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Jiirg H. Schnetzer, Swissmedic

11:00- 1145

referenca :

9:00-915 | Official opening and welcome Lembit Rago, WHO

9:15-930 | Introduction and welcome Mike Ward, Health Canada
— International Phs:lnnaceutlcal Regulators Forum (IPRF) Petra Doer. Swissmedic

9:30-10:00 s Introduction and update

10.00—10:30 | Discussion on rules of membership and [GDRF tems of |

Update on progress / outcomes of Consortium Generics

‘ i Gonsortium members
face to face meefing

1145 - 1215 Information and feedback on IGDRP SharePoint solution | Gabriela Zenhdusem / Cordula

. | {how to use the features) Landgraf, Swissmedic

aE_ 12 , : Joyce Wang, Ministry of Health
12:15-13:00 | New Policy for Generics and Welfare, Taiwan

‘ SR L g | M G R g ki R e

14.00-14.30 | List of Prequalified Medicines Rutendo Kuwana, WHO

14:30-15:15 | Active Pharmaceutical [ngredient / DMF Antony Fake, WHO

15.15-16.00 | Reference Product Truus Janse-de Hoog, MES
01000 CofebBreak .~ aNEs
16:30-17.30 | Regulatory GAP analysis Ana Carolina Manno, ANVISA
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:

aﬁonal modules for Iéﬁ%P

Regional initialives:

9.00-09.30 | Work Sharing with low and middla income nations, pros | Milan Smid, WHO
and cons
9301000 | Performance targets (information gathering) Mike Ward, Health Canada

10.00 - 10.30

Faa R

PAHO initiative " | Mike Ward, Heafth Canada

LR

Challenges with a refarmed pro

Working Groups: Drug Master File and Biowaiver

1400~ 15.30

1.00-11.30 unintended consequences g v Bill Turmer, TGA

11.30-12.00 | Communication strategy and Stakeholder Engagement | Mike Ward, Health Canada
1200-12.15 | Swissmedic International Standards and IT-Roadmap Gabriela Zenhausem, Swissmedic
1215-1230 | Regulatory Update by Health Canada Mike Ward, Health Canada
1230-1300 | Follow-up on work sharing (DCP) Peter Bachmann, GMD/h/BFArM

Drug Master File '
- Tems of References Manana Gebara-Coghlan &

- Objectives ‘| Members of the Working Group
- Plans/Agenda

Biowaiver

- Temns of References Craig Simon &
- Objeclives Members of the Working Group
- Plans{ Agenda _




900-1045 | Feedback/Wrap-Up Working Groups Al

Cordula Landgraf & Gabriela

10.45-1100 | Staft Exchange Zenhausem, Swissmedic

Paira Doa, Swissmédic
Lembit Rago, WHO

11301230 | Action ltems / Decisions

O WHO Dr. Lembit Rigo F27REA#F IGDRP > 82 - 85 Juerg H..

Schnetzer (Swiss. Agency for Therapeutic Products, Executive Di_rector)ﬁ;'ﬁ’fﬁ
V4B Swissmedic }= H €2 B85 » Health Canada Mike Ward 367
AR 98ER IGDRP 2 RTINS A EE B AR s - ARAK
IGDRP T B A EAR A MBI ICH) SHEE T » MR SMENE
(D H Tnternational Pharmacentical Regulation Forum (IPRF)F FE Dr. Petra

Doerr fEZE:REH [PRF 19552 B B - [PRE [ %% ICH regulation forum
BB O o SRR B B ARAS » AR IPRF - Dr. Petra
Doerr JA¥f 2+ IRPF 5 [GDRP £5EE MR - PRF St
[GDRP W5 A& BRI &3 Lembit Riigo %238 IPRF £ IGDRP
FBEINMER RGN LIEURSERAT & MIHERI L — @ty LIF
P& » Buropean Commission (ECHR7% Sebastien Goux /e B Hig 225
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(3) HEEEHI— TR - Mike Ward $5H H AR RIA S WA S5 AL - B
41 ICH ~ APEC - PIC/S % » FEMSLEE T{F - 53730 IGDRP 2 TAF
A2 (Operation procedure) B14H & FEAE (Terms of references) » MikeWard
Bt TGDRP =4E pilot Btk » BHE & BB R AFRIIA

steering committee; 78 IGDRP 2 BIEAR B A FR&IFR A & S 35
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B

(1) M TGA Bill Tommer R PIED NE Br%GH-E Swissmedic ¥THTEE
Health Science Authority ~ fiI& A Health Canada ~ 33 Therapeutic Goods

 Administration)Z TAEHETE + 215 DMF Hi3##8% « STEIE
biowaiver -2 BCS Class I » III %ﬁ%ﬁﬂ% ! Bill Turner B2HH 2R T /¢
ﬁ;rZA‘z?i el SRR BN R B A BT ~ A TERF
1T - |

(5) Swissmedic %5 IGDRP %17 —& B TAE#E R4 T £ (SharcPoint) » [
Swissmedic MEABLATEPE LIRS - ATERAMLE
IGDRP FEfE& 35k - Hlﬁjﬂiﬁ@ # L1E ~ 5Vam M E eI R
R B O] B A SR THE IR FHRRBE 18Ry A6 R 8
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6) TREAE#E LS R A SRR Y B s DA
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g PR R 22 BT BE SlB0F B 2 RIS K ST ~ FRENERH
BCS-based biowaiver 27 5% BLR Al DA R RIE] DME HEBHHGAZ » Hofth il
FFE] DMF abbreviated review procedure REFE RAGHES » B
BT LABE -

(7) WHO Rutendo Kuwana J& 1535 prequalification program » €45 EOI
(Expression of Interest) ~ SRR AR (Very priority + High priority) &5 »
3R A& e [E RS A TSR < BRI FHES WHO pregualification
program ©

(8) WHO Antony Fake 541 WHO #¥% APVDMF HYRAE - WHO El’j API 7]
FALAIE 3458 — FARX TR LS (U8 APIMF procedure) » APIMF
procedure AI/VEEBEEE - HEEEHFH APIMF FFAERY -
WHO API/DMF F& & A RS BIEEABHE - lEREM - % -

A Fe o B~ ol A B PR R FEOR I - B LS T
492 (LA BB 2R B E & - APIMP SR 55— Finished
Pharmaceutical Product(FPPY@ H EaRH A BF AR > AP AWl
B IRRTRHIER GMP 3835 5 $HEMELRT - Fi%SH » Reproductive
Health BCHEHEE5 i emE AP AR R FREE > 220 » WHO 7 2010 £ 10
H B! pilot project of API prequalification BARESR APL /B K1 & GMP
5K » 55 GMP 2 &#% » L AP BB BB 1R = 4F #E1T » GMP
ZERZHER IR - (HAER AR AP] S T -

(9) BRI Reference product 2 #EA] » WHO FRBRIEF B B/ MNEZ T 5 R
5 Reference product 2 RGRE » TGA RIEIMECRMN SR EE L > 85—
244255, 2 roferonco product » Hoalth Canada 68851 1 8%
KR4I A IGDRP 1% -
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(10)E7G ANVISA #5425 Gap Analysis 655 » (IR IBLE A 2 ABIFmR A
FE BT IERE - DAERHT Wﬁiﬁigfﬁiﬁ A HA R RE
Z B ~ ¥ Gap Analysis A% » BIEE BT RE=00
NE -

(11)WHO Milan Smid 43 82U A regional initiatives 2 T {E4ye
(work sharing) A B2 #E8) prequalification program = &K » WHO $RRI#E
BEEANE ~ SEHEGE - BV (emplae)F 0T > &AL
FEM BB > TAERERA B2 EHAERE < PUBERIEZE - Mike Ward 15
H IGDRP EIFERYERSEEL WHO AHIA] - BER PR EC B AHR S vl ge e
% (B 7R B R R A A2 2N ERY - 5591 > 22 BRI work sharing |
— 8 < TEFINETTEER » WHO 225 work sharing 4R EEH HAIIRER
firZ SPAGEE R LARIBA R R : DUB/ N 2 b M R BB F P T
SR R S N E R OHIRE, - BIR%) - BUBMH

 RRBLES FERR - | ’

(12)7% 5 IGDRP =4E3ATHARMS 4558 Mike Ward $2.4 performance targets
1€ DA ANVISA Gap Analysis §5 5155558 parameters BAR,
benchmarking 5= » Health Canada B €& ETAE TIE -

(13)Mike Ward 7M483H 3545 4: 48 (Pan American Health Organization, PAHO)
2 Regional Platform on Access and Innovation for Health Technologies
(PRATS) » PRATS BEXL{tIFA AL (NRADIFABIAR, (Non-Public
Information) 38 2 R M- HEIE BRSSP & PRAISsec> ATH7{IE IGDRP
work sharing 655 » BUSHUL R LA - |

(14YTGA Bill Turmer R 30 SR — 814332 TGA ik IRA(e
EEatan - SR ECTRE S s Hl R ’. MR EEEA BB
Zﬁ[‘ﬁ%(timelin@ﬁl ST A ESE I SR R o A T772: ~ TR B I 12
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5 B e R RS B S W e A S R
HE2E - HNEERERERER A2 FEE HJEEE??‘EL,LEA
prescreening B IEFUA (I BB A IR F - AR % P dn £ > Health
Canada 82 Swissmedic F 5 I ERHEZ 1 Bilh  BIERIFTRER S
{6l ¥Es - (EEE AR E -

(15)Petra Doerr £ Mike Ward #3 IGDRP Interim Operating Procedure IGDRP
IS 2014 FFIEESER > BOILZ AR RN &k » SoBAKY steering
commitiee ¥ B—EERT % working group leader TT AR J7ZAHHEE o

(16)Gabriela Zenhausern 75 Swissmedic 8} work sharing #5245 b(Standard)
Z 8 ﬁi’ﬁbﬁ%@ﬁ%—?ﬁ#ﬁ%ﬁf b~ S UER A BRE G AR DA R
HINE A7 AL B85 - 5 Swissmedic FAETRE] » 2ER-LD o-CTD
format 3%« FEEZEEILAHER SR FEHRY 20% » Hrb U 80%:2& NCE
H3E - HIRR ] AR IR SRS moR B AR - &R ELgE
e-CTD Feif -

(17)Health Canada JA € th 43T %mﬁé?iﬂi 3%, » Health Canada &E4E 47T

300350 FEE gL A -  YREAER - Hoalth Canada BERFK
143 7E performance targets * BIAIRE ﬁﬁﬁ'%%?ﬂ#?'ﬁéﬁﬁﬁﬂ%@ﬂﬁaﬁ o
&%{Z@E’Jiﬁ?ﬂ&lﬂfﬁ ’ LLLJEE’/'\%FH‘EE TBIE - B SW1ssmedlc
$i[] work sharing 2N ASERF(FTER 2 B85 > Health Canada EIFE
AERA pilot 56 2012 4EBHAIET 5 South Africa HISIH — 505 APL 2
#RFE > Health Canada [ W E IE4Y 180 HEX -

(18)Peter Bachmann 148K decentralized procedure (DCR)&IIE » BT {E
* work sharing #7, - TGA 1 Health Canada 2SI B > BOEET
LILHET S B DCP $IE > A7 &R & B4 DCP 2
7% B FESE R ACH K confidential data exchange) » Peter Bachmann &[4
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JERGAEER R b IR A SRINAZ ERET A Z &
Sﬁ'fijﬁ@iﬁ,%iﬁﬁﬂéﬁizﬁfﬁﬂﬁfﬁ » 5940k IGDRP 2 & o] LA—{@l#E
ARSHDCP  RE A& HSRREG UERBAGEFLMES

SR -

(19)TGA Mariana Gebara-Coghlan ~ Héalth Canada Craig Simon 43 Bt DMF
¥4 Biowaiver T{E/MASZ i TIF L) - &Iﬁékéﬁilttgl
FE/NGRL > Bl T/ NS T T e MEZ AL R TRt 5 53
Craig Simon #2353 Biowaiver LAFvJ 1 ANVISA 58K Gap Analysis
DA Table IX of the AAPS Journal article on International Guidelines for
Bioequivalence of Systerically Available Orally Administered Generic Drug
Products 1R BCS ¥ ER AR - & BN AR AR AR I R —
BCS-biowaiver JEEL » 55 AAFT R M AIER BCS-based biowaiver ©

(Q0)ANVISA S ZEFEEATE ROFERAR  BaHEE A B RREEEE
3k ~ BT T TR o CTD 75 BB A -
s EF 5 77 204 B i 5 (simple application) #4484 # (complex application)iy
HETRE - 28BS S KEIENZBEER - URVEAER
ANVISA $2 5 BRI #ET 32 B S (E A - 2014 SFE tkrRidhia
Health Canada 22 BRES145 125 » Mike Ward 3202 » iis35at6:0) 30 S
MRt E &N FE%EEA FREEFRY work sharing J7A » FUAT-—{E
IIEAY MoU/RE R B T fE I ErA B H  WHO Mgt B E %
B B TR R AN 2 A AR
£/l » IGDRP SharePoint $(t BISTHAEH (G A FAS N ZEEA
SRAHIPE Z AHRE AR - |

QDB KRR R TR (S TMICDRP &3 I - R
IR E P S A 2 281 - WHO ARHEEA SRS E
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2. Gi&EBIEEE WE%%JEBEEUB%E@?K%EF#% International
Federation of Pharmaceutical Manufacturers & Associations (IFPMA) @ [FPMA
B e BRI SRR R AR e £ LA,
B iiEE - EY - TR - AEE N R EE - S YEE giER

IFPMA Regulatory Manager, Caroline Mendy ~ Biotherapeutics& Scientific

Affairs Associate Director, Janis Bernat & Innovation, Intellectual Property&

Trade Policy Analyst, Chiara Gherardi 6473 [FPMA FE¥E TAEGE > 5
ELETEE ~ B SRR S EETERSS ) IFPMA WHRERIERE
PO B A S B MBI S AR 2 (20144 8 %5 16 @ International

Conference of Drug Regulatory Authorities, ICDRAs &5 °

FE&RITHY 10258 11 A 1 2B i EEER 2 s S s

Lx(Novartis Institutions for BioMedical Research , NIBR) » SEhaRiE T ¢

. ) Welcomne Lead: Mohammed Mansaray
09:30-10.00AM the DRA Head AMACILACa
|. - . . ' Michael Rotte
_ . WS.J-Fabriksfrasse Novartis Institute for :
10:00-11:15AM 10.1.40 1 Biological Research Global Head of Biomarker
Development Office
11:15-01.00PM WS 027.2.016 Campus tour and Iunch '.
_ s  Michael Krumme
) . Continuous Head Confinuous Manufacturing
OT00-0300PM | wo)np74015 | Manufacturing Uit Unit
(tbc) -
. wisil
02:0002:30PM |  WSJ.027.2012 Lead, Mohammed Mansaray

Closing remarks

DRA Head AMACLACan

NIBR 225K | REERZ — 2 SEEAT] (Norvatis) 2 BRBERRAFHLS » 3
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Bk 27
(1) TAFEE (work sharing) © MR G2 K & A RCEREAE
B R EA Y SR A A BT Y TF
HIEA TR - 538 - EEERR - EHAREERRE
FRETT » WA IE 2 -
) EHRS - TR AN B SR A LA TR
T 2 T RS B S
(3) TR © A LM T BRI £ T7 (S 2 b,
B« BRI ABTH  EEAT WA SRS B
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