver » DU {HEEAEAS - SBIARAE
Wik L BE B B WHO A& BTG &R 2 &8 B3 HEEE N
AERA Ton-job trainingy JTEEEZNGE PQT Arbr A 2 £l
PEEEARAE ~ R EE - EHFEE SR T KESE
AR 2 A BN A HETT R RAR R Rl AR A

AR -

® (apacity-building workshops - WHO PQT &R EHASHEA[E
T RE BT E B 2 AR AL A FIFEE TAEM ST &3 - 5 (2016)
FEETEEEY 6 H E2ZEHHHE Quality Management System
(QUS)BHETEr ~ 7 HZEIE R AREEHTHEE GNP &Eixiiar s - M
Fe 8 H3 & Ak Ph ao i 4 22 2 Bl (Pharmacovigi lance
PV) EAZ RS & -

® JHO collaboration procedure: WHO PQT W] Eifg Hifh >~ &
EREALETE R TH 2 A1F > HIVERI S BUEMR BEADER
Bl g A AAE - W LE AT > RIS A TR PR
MEATE  ERCERSE S EREE L ERERD
i o HETEAZRE 27 BUARHEr S BLETE - W5 110 5
EmZ BEE BT - $TEEEANEERGERR 2 AR BEAL
(stringent regulatory authorities, SRA)F%Z A Ay LMz 5
FEETE M BE L E B E AR - DU AT HA B 22 (40
=R Z) A LEE - I B e

3. IGDRP 4H&RZ=ZRAR T

(1) (ZETRHEREERE © Ryllis& [GDRP &l R S EAOMNE Z IRE N - A
REGHAP ST EHHS RS HETEST - ZORB A EEE IGDRP
AR Z EHEMZ RENE > AEEEESNTAR -

(2) (REEEREHT « $HEER R RIARSH IGDRP TIFsTam 2 & > &
11




FES5 N FDA ~ {tP5RE Medsafe SR CFDA » Bl pa e O EL B Ho Ik
LM S EERE - FR3ER FDA ARTIR S HI  HrEHE
Medsafe k[ CFDA (£ RFRE REFIE B L (ERBEIR R 2 -
AR GHNTHAH IR H B ER -

(3) BAEPE TAEACHE ¢ /> IGDRP #HY £y Programme B - BN TGA L E)F=
TR BN EEIREE 2 2016 6 - RFARRIRF 22 > TGA 7R 2016
FIRERFFEMHE T E T ARSI M FHE M E R TIE » AR T2
EHREGE SRRSO BT MERE TIE - W 2016 5 2 X
R -

(4) AR TAEEEE - FylfEs? [GDRP Rk EE = BT - WA EIRHYF U
L LA [ P A AR S MR AR AR 2 < A g2t T T IGDRP Roadmap
to 2020, FZ > #HE| IGDRP WYL KEITHRES » BIEEHSOR TS
(information sharing) ~ EHFHMI{L(regulatory convergence)
AT A IL[E#EIA (build assessment tools) ~ FEERE BT HLE
OB fir M & fF (capacity building and inter-agency
collaboration) ~ & 2H(stakeholder engagements ) (FE4HA
BN EFTR) o SEESR R ST IGDRP FY TAFJ7
A E B N TR ARk B 2 T ERERARA Y IGDRP JEEIHYEFANE
Ao PR SRR RS & B T B S BlRE BT -
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Establish a framework for sharing assessment-related
mformation between regulators in support of the evaluation
procedures of applications for marketing authorisations

Promote greater regulatory convergence of techmecal and data
requirements based on international standards and best practices
(e.g._, data requirements in an application)

Increase alignment of admimistrative and regulatory assessment
procedures and tools (e.g., assessment templates, terminologies)

Create conditions and develop enablers (e_g_, IT tools, databases)
to facilitate greater inter-agency collaboration, enhance
communication and/or support capacity building/training

Create and enable opportunities for commumcation and
engagement with stakeholders

(5) IGDRP AAGEE 7K - SR iE % » 5—71E )7 %50 Fy IGDRP
FEA [PRF &4F » {EA IPRF T T T{E4H 2 —fi{#F [PRF IRERE
TR AT ZEAERE R ICDRP T AT S EMES T FEA R
AUAEREBER AR » H IGDRP MYATETE H F 22 st Rt a may
A B AR R AR BOR NI A B T R 2 A [E] - B A AE
a0t > e B RTEIE RIFOm 7=t 0 FET R IGDRP 217
Fy— L EPE SRS 2 FTTME < AR AT g sk H A

Ciarl/ o va—Y0
;:\I:I\:[E\\‘DEFH] °

(6) TREaIFR © 2016 455 2 g 10 A 17 £ 21 HX &G
H6f - FHEEPEEF COFERIS 8 « fE A HC o ml 13 2017 2256 1
KT agk o T ARIEE S T IHE] 2 75 ANVISA RS2 A 0] £ #F 2017
TEER 2 RErak -

2~ FEEY IGDRP B

FoESES AT T % IGDRP 2 TAE5 § ROBEIN A - WAy S 2R i = L)

IGDRP AJARHRE AR LAETTIA » A2 IGDRP Fafkési kit » 72 5 B 13 HEES T
13



H RS FUNR S B TR G 755 - PR S IGDRP 2 IH LIFHERES)
S B EE g AR S B BIR SR E5R & S (FRYIEUAEL S TGDRP A S - BL
L TGBA k2 APIC F2E+ {UR %S IGDRP = (R 2 -

1. International Generic and Biosimilar Medicines Association(IGBA)

e -

2 4H%% K %4 International Generic Pharmaceutical Alliance
(IGPA) » JiA 1997 FFET » HHS R BYEE e aH il (FR B EE N P EE R
BB e N E 2 —) o IGBA 385 > #1¥F IGDRP T HYBIFEEE A ZEL:
[FREA > A LAEFESENEAR BN BAHE A RO E o » BB ARAGER
AT HENE STEEA % - FRtHERZEANEFEEEE
B A LA R i E R B AV EAF BN EE 2 flnEE 4
HYRE 7% ~ Eiife BBk ~ WIRmRRE « RARES A AL (E]
FEEETEE A] DA B Ay 1 il 5] B 2R e S0 e 1 Lt s e A Y R R 2
ZEMAEE > AR T EARIUE S B LAY AT DIA AR A AL
TIAFLEFBETSE > BIMNEAE IGDRP H4 ] I E & S BlE &k —
2y T regulatory convergence | =K X B EE AR EMHED

Mregulatory harmonization ;e
2. Active Pharmaceutical Ingredients Committee (APIC)¥: :

APIC T ZE & B U S LSS A AH fie > DAFRT R SIS
HECRIR FE FEE L 2 BT ER T - WELEEREEMHERINT GNP KA HH B KA MR
B2 BER T BV R AETTSOM - DA B AR ERY 1T - $145f IGDRP it
TR EAEAE—2 > (IR SE R A AE > APIC 585 B Rt Ffe 4
FRERIG AR T 24 ) B > TEVEIC A — RV BEIE 5%
BN EE NERGREINERMEE - TRENER SE EREZE MRS E MY
Ao &R [E) 28 & AL R [E AR BRI A T T EaT - A B VA E
E—RRAVEZE - FTLL IGDRP BT HAH R EIPE & EAH AR IR H AV 2 BRA
Fifhfl(global harmonization)¥fFURIEEEE M SHEE ESHHVINAR -
Fderis sy IGBA —1% - [FURISEEE AR & S Bl &AM 72 2 H[EHY

"regulatory harmonization ;> A EUAREAL 7] DGR —IEEHEZ B —HR
ARERIEE T REZ - IEER T FELR 8, AlERESENERK
FE R VR R T RIS i (AR B SR T B E ok R ~ Bk

14



AR AR - AR LTRSS - N APIC tha Ay
JFURYBE A 2 T AL B RO RO T B0 © e 3%
NS H R TR EEE -

B OSHEER

— . SEBEEEEE  BEEE\BREBRRNNEARS
fF - BTSRRI E AT - R EREET
-

Z AT 56X 20 IGDRP & sk &8 > v] DASEIR 2| & BN B S B BL A
FAIRIAH & B A (TRt B 224 SR 2 I [F] st AN By S R B
i AR B 22 - ST SRS A g0 E S eV E L PR TR
RIMERT AR RSN » B BUERA AL ET TR ST A R R HY EE i PE Rt
HREVU A EFEETED e E S5 (TR A LI AR AR AE R
HOHY B EORAET » MEBE R Tl B A I R S T a E BBV AZOK -
PR AT A AR Rt A B A A M e e a B A R AR i » (A B P — 2 I
275 [GDRP A0 &S B VAR B 55 | - ATHASEAERY | SR REE S RS R
T M o R R DS B dh 4 L B A A Re e B i aB $a 5 |
(BCS-based biowaiver HHEETES ) EI 5227 Biowaiver TAE/NHAT R AR
FRIL o FHATRIENEE S A 58 1T R e A R S s B Al Ry — R R MR RA
A BT 2 m E EOK M E n FE T & EE S (HA
liposome B [EIHE IR 2 BS PN BHS S ME BB 2K ) 1F Ryfdioe » 2RI Ky
AR E ST [N R e Y S| Bl Sl B AR, Bl B E AR
ALEE ~ g N\ BAHEC AR/ NHAET TS T3 - HIBHIE L 2 Bl tETES B K
BNy - WA S e N B 28 [ ETEs (AL ERRT &
PREESLITSEHRIE AR ~ FREBUEHIUE K EME B -

A

b om R

il

=~ FESH IGDRP TIE/NE - HRERLREE AN SRR
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HE)  BNSHREAHEEFETHCE -

IGDRP B H:Ath PR BE 47 A R & T H Ak AR [E]%S - BJ IGDRP A~ LABS%E
BUR Fyadam T 1) i AR (S Bl Ee A B A e A A\ B — (5T am s A 48
flrtEa B Z BRSO 6 ok 5 - BB RmEEY)E HE Rk 81 IGDRP
TAEEE) £ 8 T S B & A\ B M ERIH SO EAP RS E T
AR PRI T RS R A A B B s B R A T A B By - BEZA E A
IGDRP AR AT A ol By —J 1L 2 B & T (U AR 5GR OF A LA PR A B 487 A
EEARERTH R i i s > R (I ERF 281 TODRP R TR/ » ORFF
BB N B2 BAF OB DURIEOG R BFR & (R L3 & s Ay 4
{7 -
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fh~ FRFEETIERRA

— AREGHESIER

3" INTERNATIONAL GENERIC DRUG REGULATORS PROGRAMME
(IGDRP)
VENUE: EDQM building, Strasbourg, France
9 to 12 May 2016

CHAIR: EDQM, France

CO-CHAIR: MFDS, South Korea
IGDRP Meeting Agenda

MONDAY 9 MAY 2016

ASMF/DMF Working Group Day 1: LOCATION- ROOM 200

Time

& Topic Lead

Agenda item

9:00-9:15 1. Welcome/Introductions TGA
Review of agenda/minutes:

9:15-9:30 2. | a. Review of agenda TGA

b. Tabling of the minutes from previous meeting

Governance: WHO
a. Tabling of the updated WG members list
b. Post Seoul action items:

(i).The ASMF/DMF working group will prepare a letter

to EDQM and EU (to be sent via the IGDRP Secretariat)

9.30-10:30 3. to explore potential use of EU or EDQM databases and
their platform. [Lead: TGA]

c. Survey on the adoption of the IGDRP common

ASMF/DMF submission form features
d. Survey on the adoption of the IGDRP common

ASMF/DMF QAR template

10:30-11:00 Break/Photos

Review and updating of WG workplan TGA
(i). Project 3b (ASMF/DMF Gap Analysis Survey)
11:00-12:00 | 4. (ii). Project 6 (Guidance for Quality Assessors)

(iii). Project 8 (Criteria for filing separate ASMF/DMFs)

(iv). Project 13 (Reflection paper identifying the business

17




case for forming a Drug Product WG).
(v). Project 15 (Agreed strategy to engage stakeholder on

ASMF/DMF issues)

Regulatory Updates from WG Members

An opportunity to regulators to briefly raise recent changes Health
12:00-12:30 | 5. | or points of interest. Canada
Currently indicated to speak are HC and PMDA
urrently indi P PMDA
12:30-13:30 Lunch
13:30-14:00 | 6. ICHQ3D and CEP assessment EDQM
14.00-14.30 | 7. WHO PQT Presentation on API Prequalification WHO
Updates: TGA/EU/HC
a. ACSS Consortium - Quality Working Group
14:30-15.30 | 8. b. ICH Quality Update (e.g. Q11 Q&A document, Q12)
c. EU ASMF work sharing pilot
d. ICMRA Generic Drugs Project
15:30-15:45 Afternoon Tea break
Workplan/projects - updates and discussions (continued):
e. (vi). Project 16 (scoping document for a common WHO
15:45-16.45 | 9. ASMF/DMF database
Including EDQM demonstration of database
EDQM
16:45-17:15 | 10. | IGDRP ASMF/DMF WG discussion/presentation TGA
MONDAY 9 MAY 2016
Biowaivers Working Group Day 1: LOCATION- ROOM 300
Time
& Topic Lead
Agenda item
9:00-9:15 1. Welcome/Introductions HC Craig
Simon
Review of agenda/minutes: Lead/s:
. HC Craig
9:15-9:30 2. a. Review of agenda
Simon
b. Tabling of the minutes from recent teleconferences.
Governance: Lead/s:
9:30-10:30 3. a. Tabling of the updated WG members list HC Craig
b. Review and updating of WG workplan Simon
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10:30-11:00 Break/Photos
Workplan/projects — updates and discussions:
a. Post Seoul Nov 2015 action items: Lead/s:
11:00-12:30 | 4. Biowaivers working group to prepare a proposal on the | HC Craig
expansion of scope/possible new working group name for | Simon
endorsement at May 2016 Strasbourg meeting. [Lead: HC]
12:30-13:30 Lunch
Workplan/projects — updates and discussions (continued): | [eqd/s:
13:30-15:30 | 5. |a. Differences and similarities about the BCS biowaivers | HC Craig
and the expected paper Simon
15:30-15:45 Afternoon Tea break
15:45-17:30 | 6. Workplan/projects — updates and discussions (continued): Lead/s:
HC Craig
Simon
End of work day 1 for Biowaivers Working Group
TUESDAY 10 MAY 2016
ASMF/DMF Working Group Day 2: LOCATION- ROOM 200
Time Topic Lead
&
Agenda item
9:00-9:30 a. Welcome
11 | p, Recap of Day 1 - discussion/questions on topics from TGA
Day 1
Review of agenda/objectives for Day 2
9.30-10:30 | 12. | Continuation of discussion of Project 16 WHO
10:30-10:45 Break
10:45-12:30 | 13. | Discussion on topics of interest HC
Sharing of confidential business information
12:30-13:30 Lunch
13:30-15:00 | 14. | Discussion on topics of interest TGA
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15:00-15:30 | 15. | Other business: TGA
a. Update WG workplan (tasks/projects)
b.
15:30-16:00 Afternoon Tea break
16:00-17:00 | 16. | Other business: TGA
a. Preparation for the presentation to IGDRP Steering
Committee
Advice to Steering Committee on whether public statements
from the working groups should be consolidated into the
one IGDRP public statement from the Steering Committee,
and not as a separate working group public statement.[tbc]
End of work day 2 for ASMF/DMF Working Group
TUESDAY 10 MAY 2016
Biowaivers Working Group Day2: LOCATION-ROOM 300
Time Topic Lead
&
Agenda item
9:00-9:30 1. a. Welcome Lead/s:
b. Recap of Day 1 - discussion/questions on topics from | HC Craig
Day 1 Simon
c. Review of agenda/objectives for Day 2
9:30-10:00 2. Regulatory updates: Lead/s:
a. Each agency to inform about any changes or notable | HC Craig
updates in their biowaiver-related processes or Simon
regulations
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10:00-10:30 Projects — updates and discussion: Lead/s:
a. Additional strengths Biowaiver paper (TGA draft) a.TGA
Discuss and possibly amend. Christopher
Crane
10:30-10:45 Break
10:45-12:30 Projects — updates and discussion (continues):
a.Biowaivers for dosage forms Lead/s:
b.Review of questionnaire and comments HC Craig
Simon
12:30-13:30 Lunch
13:30-15:00 Discussion re expansion of scope of the WG. Lead/s:
HC Craig
Simon
15:30-16:00 Afternoon Tea break
16:00-17:30 Wrap up: Lead/s:
a. Discuss update to Steering Committee HC Craig
Simon

b. Advice to Steering Committee on whether working
group public statement should be included in the one
IGDRP public statement post Strasbourg meeting, and

not as a separate working group public statement.

End of work day 2 for Biowaivers Working Group

TUESDAY 10 MAY 2016

EU DCP / CP Information Sharing Pilot participants — Evaluation of pilot: LOCATION- ROOM 400

d. Post Seoul action items:

e(i).Agencies to compile the additional questions asked by

Time Topic Lead
&
Agenda item
17.35-18.35 Evaluation of pilots:
a. What applications have been received
b. What has worked well, what were the challenges Lead/s:
c. Recommendations for future of pilots and/or lessons | EU/TGA/HC/S
for future information sharing pilots M/TFDA
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their evaluators and compare to the EU reports and to

other participating agencies at the May 2016 Strasbourg

meeting. [Lead/s: tba]

Evaluator discussion on applications received under DCP

and CP

Wrap up:
a. Agree on update for Steering Committee

End of work day for EU DCP/CP Pilot participants

WEDNESDAY 11 MAY 2016

Steering Committee Day 1: LOCATION- ROOM 500

Time
& Topic Lead
Agenda item
8:30-9:00 Arrival at the meeting location
9:00.9.30 Welcome and introductions Chair (EDQM)
Presentation on EDQM
Chair (EDQM)/
9.30-9.40 Review and endorse meeting Agenda
Co chair(MFDS)
a. Endorse Minutes of 2™ IGDRP meeting in Seoul Lead)/s:
(Nov 2015) a.Chair/Co-Chair
9.40-10:00
b. Update on action items from the 2" IGDRP | b.TGA Mariana
meeting Gebara-Coghlan
Presentation/s: Lead/s:
a.Updates on IGDRP website and Google analytics | a.TGA Mariana
10:00-10:30 report Gebara-Coghlan
b.Update for Sharepoint: Swissmedic seeking an | b.SM Chantal
updated list of Sharepoints users Pfaeffli
10:30-11:00 Break/Group photo
Lead/s:
ASMF / DMF working group update: a.TGA Mariana
11:00-11:30 a. Endorse work plan Gebara-Coghlan
b.Endorse documents for publication (as applicable) b.TGA Mariana
Gebara-Coghlan
11:30-12:00 Gap Analysis Surveys Lead/s:
a.Regulatory Gap Analysis Survey a.Anvisa
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b.ASMF Gap Analysis Survey: discuss and finalise next

steps for the survey.

b. TGA Mariana
Gebara-Coghlan

Biowaivers working group update:

Lead/s:

12:00-12:30 | 7. a. Endorse work plan
a.HC Craig Simon
b.End d ts f blicati licabl
ndorse documents for publication (as applicable) b.HC Craig Simon
12:30-13:00 | 8. IT Business Needs working group update
13:00-14:00 Lunch
Updates on information and work sharing models (EU
Decentralised and Centralised Procedures Pilots): Lead/s:
14:00-14:45 | 9.
a. Experiences to date, procedures document and | EU/HC/SM/TGA
webinar
Update on ACSS Consortium — Generic Medicines
. a. SM Chantal
14:45- 15:30 | 10. | Working Group
] Pfaefflli
a. Presentation
15:30-16:00 Afternoon Tea break
Updates on other international initiatives/activities: Lead/s:
a.IPRF: update on the process for a longer-term
strategic approach for IPRF. a. Dr Petra Doerr
16:00-1700 ) )
11. | b.EU ASMF work sharing pilot IPRF
b.EU Peter
Bachman
Presentation/s by Observers
Lead/s:
. a. WHO Antony
a. Update on the recent WHO Expert Committee Fak
ake
17:00-17.30 1 guidance that have been published (WHO Antony

Fake)

b.Update on the recently circulated Comparators list
(WHO Antony Fake)

b. WHO Antony
Fake

THURSDAY 12 MAY 2016

Steering Committee Day 2: LOCATION- ROOM 500

Time
&

Agenda item

Topic

Lead
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8:30-9:00 Arrival at the meeting location/Welcome Chair
9:00-9:15 14. | Recap from Day 1 Chair / Co chair
Lead/s:
Note: IGDRP Terms of Reference provide that the May 2016 meeting
will include an assessment of the performance and impact of the
programme phase of the IGDRP, with the Terms of Reference to be
reviewed concurrently and updated pending a decision on the future of
the IGDRP post 2016]
a.i. WHO Antony
Fake
IGDRP Governance
a.Review and updating of IGDRP Terms of Reference: . )
a.ii.TGA Mariana
i.  Maintainin confidentialit o shared
g f y f Gebara-Coghlan
information
The WHO would like to suggest extension of the Terms of
Reference to include requirements to maintain the | b.i.TGA  Mariana
confidentiality of information shared during IGDRP | Gebara-Coghlan
9.15-10.00 15 | proceedings, or shared as result of participation in IGDRP
b.ii.
related projects or activities. (Lead: WHO Antony Fake) ] _
Chair/Co-Chair
ji. Publications
b.IGDRP Membership:
i. Report from the Secretariat on membership
and participation status of US FDA, Russia,
China FDA and NZ Medsafe.
ii. Review of new requests for Observers status
(as applicable)
] ¢ Chair/Co-Chair
c.Post 2016 — next steps for IGDRP Secretariat and the
management of the IGDRP website
d.Engagement strategy for industry and other
d.Chair/Co-Chair
stakeholders
10:00-10:30 Morning tea break
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