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H T EHERE S8+ E5 IGDRP(the International Generic Drug Regulators Pilot)s 2012 ££ 4
HEIL > W 2015 FEEEERRETE4H4S » 448 IGDRP(the International Generic Drug
Regulators Programme) #E7%I{% 1 IGDRP K~ 2015 4£ 5 H ~ 2015 4E 11 H ~ 2016 &£ 5 H 457
AIAEEIE ~ FeE ~ ERER =G H® G PRI REEHTUEENL - T IAREE
ERARIELEE | 8E5ERL T BB R R B S LR TR T DME BEREE
BHEEETL |~ T AV EEABERIEYE | S5 - ISR E BN ER - A iNEE
A H DS R B R AP 555 -

AZZ(TFDA) H IGDRP a3 AR R fefix 2 il » 25 SR HT 35 B L E1S-25 BIKRE TEDA
55 IGDRP EREFEZ — » TG E G2 MEIETE  BERGRH SR - XF
IGDRP REFR5 (1055 10 H 17-21 HIREVG SR - FIREAL Raarg st f FE R
B Bl iR A4 M %2 B8 (The Federal Commission for the Protection against Sanitary
Risk, COFEPRIS) - Bigy A BHIEGE ~ B ~ JO=AR ~ BN ~ It~ HA ~ B
PG - B - FIE - mMEER SR T ERE B WHO (3% St
IGDRP ZFg7T 2020 HY#H &8 El (roadmap) °
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71 BRFELAERSE - SRV S Bl & 1F Z AR - IRRdlrtE &k - BRI
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FH 2% B 22 2 s R B Y 2012 4F4H 76> IGDRP(the International Generic Drug
Regulators Pilot)> 1F 2015 & 1E s A Byt HHU4H 4% (the International Generic Drug Regulators
Programme) ° IGDRP H FijHY 4H 3% 145 ¥ =5 €5 55 (Steering Committee) &z VU{#E T.{E /[N4H
(Biowaivers Working Group A= #efH F Mt BRis e TIE/NH ~ Quality Working Group a8 T
{E/INH ~ 1T Working Group BEE{ACHA- 5 T/E/NH ~ EU CP/DCP Pilot B ER B8 H: [F] 25 £ 22
HEEARE G S EMTIR/NE) - WHE T —& BEHEEILE R & H T TEER
FEZEENWRER T &G BBk —IRSH > 555 EDQM ~ 35E] FDA B WHO =
AHERAE Rt 2 B (observer) © BAFERR TR EI g 24N - HIHINE B BT
o e AH AR » AEHE SRS 0 S EIS DUE e BROE AR B A AR Rl i T fr i A B
G HEEIEEER . —20f  LEERLE - EHE THREFERER  FLE
AR~ B IV EERE SR B -

A s B IGDRP B8 e S0k 1 2016 4% 10 8 17 FI%E 20 F BT eF i 823
¥ B Ry 25 V5 BF A 45 4= 8 1 B (COFEPRIS) » B & 5 {7 (1 %5 & ¥ (TFDA/CDE) ~ 278
(ANVISA) ~ B (MFDS) ~ &K (Health Canada) ~ #rii#z(HSA) ~ HAPMDA) ~ ¥ +-(Swissmedic)
BUN(TGA) ~ BXEE(EDQM ~ EU) ~ ZEE(US FDA) ~ WHO ~ EHMithaE(INVIMA) © A H {55 B
AR ERAPEEEERFLR > 2810 H 17 H ~ 18 HWRAYSE TIE/NEg=R 10 A 19
H-~20 HWWRNTEZES -



A~ FAgBEECE

KRR EGFRILT /R E T » el TR/ NEETIH 2/ NE g - FRTWEZ
SHEHEKE - IGDRP VU{E TAE/NH 47 Al B Biowaivers Working Group ~ Quality Working
Group (J &y ASMF/DMF Working Group > PN TAE/NE(EB 70 22728 B fHE 0 -
TSR = i B PR ER 2 B AR S T2 3 B 4 Quality Working Group) ~ IT Working Group £
EU CP/DCP Pilot » FH} Biowaivers Working Group &2 Quality Working Group B & HE [ 85
B WEIHAZRFESI Quality Working Group FY/NAHES 3R > 55 CDE 3£
Biowaivers Working Group Z/NH &3 » sHAHRAZ QIR — > DU Bl Ersksssm i T2
i o

— ~ Quality Working Group

A/INETA 2013 £ERKTT > HAVIER 355 ASMF/ DMF 2 AHBE S (B0l SO 2K -
FHFEFEREF FEWRES) BUEISE R #Ea iR e gl fEmEases -
Z TAE/NGH ERTEEMN TGA K WHO {E Fo2L[E /%5 -

1. [klEE ¥ M E &R RT3 (ASMF-DMF database project)

(1) MHEIE IR CE Y EDQM BV &7 26 E(E AR ERZE 8 - 2
EXCEL £HYGHER) - ENRIIE P& FHHUEE -

(2) IGDRP K5t —H3745 DMF FPA RGN > S EEHABHESEIIALE

R -

(3) ARG MR Fiis i Bl g e o 28 - BEE MR 22 (B R R RaddT -
Bimatoprost Bortezomib

Candesartan Cilexetil Cinacalcet hydrochloride

Dabigatran Daptomycin

Desvenlafaxine Docetaxcel

Emtricitabine Escitalopram

Esomeprazole magnesium dihydrate Ethinylestradiol

Lamivudine Montelukast

Olmesartan Medoxomil Pemetrexed disodium




Pranlukast hydrate Quetiapine

Rosuvastatin Sitagliptin

Tenofovir Tamsulosin

2. ks DMF B35 2 E%E(Common criteria for filing of a new ASMEF/DMF)

(1) B3 DMF H1 3% 2 AREAE (3 16 T8): R[5 F 5> (Different active substance)
K [EEGHE (Different salt of an active substance) ~ ‘N [EE& F 57 (Different complex
of an active substance) ~ “ [E]HY H: S AYRE(Different co-crystal of an active substance)
N EA RS /K- &) (Different solvate or hydrate form of an active substance) ~ R [H]
EEY) 5 HOR A% (Different isomer or mixture of isomers of an active substance) ~ )
SHERE (Racemate of an optically pure active substance) ~ 4P ¥ RS > S F i
(Optically pure enantiomer of a racemic active substance) ~ ¥fHi B RHEHE (The enantiomer
of an active substance) ~ DUFT & il B& 18 & Bl DL S f B FA A% A [/ 2 £ oy
(Introduction of a new substantially different route of synthesis. i.e. resulting in a
different specification for the active substance) ~ Ef§ [F] A LAY b K ZEdh
B H # & (Different polymorphic forms resulting in substantially different
physicochemical and/or pharmacokinetic properties) ~ {F{a & 5 [FEY{ b K Zgdh 1B R~
[5] > $8&f)(Any other change to the active substance that results in substantially different

fr s A

physicochemical and/or pharmacokinetic properties) ~ 5 4l -~ FEHEE 57 77 (Sterile
grade of a non-sterile active substance) ~ FFHEE 4K~ B % 47 (Non-sterile grade of
a sterile active substance) ~ JFURHH Z B AR - P R 4 M 2 B o B

(Change/addition of raw materials of different animal origin (only where there 1s a

substantial change in the safety of the active substance)) ~ A~ [EFY 5z 4%t E@ R (Different

final specifications (e.g. USP standard versus Ph. Eur. standard))

(2) HEJHEETLHHY DMF 5585 > o] fF AJRA R o 5 o i 1A S B2 b R ZEE)
MR [E] > BUFE8E EE (Slightly different routes of synthesis which do not result in

substantially different physicochemical and/or pharmacokinetic properties) ~ &t £ AS 5]



BUS R AT RS - (F AR H A A E e B A% (Different manufacturing sites
using the same or similar routes of synthesis (i.e. same specification for the active
substance)) ~ A [EAVHRL T AN (Different particle size grades (this should be controlled
in the drug product manufacturer’s active substance specification)) ~ A~ [E] &5 g8 k& 25 EA
&t DL 80 L P B B R A 64 [5] # (Different container closure system resulting in a
different re-test and storage conditions) ~ EAMR & B2 K SEdEh B R [E] 2 885
(Other changes which do not result in substantially different physicochemical and/or

pharmacokinetic properties) ©
3. EREEREMNM4EEBIAN ASME/DMF 328 J7=

(1) E275: HH 2009 fERAtAAE 18 {EFRIEESIEE - 2 2013 SR INZE4Y 30 {5
I o R E RS ERAADUA CTD #8= » FoRl a8 By s ] BRI ER 55 o
Q) BN FREE FEERA NS ~ R HEETR - DU A AT B a4
H}gE& >~ Applicant Part 5z Restricted Part {8 2 [FfR 8% 2445 - {E1% v BS—4H 4R
% o BUN TGA FUREIRR B ERE 20T - 4 GhMRREN R 8EEE - i E s
BECHE > af[EIR AT Applicant Part > JRA#EEAGNT 2 o [FRRIEEM R 2 BT A& A&
B R AR s RN o 1 EBLEURISE Applicant Part #HRE 2 HEZ R
LGB o M TCGA NE ST FRl 8 F RE2EFFR - bt AR
R R I R 8E GMP 588 -
4, BREHEZEEILEIBER BRI TN ¢
Rl By R G T A IS - L R s e AR -
5. BUREBIREHEE:
HEREEENR 2017.03.31 giEEHE TS E -

_ ~ Biowaivers Working Group

AUNGHRY 2013 FERRAT > HEVER LA G EIPE I e - ORISR B SR R
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D NHSaABn 2 EEET - RELARRRER SR 2 A - 5% TAF/NH H AT ISR HO)
Fe WHO {E R 3L [E £ -
1. BEUERERER
(1) HAFIR HETEDIR R P AR ESEL ICH guideline —2¢ » HA ~ Hri - Hiag B
AT PRI BTG A
(2) TGA HATEAERT pa TR GEBIEE ~ BB MR EREHRAE A T -

1\\\%

i%11Z% > H BCS Class 2 biowaiver 2481 WHO 22452 BCS guideline FF&FR -
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(4) EU IEAERAE AR W R B e F BUAIAY 5 5 (528 - AEE & CMC K PK 45 - H
Al B0 BRI 2 20K Q1 ~ Q2 » EU FiEEEE Q3(microstructure)/Q4(the same
methodology) AV ZEK o FHIA SR &8 DU R Q1Q2 FH{EL - EU %" methodology”
HUR equivalence » KZIfi Q1Q2 RN—E L% - PMDA F7r H A B A & Sl A S
BAETES ] BEAEOR Q1/Q2-{HEK Q3¢ il USFDA Forix T EFHEET 2% product
BE recommendation » H: /1 2 ¥ J5 B F BRI > 42 5z Q1Q2 EFRLE A ELL
MR A - R R(E A HAMZK -

(5) Health Canada ##|/A &5 EHE IR E244 8578 i SN ZIR KM » SR i E R
[E B4 T ] 57 skin blanching study ©

(6) USFDA #ZE—{EHAH T 60 {i# specific BE recommendation © 45 & 5k 28 i 18 18
1% > BIErBH4AZE T-#8%5 BE recommendation © #5524 FiF BE recommendation &
RIERR - EFE PR - Fa P EGFREEA R A SR » J7%
HR&EK o FHFY USFDA —f%3K fasted BE+fed BE » {H)ZH BYIRUEN IR FE AT
BOM{EZSK fasted BE study © Alfredo 8)ft USFDA Fyfo]—1E 22 fasted & fed BE?&
BAEBEE P —{ER BE Mi—{E BEAYZEHI?USFDA B B(Api)F R imZm 1 E
{5 » {8 USFDA &2k flE - 25 T HATE FHA —Z M=K -

2. PRAIFEEIAN BT & E R B G 2 32 REELER (Acceptability of Foreign Comparator

Products):



1.

EU ~ USFDA ~ HAHIFe i R B2 B P b r e o R ¥ B 8 o T80 ~ ISR
FAIE ~ BTIIBRI SEB AR A R - BB G ZOREC T & 8L - e R A
FRBC R e HOAREEERY IR Edh > A ROFEEEEY NE ab & B RS8R - 1
GEE IR oA 2 RS R - BiFE I S R E B AT o Alfredo 3 - EU
1 Canada A & F£ 2 an_EHIEEGERG > B AR G SR — 2GR 202
EIBAYEDRY PO EE TR N A BOR e E BT - (HE R AR > Rt
ELRENT T B P AR A R N IR B S P R L S -

~ Steering Committee

PRERETL: [ 2016 FF4E » (JIH BN TGA 4582 2 F 2 FLERRBRTS - ZR1 TGA )75
/& > %5 IGDRP [RIAHAR B #EIM N N L SRS TCA R HESH Y &
JFE

FEER: RRAMARGHE (R EE 28#lE ) - §HEBREFEXFE
TiiEHE 57T SOP K HHELPE(ANVISA) B B EH#E » SERRINEF & AL Z iR L e itk
58~ RS ~ fRETRES - RESRAML TS B BN AR LA P (E U S - B FEE
IR 25 46 Hh B R At P TR D A M 2 B R {5 el R IR I Ry ey BB
BT RMER (BT IES B3 - Bl 8 2 G ReRE SR A IGDRP #y3t
Steering Committee FYFAEr HAZ: TCGA Forfskiiimmty 1 5 -

IGDRP HY4HSRERE FARKER: HHAT IGDRP MEACE AN » RyREFFEEF -
IGDRP/IPRF 2 PU{R#EErE (41 1-1 ~ 1-2 ~ 1-3 Kz 1-4 From)d oA (B B Eh (i 5% B £
%= KRR EE Y S —fE (&% > IGDRP #Y Biowaivers Working Group
Quality Working Group B3JF &~ IPRF HYEHA TAE/NHGAT) » B0 AN B AE &
i~ LIEr ZHMETFREE S - KR T —XRVEH H S g els g 5 EET

a
A
aff °
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1-1 ~ Option 1

1-2 ~ Option 2

1-3 ~ Option 3

1-4 ~ Option 4

5. TEHTEEER: 2017 £ —X IGDRP &7 2017 45 B 15 H~5 B 19 Hi i
KEET » B RGgHAEEMEE WHO FaE 1 BFE -
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P9 ~ IGDRP Workshop:
N2 IGDRP Workshop 1F 2275 &F Krystal Grand Reforma Uno Hotel 22877 » HeEr 3542
BEAH
- IR R R T B B T -
- f&/r IGDRP -

g

A B g F 5 BH AR Bioequivalence Working Group & s -
A B E 5 BH AR Quality Working Group &g #E g -

yEEE T E ¢ Global Trends of the Generic Drugs Market
Session 2. Global Trends of the Generic Drugs Market.

Moderator .- Jorge Antonio Romero Delgado, Commissioner of Sanitary Promotion,
COFEPRIS.

Speaker 1: Manuel Ochoa Carrillo, Technical Advisor, AMELAF.
Generic Drugs Market toward 2020

Speaker 2: Alberto Javier Espadas Garcia, General Manager of the Generics Unit
and Government, Hormone Laboratories, ANAFAM.
Generic Drugs Market toward 2020

- A 42 ¢ Authorized Third Parties
Session 3. Authorized Third Parties.

Moderator.- Adriana Hernandez Trejo, Deputy Director of Medicines, COFEPRIS.

Speaker 1: Zulema Rodriguez Martinez, Clinical Trials Coordinator, COFEPRIS.
Regulatory Perspective of Authorized Third Parties.

Speaker 2: Luis Jes(s Garcia Aguirre, General Director, CEO on Pharmacological
and Biopharmaceutical Research.
Relevant topics about operation and performance of the

Authorized Third Parties as support to the generics policy in
Mexico.

Speaker 3: Helgi Helene Jung Cook, Professor of the Department of Pharmacy,
National Autonomous University of Mexico, UNAM.

An overview on Bioequivalence in Mexico: Novel dosage forms and
complex drugs.

12



2~ LHEER

1. EIH% IGDRP B He A A AR 2E EAE ZE Submission Form » EEEEMEREIFEL CDE
o ai S A BB IR T AR TR LE R S T FR S A R AT o DU AIEE
HHEAHEES - DIMIAGTEHERE -

2. Gk E PR R AR R 26T A 2 81 IGDRP RS &3 - NI HR
He B ERBFREE - TEJH IGDRP AlMaLAEIRER 28 - [ T RESCHA SR e B R Bl
FEAER LI > BT BEIRTR R BT O 8 - BN 4128 IGDRP HYIH $ A
Gk o AN EREBGEEIN RRUR R — R BRI & - thaF ERE IR 4t
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B g2RERIERA
— » ARGZFBER:

4™ INTERNATIONAL GENERIC DRUG REGULATORS PROGRAMME (IGDRP)
VENUE: Ministry of Foreign Affairs
17 to 20 October 2016

CHAIR: COFEPRIS, Mexico

CO-CHAIR: EDQM, France
IGDRP Meeting Agenda

MONDAY 17 OCT 2016

Quality Working Group Day 1: LOCATION- Benito Juarez Room, 1st floor

Time
& Topic Lead

Agenda item

Paper(s)

8:00-8:30 Registration at the Krystal Hotel (first floor)

Transportation to the meeting venue.

8:30-9:00 Lobby of the Krystal Hotel
9:00-9:15 1. Welcome/Introductions TGA
9:15-9:30 2. Review of agenda WHO

Governance:
a. Tabling of the updated WG members list

b. Post Strasbourg action items:
9.30-10:30 3. WHO
(i).The Quality working group will prepare a letter to
EDQM and EU (to be sent via the IGDRP Secretariat) to
explore potential use of EU or EDQM databases and
their platform. [Lead: TGA]

10:30-11:00 Break/Photos

Tour de Table:

11:00-12:00 | 4. 5 minutes from each agency on pressing issues they wish Al
to raise.
Updates:
a. ICH Quality topics

12:00-12:30 | 5. HC
b. ACSS consortium HSA

14




c. EU ASMF Database EU
12:30-13:30 Lunch
Agency presentations on the treatment of ASMFs/DMFs:
a. ANVISA
13.30-14.30 6. ANVISA/TGA
b. TGA
On-going projects:
14.30-15.00 | 7. | a. Update on QAR template revisions (project 4). HC
15:00-15:30 Afternoon Tea break
On-going projects continued:
b. Update and finalization of Project 6 — IGDRP — Quality HSA
Assessors Guide — Module 3.2.S
c. Update and finalization of Project 8 - Criteria for filing WHO
separate ASMF/DMFs
15:30-17:30 7.
d. Update and finalization of Project 15 —IGDRP slide TGA/HC
deck
e. Update and discussion on project 14b - Repository of HC
Technical Issues of Interest.
17:30 Transportation to the Krystal Hotel
End of work day 1 for Quality Working Group
MONDAY 17 OCT 2016
Bioequivalence Working Group Day 1: LOCATION- Rosario Green Room, 1st floor
Time
& Topic Lead Paper(s)
Agenda item
8:00-8:30 Registration at the Krystal Hotel (first floor)
8:30-9:00 Transportation to the meeting venue.
Lobby of the Krystal Hotel
9:00-9:15 1. Welcome/Introductions HC
Review of agenda/minutes:
a. Review and adoption of agenda
HC
9:15-9:30 2. b. Tabling of the minutes from recent teleconferences:
a. 13 September 2016
b. 5 October 2016
9:30-10:30 3. Governance: HC

15



https://spextranet.admin.ch/sites/IGDRP/Priority%20Work%20AreasWorking%20Groups/Bioequivalance%20Working%20Group/Teleconferences/BE%20TC%20-%202016-09-13/BE%20WG%20-%20ROD%2013%20September%202016.docx
https://spextranet.admin.ch/sites/IGDRP/Priority%20Work%20AreasWorking%20Groups/Bioequivalance%20Working%20Group/Teleconferences/BE%20TC%20-%202016-10-05/BE%20WG%20-%20ROD%205%20Oct%202016.docx

a. Tabling of the updated WG members list
b. Review and updating of WG workplan
10:30-11:00 Break/Photos
11:00-12:30 Regulatory updates: All
Each agency to inform about any changes or notable
updates in their bioequivalence related processes,
guidelines, policies or regulations.
12:30-13:30 Lunch
13:30-14:00 Publication of BCS Evaluation Template on IGDRP web site WHO
14:00-15:00 Publication of Summary Article on BCS Requirements ANVISA
15:00-15:30 Afternoon Tea break
15:30-17:30 Use of a Foreign Reference Product WHO
17:30 Transportation to the Krystal Hotel
End of work day 1 for Bioequivalence Working Group
TUESDAY 18 OCT 2016
Quality Working Group Day 2: LOCATION- Benito Judrez Room, 1st floor
Time Topic Lead Paper(s)
&
Agenda item
8:15 Meet in the lobby of the Krystal Hotel All
8:30-9:00 Transportation to the meeting venue. All
Lobby of the Krystal Hotel
9:00-9:30 8. Welcome
a. Recap of Day 1 - discussion/questions on topics from TGA
Day 1
b. Review of agenda/objectives for Day 2
9. Discussion on Project 16 — ASMF Database:
a. Discussion and agreement over list of targeted APls
WHO
b. Presentations on capabilities of EDQM and EU databases
with respect to envisaged IGDRP database. EDQM/EMA

c. Discussion over timelines, sequence of events, other

16



https://spextranet.admin.ch/sites/IGDRP/Governance%20Documents/Bioequivalence%20WG%20Members%20List.docx
https://spextranet.admin.ch/sites/IGDRP/Priority%20Work%20AreasWorking%20Groups/Bioequivalance%20Working%20Group/Projects/Evaluation%20template/Drafts/IGDRP%20BCS%20biowaiver%20eval%20template%20v2%2025%20May%202015.docx

considerations

d. Stakeholder engagement strategies

10:30-10:45 Break
10:45-12:30 | 10. | IGDRP Quality WG continued discussion WHO
12:30-13:30 Lunch
13:30-14:30 | 11. | New projects for consideration WHO
14.30-15.30 | 12. | IGDRP Quality WG governance (continued from Day 1) TGA
a. Detailed review of QWG Workplan
b. QWG Mandate
15:30-16:00 Afternoon Tea break
16:00-17:00 | 13. | Other business: TGA
a. Preparation for the presentation to IGDRP Steering
Committee [tbc]
17:00 Transportation to the Krystal Hotel

End of work day 2 for Quality Working Group

TUESDAY 18 OCT 2016
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Bioequivalence Working Group Day 2: LOCATION- Rosario Green Room, 1st floor
Time Topic Lead Paper(s)
&
Agenda item

8:30-9:00 Transportation to the meeting venue.

Lobby of the Krystal Hotel
9:00-9:30 a. Welcome HC

b. Recap of Day 1 - discussion/questions on topics from

Day 1

c. Review of agenda/objectives for Day 2
9:30-10:30 Selection of an Alternative Reference Product COFEPRIS
10:30-10:45 Break
10:45-12:30 Biowaivers for Other Dosage Forms WHO
12:30-13:30 Lunch
13:30-14:30 Biowaivers for Additional Strengths (immediate release TGA

products)
14:30-15:00 Reviewer’s Guide for Additional Strength Biowaivers TGA
15:00-15:30 Structure/Naming of directories in Sharepoint HC
15:30-16:00 Afternoon Tea break
16:00-16:30 Workplan — review and update if needed subsequent to HC

workshop discussions
16:30-17:00 Wrap up: HC Craig Simon

a. Discuss update to Steering Committee
17:00 Transportation to the Krystal Hotel

End of work day 2 for Bioequivalence Working Group
TUESDAY 18 OCT 2016
EU DCP / CP Information Sharing Pilot LOCATION- Benito Judrez Room, 1st floor
Time Topic Lead Paper(s)
&

18



17:40-18:40 | 1. | Evaluation of pilots:

a. What applications have been received
b. What has worked well, what were the challenges

c. Recommendations for future of pilots and/or lessons EU/TGA/HC/SM/TFDA

for future information sharing pilots

d. Post Strasbourg action items:
TGA to seek feedback from companies that did not submit

applications

2. | Evaluator discussion on applications received under DCP

and CP

3. | Wrap up: Agree on update for Steering Committee

18:45 Transportation to the Krystal Hotel

End of work day for EU DCP/CP Pilot participants

WEDNESDAY 19 OCT 2016

Steering Committee Day 1: LOCATION- José Gorostiza Room, 3rd floor

19



Registration for members that were not

8:30-9:00 registered on 17 October at the Krystal Hotel
(first floor)
Transportation to the meeting venue.
9:00-9:30
Lobby of the Krystal Hotel
Welcome and introductions
9:30-10:00 Chair (COFEPRIS)
Presentation on COFEPRIS
Chair (COFEPRIS)/ * |GDRP4
10:00-10:10 Review and endorse meeting Agenda Acenda
Co chair(EDQM) 8
4 e Final
a. Endorse Minutes of 3 IGDRP meeting in i
inutes —
Strasbourg (May 2016) a. Chair/Co-Chair
IGDRP3
10:10-10:30 3 b. Mariana
b. Update on action items from the " IGDRP
) Gebara-Coghlan (TGA) e b. Status
meeting
update table
e TGA paper -
Updates on IGDRP website and Google analytics a. Mariana IGDRP
10:30-11:00 website
report Gebara-Coghlan (TGA)
update
11:00-11:30 Break/Group photo
Quality working group update: a. Mariana
11:30-12:00 a. Concept paper for the use of a Database Gebara-Coghlan/An
b. Letter to EDQM tony Fake
Bioequivalence working group update: a. Craig Simon (HC
12:00-12:30 a g grotip b & (HC)
a. Endorsement of the proposed of biowaiver in
the CTD_
Updates on information and work sharing models
12:30-13:00 (EU Decentralised and Centralised Procedures
Pilots)
13:00-14:00 Lunch
Update on ACSS Consortium — Generic Medicines | HSA
14:00-14:30
Working Group
Updates on other international
R ik e 20161019 pfc
initiatives/activities: a. Chantal Pfaefflli
14:30-16:00 a. IPRF (M) Update on
IPRF

b. EU ASMF work sharing pilot

20




16:00-16:30 Afternoon Tea break
16:30-17:00 | 10. | Presentation by Columbia TBC
17:00-18:00 Break time
18:00 Transportation to the dinner venue provided
by COFEPRIS
19:00-22:00 Dinner at Azul Histérico Restaurant
End of Steering Committee - Day 1
THURSDAY 20 OCT 2016
Steering Committee Day 2: LOCATION- José Gorostiza Room, 3rd floor
Time
& Topic Lead Paper(s)
Agenda item
8:30 - 9:00 Transportation to the meeting venue
Lobby of the Krystal Hotel
8:30-9:00 Arrival at the meeting location/Welcome Chair
9:00-9:15 11. | Recap from Day 1 Chair / Co chair
Draft Options
paper on the
9:15.10-15 L. Discussions on the proposed Future collaboration Future
of IPRF and IGDRP. collaboration of
IPRF and IGDRP.
10:15- 10:30 Morning tea break
IGDRP Roadmap -
Discussion on evaluation and Future of IGDRP Logic Model and
activities post 2016: Data Matrix (draft,
a. IGDRP Roadmap/workplan 2016-10-07)
b. Discussion on the definition and EU, EDQM, TGA, IGDRP Roadmap
10:30-12:30 13. interpretation of key terms (e.g., COFEPRIS, WHO, to 2020
"Information Sharing", "Work sharing") HC. (2016-10-07)
(clean)
c. Post 2016 — Review of different options to
pursue the activities initiated by IGDRP IGDRP Roadmap
to 2020
(2016-10-07)
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(track changes)

Lunch
12:30-13:45

Continuation of discussions on Future of IGDRP

a. Secretariat

b. SOP on IGDRP Secretariat 14b — Draft SOP
13:45-16:00 | 14. on IGDRP

¢. Management of IGDRP website .

Secreatariat
d. Engagement strategy for industry and other
stakeholders
16:00-16:30 Afternoon Tea break
: IGDRP ToR
Terms of Reference Mariana
. Gebara-Coghlan

a. Membership 8 15- agenda paper

16:30-17:30 | 15. on behalf of the
on Membership
b. Review of requests for Observer status IGDRP
Secreatariat and Observers

Endorse draft steering committee website
17:30-18:00 | 16.

statement and updates

a. Dates for the next face to face meeting
18:00-18:20 | 17. Chair/Co chair

b. Wrap up and recap of action items
18:20-18:30 Closing remarks Chair/Co chair
18:30 Transportation to the Krystal Hotel

End of Steering Committee - Day 2
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4th M=eting of
Internation
Generic Drug
Regulators
Programme (IGDRP

Maxico City, 17-20 October, 301

& 5.58 TFDA 1 CDE %%

IGDRP Workshop
“Working towards
better international

regulatory practices
on generic drugs
ssessment”
o

& 6. Workshop &5
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