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Fy R H iz g BPRER AL BE T 8 ~ i 25 & AR S0 (0 BIPR fEt
R Ve R AR — 8 BIRRE R EEENE EE M e E g
(International Generic Drug Regulators Pilot, IGDRP)H 2012 &
4 AREREIMA » 7L 2014 48 11 HSEICm & - IGDRP JAaRss R
32 E B R > HA LT EMHS o B AR R g
(International Generic Drug Regulators Programme, IGDRP) ° [&
TREEE TS TN Z LT - s hn5e B A B PREAR R AT SH A5 ]
%1 International Coalition of Medicines Regulatory Authorities
(ICMRA) % International Pharmaceutical Regulatory Forum (IPRF)
ZefE -

H B H IGDRP 172 %] - BIRRMR S B H N R I0ES) R T FRAE &
B <:El [GDRP F& &% (Steering Committee) S ah S IHE L EEFIE LS
TEHERAN » TRSINE T 2 TAE/NHAD "Biowaiver Working group &
" ASMF/DMF Working Group ;> BEE24EE G ERA RS AE S 1B e h S
IS B S 2 B g i Ta e - gt 2014 4 5 A ER
FIWSEE IGDRP &% > I Fs IGDRP Ff ¥ EEpREE L et E R At
ZHEBERZ — o

R 1% 2 55 —IJE [GDRP &rskl 2015 4 5 H 25 HZ 28 HNF IR
AIERFEETHE S GRIVIN
T BFEIREREER DI s ~ B - 2755 - B -
R BN > WHO R kB - AR gk A E S hnsH SRR AH & Ao e
FEBSN - BLEEEERUAR EEE (CRETEM SO 6 - PRk
TIREITHR AR BT S > i S8R 0 IGDRP BPRE 748t

g EgIE Medicines Control Council (MCC)
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AR GHHIEILET 4 Ko7 5 B 25 F 26 HIPEATHIE T/ NS
i 5 A 27 2 28 HANETEE G - Safeam 2R - LU st gt
B AT A TR SR -

R EBNERE
— - Biowaiver TfE/NH &5

ARITAE/ANERY 2013 48 10 HFEG LA B Esi R0 - H
AIAEIR D N\ BGa BB (R T ~ [ ERER BB S A ORI R A
BEE - Z2IL biowaiver B > BILIGINARER HhAREC ¥R
Ae AR RS S e 2 BRI M A - ARERRNY S H 25 2
20 H#EFT > S X 0B g E m N E 0 #t ¥
Biopharmaceutical Classification System (BCS)-based
biowaiver Z#EHELAFEBIAEL TE 5 - 2475 B biowaiver
B SRR AR 2 B am PR B M58k > HLIN BCS-based biowaiver
HHER ZR (B 5 B SR ] F VB /NN 2 Sl R AR

EEER - BRI G HEIEF L (FHREE foreign reference

product ~additional strengths biowaiver BURFEEMIZS biowaiver
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ERSH 3 AASEBIE  WEBEBFEEEEE— - 54
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AR S e R T &R ES biowaiver °
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R 1E T SR -

(3) HASPMDA %R - HAJFEA %3 BCS-based biowaiver » Z4
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TSN R SRR » BT E AT LR
S AR R SRR RS2 .2 1 - BCS-based biowaiver
R EEER Y — - ETFH R #E - 1R
RACERNERT 2 2% -

(4) VHO HIREHELE SR I M S VA BRI [ 1 - R
Akt 5 biowaiver HATHFIET -

(5) FE[EK FDA BfEAR S AR TAE/INEE S » AT fFERBE R
SIEMEETH BCS-based biowaiver 5§51 > HHEEFEIELEL
BN IE g e — 2 -

2. BERAHE biowaiver JARER T & W HRNFIEIH]

ARITAE/NHEFEHEME A EEREZ biowaiver HHERE
AL~ BEAEER SORMREOK > WSS Z ot > AR
iR IR MCC TRl e BT R As = 0ERE & 25 [ PR A
FEOAREEIEIE °
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. Foreign reference product HYFEEEL

FH S B PR ER A G T S5 2 3 FEE B T B Ut » SR B 3
bR EChy o ARG SR Ry S IR S PR AR A 25 B 2 4
RERE LR E UL > BRI R EE Z W A RE R A TR KBS
o AR E AT > BRI E R SER = T
F IR A 2 SR Y EREEAR T~ DR AR DU
MHEAEN A & EAM 2% - s MG R WHO fBhBeE - 10aA
BEEHRE - LEZE I6DRP 23Xy = F-& Sharepoint » THIE
IRFY I 2RI T s T T o o
. Biowaiver for additional strengths
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1. THRAERFMREAR i AI4HER IPRF S ICMRA B S5 BER AR EE T 1H

AR ek i Swissmedic KN TGA 4y Bl # &
International Pharmaceutical Regulatory Forum (IPRF) K
International Coalition of Medicines Regulatory
Authorities (ICMRA) 2 TAE¥R N o IPRF 2 T{FEEBEE B L

8



A RCBE AR BV AFR R - L AR/ INGH O T e L B o e PR Bk
B5 53R (GCP) ~ 4 HE A (Cell Therapy) ~ £ [AJA % (Gene
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HEE A BUE RS F MRS EE BUE ILESRE - W IIEA
IR LR RES | (R 2 27518 - ACSS &2 TAF
HiEF27% IGDRP BN e FR AL TS - HBIUERE
B 4w 4t 5] 28 & 51 2 (ACSS Decentralized Registration

Procedure Model) ° Eil IGDRP “N[E]HYAE » ACSS fEFisete s P AR

M



gy > FTEISEER 0 H ACSS DU EF S £ 22 pl 2% i 3L 35
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F R ZE L A 5 A (DMF/ASME Quality Assessment
Report Template) » MiFEATA TIE/NHER EEISEER - 5%
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THEHRF SRR HAT] - SC Sk P BN A LI/ AR 2 22
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H—EEAE o ASNF/DMF TAE/ NSRS T A 77 [l e 28 22 4
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. Biowaiver TYE/NHEREHR S
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. Information and work sharing models: BREREEZZEit[EFE
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FIIEZ BE LA A B MERE Fy Medicines Control Council
(MCC) » EENH g4 FE MR National Department of Health
Z R o MCC FEEH A M KB 2 2R B E e - W
HELE - (7 RV W ETIEE - MCC HIR Y o BT
AR EERAE WHO R EUHE 2 AR o Ry HGE E R B S RIS
TN E NAERER > 2016 G2 MCC #F& 17 National
Department of Health Z4b - t&8 & South African Health
Products Regulatory Authority (SAHPRA) » Wik I7 Institute
of Regulatory Science > BEEMRPIEMFE KEE - AL H
REBLE SR SUETTEAF -

2. ZaZiBoNa ML EHBE SIELHER

REVE4HESZHIEN P ER Zambia ~ Zimbabwe ~ Botswana 2
Nambia PUEEY 2013 FEREIT - FEHFTETTAYILEEEHHI T -
DIEFIEE 61 THEER - Hop 11 JHELCDIE Bkl » FE
IR R EBIUE H « BRIt 5 > 3% S {FARER B WHO &1F
2B WHO collaborative procedure > £RFH 355 (FEIRF 1% U
Ko WHO #975=X » H1 WHO $2 Hias s e a5 U B R 2R 7 =UES T
HLEIHFA o ZIE AT A RO RN R EE LA U BT 0 TR
BFF24Y 90 K - 554h WHO 2 Hf WHO facilitated SRA
collaborative procedure > B[IFH WHO 58 B8 ) 24158 32 2 B %
(Stringent Regulatory Authorities, SRA; E[J ICH & & -
BFEEE - HA - BISEED) [ BT 8 &8 &0 IR R BRaT
DI FE B b A A 2 FE A -
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BRIE EAC-MRH B& &AM AT &=

KNEAFLHEE 4T By The East African Community Medicines
Regulatory Harmonization Programme (EAC-MRH Programmme) °
Tk BEZ @ 5E Burundi ~Kenya~Rwanda~Uganda & Tanzania>
WAEMEETE PR — B K B EE AR B E (Bast African
Community Medicines and Food Safety Commission) @ HEY{E
IR R IR 2 B S i AR S B B — B - sZsTEC 2015
1 AERCERTAEIINPAEEAT - H AT IEB G 25T BN S E PR
RN ERE > DFENAZGEZLFAEE - LFEEE
el PR & S EAC I — A NEREE - Ik
notification for registration (SR THEES » WAE=(EAN
SRS ERZAE o BREELLIL[E T EHISN - SRS
1E GMP EAZ LA | B B3| LT A F B ZaZiBoNa FH[E]
FAC 2 B8 WHO & {EZE&ETEE - 1Y 2010 & 2011 FFfE]5ER 2 TH
S HERA  PHEEAREL S TEH 5 555 2013 2 2014
RSB 5 THEE L LA A - P EEF GRS LA -

2~ LSHEERR

KR GlEERI% 2 55— & ICDRP &% 1F Biowaiver TIE/NH &%
KEbag@alamBig s - UM T SRR EX R EH

iy - EHMERES o UNESIARSH IGDRP & 2 i A0 F5d

R

1. BREERFEEBRERNELERSE IGDRP B R HEEILFE
EEtE
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AR o RRIERHEIEIECERE 2 Mrs - iRt - (HAF
BECRARE - DHAR S HE E it AR sE e p L Al & i ] -
AR SR DA I [E & 45 g - thAEHE T IR 2 B R R g4
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2. BiEEERILREFEE TR LIFER - hithEsm EiiRiE - ACSS K
FENEREFEERRER S

ARGk T o IR B R PE I 2% B A i S (A A AL B ]
HaE BB A M - B WHO Z BB T \TEREINRAE
SECLTIENEZAY BT o 55 ACSSCEEMN ~ MIEEK ~ Hit Ko
s & R AT AR AE BT AR A2 B 1% - E58K confidence
building » BIA] G AH AR 2 28 AR BALE R > MR AL e 22 [F)

AR A B A T BT - T AT A B S o T RIEL[E]
Fwa 0 ARV EE A EE  FER R AR REE my b
THAEI MR R B A RE BAHBES - USRI R B B
BFRIBET » AHERNED -

3. ELEEMEREEAFILER » FrEEsTREIEE S E AR SR
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1. Biowaiver T{E/NMESHHE

1*" INTERNATIONAL GENERIC DRUG REGULATORS PROGRAMME (IGDRP)
BIOWAIVERS WORKING GROUP
VENUE: The Farm Inn, Silverlakes
Pretoria, South Africa
25™ TO 26™ MAY 2015
CHAIR: Dr. Crag Simon, Health Canada;
(CO-CHAIR: Dr. Alfredo Garcia, World Health Organization (WHO)

Day 1: Monday,25 May 2015

IGDRP ASMF WORKING GROUP

Venue: The Farm Inn, Silverlakes (Pongola Auditorium)

) ) Presenter/Discussion
Time Topic
Lead
7:30-8:30 Greeted by MCC

Refreshments outside Auditorium

8:30-9:00 Arrival at meeting location

Welcome Introduction, Adoption _ )
9:00-9:15 ] Chair/Co-Chair
of meeting agenda

Regulatory updates:

Each agency to inform about
9:15-10:00 changes or notable updates in All
their biowaiver-related

processes or regulations

10:00-10:30 Morning Tea Break

Updates to BCS-biowaiver
10:30-11:15 evaluation template + Feedback | Chair/Co-Chair

from users of the template

Discussion on BCS biowaiver . )
11:15-12:00 ] o Chair/Co-Chair
scientific paper

12:00-13:00 Lunch

13:00-14:00 Information sharing from EUFEPS | WHO

17




Global BE Harmonisation
Initiative Conference and
potential areas of interest for
WG

Using Sharepoint as a means of

14:00-14:20 ] ; ) Swissmedic
sharing information

14:20-15:00 BCS Technical Discussion Chair/Co-Chair

15:00-15:30 Afternoon Tea Break

15:30-17:15 BCS Technical Discussion Chair/Co-Chair

17:15-17:30 Wrap up of Day 1 Chair/Co-Chair

End of work day 1

Day 2: Tuesday,26 May 2015

Time Topic Presenter/Discussion
Lead

7:30-8:30 Refreshments outside Auditorium | Greeted by MCC

8:30-9:00 Arrival at meeting location

9:00-9:15 Recap of Day 1 Chair/Co-Chair

9:15-10:00 Foreign Reference Products Chair/Co-Chair

10:00-10:30 Morning Tea Break

10:30-12:00 Foreign Reference Products and ) _
Proportional Strengths Chair/Co-Chair

12:00-13:00 Lunch

13:00-15:00 Future directions of Biowaiver
WG- future projects, Chair/Co-Chair
participations, etc.

15:00-15:30 Afternoon Tea Break

15:30- 17:00 Updating workplan to be presented ) _
to Steering Committee Chair/Co-Chair

17:00-17:30 Wrap-up

Summary of action 1tems, projects

and way forward

Chair/Co-Chair

End of work day 2

2. Steering Committee €iEHiE
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Day 3: Wednesday,27 May 2015

IGDRP STEERING COMMITTEE

Venue: The Farm Inn, Silverlakes , (Pongola Auditorium)

Time Topic Presenter/Discussion
Lead
7:30-8:30 Refreshments outside Auditorium Greeted by MCC
8:30-9:00 Arrival at meeting location
9:00-9:15 Official opening and welcome MCC
9:15-9:30 Round table Introductions All
9:30-9:45 Adoption of the Agenda* Chair/Co-Chair
9:45-10:00 Adoption of Record of Discussion of | MCC/HSA
7" IGDR Pilot meeting
Objectives of the 1" IGDR Programme
meeting
10:00-10:30 Break/Photo
10:30-11:15 Update and discussions on recent | Swissmedic/TGA/HSA/HC
developments:
1. IPRF
2. ICMRA
3. ACSS Consortium -
Generic Medicines
Working Group meeting
11:15-12:15 Reporting of ASMF working group TGA/WHO
Feedback on ASMF gap analysis-draft
paper-Work plan endorsement
12:15-13:15 Lunch
13:15-14:15 Reporting of Biowaivers Working MCC/HC/WHO
Group-Work plan endorsement
14:15-14:45 EU ASMF Working Group Update EU
14:45-15-15 Discussion of the Outstanding CO CHAIR
Action items from the 7" IGDRP
meeting
15:15-15:45 Afternoon Tea Break
15:45-17:00 New phase and future of IGDRP: IGDRP Secretariat/All

e Review of Terms of
Reference, Membership, and

Operating Procedures; brand

19




management
Recommendations for the Future of
IGDRP

17:00-17:30 Draft WHO paper list of comparator | WHO

products
17:30-18:00 Public statement Chair/Co-chair/All
19:00- Dinner

End of work day 3
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