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AR

B o SEY)E B B P B 44 B A AR R 4 & 5% (International  Generic Drug
Regulatory Pilot, IGDRP)%17 > ®]E1LL Taiwan Food and Drug Administration
(TFDA) X FRMR S B - 32 &R HHVE BAIE R ERE X ESIER - e

RS MEEFEEEE et FEEEIT=F1% - BEEE— AR At
Ry S BUER BB T SR R A MR R M BRI ERE 2O P & L'
2015 FEIEFEEAY > A0 RCTHAVETE SR T TS B B A SRR AR S T 0
(e s 2 [l fey AR BUR B A MR B AT B P — 2414 (Regulatory convergence) /&
A - TEDA BR{E iy 152 B & (Steering Committee) il 5 £+ £ IGDRP RACE%E &

{E BES SN A N & TR/ NER SR 2 S T A Rt el 2 S A 0K
F R G E S R TR AR TR R 0 WA IGDRP fi £ E S ¢ aet
[FlEEJeEETE

KRR &y \IGDRP @A 7 55 1 Eag it 2017 42 6 H 5 H £ 8 HRI=
ROBARZEERT - FIREAL RIS K #5425 (Health Canada, HC) - Bl B (i G4ER
g8~ 0P8 ~ PRS- ON ~ BEIE - B - EMbbns ~ BT~ B RGEBIEEBUE
AR BN DUR T ST AR 4H A - BERIPR TR & LR/ N PR 2 Bl T 3w SN - AE £
‘572 5 % (Steering Committee) iz & P BT HA U EEE 7 S AR » A

il

K sk IR ak IGDRP R 2 R B B [ &% i 0% # BE 17 &® JE (International
Pharmaceutical Regulatory Forum, IPRF)#fT& 0t IARGEHBEESIEZ IHE
IR

KL B TS 4 IGDRP B BIME SR A4 88 A & (F Bl BT &
(Regulatory Collaboration and Emerging Issues in Generic Medicines) » % & g5
AR H RT R SR R A PREK > 55 IGDRP Bl 8 7y S8 BA B 4%
o BEEL ©



HHA AR B8 - B -
HEE RN 2 1A 24 1
reiit
106 £ 6 H 3 H PRERSRE
106 26 H 4 H RELMINS  EREER | IRENEEREE
HERPR

106 4£ 6 H 5-6 H 2:7)11 Biowaiver Working A A5 (Health
Group Jz Quality Working Canada, HC)
Group T{F &%

106 %6 H 7-8 0 2111 Steering Committee hZ A4 2 (Health
Canada, HC)
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= - HOEFRSRHA

B an SEY)E T B B PR B 44 B8 A i 4 g 2K (International - Generic Drug
Regulatory Pilot, IGDRP)RZ 17~ #JEILL Taiwan Food and Drug Administration
(TFDA) R FEIEMS B » % &l B R NIE R BREREET SRR A - g
FEUER AR B ARSI RER T EILARER A K mgE Hy 2 A
Fok o EBEIEETE - feft—(ES BUAAR B W R SR AR Rl MEERHY
STEm AR A EE AN BIVEERE RO » 1] PAEEE SR & S BhAE
b T =51& - B It — AR G E RS BUAA B 1 B R SE A AH
FefotE B RHERENE SO 5 a2 Gt 2015 FIEFE A pof—a 2404 -
B 4 R B PR 22 42, 4 R 4 5125 (International  Generic Drug Regulatory Programme,
IGDRP) » I AH SR AR K et - S BPRSEBUEAR B AR EE 2
= & (Steering Committee, SC)F4F [ & #E1T 2 KA HfH & - IGDRP = ILLAZK -
ERIHERIETT 7 S BIE EL SR AR A T e 82 B A B A
AT BRI VT HL B PR— 2K (Regulatory convergence) A E #EA#E - TFDA Fi
E Ry £ &2 5 & (Steering Committee) it 5 221 IGDRP KRR & 1F H AR 3w

WANA T & AR/ NEB R A S T A Rt e 2 F & 2K KRR g an'E

A ERMT A AR AR TR 5 0 WA IGDRP f £ EL S BEIL [E] A S T
=,

AR ek fy IGDRP ##AUTS 7 551 & L 2017 42 6 H 5 HZE 8 HiRIIZ
RBAREEHBH - FHREAL RIS K425 (Health Canada, HC) - Bl & B {i G %L
B ARSI - B - meE ~ 20 - SRPGEF BN ~ FEFE - HA - EHmthon
FIRE ~ Bt RSB 2 SEBUART BT UK g A= a4 » VURHURERAE T - 7Y 6
A5 HZ 6 HEfT24Y Bioequivalence Working Group 52" Quality Working Group
BILME NG - 6 H 7 HE 8 HANETFEZE T T -

RN IGDRP FHZ1% - MEAREAE BEINERNEBUEREERG G
5



(Canadian Association of Professionals in Regulatory Affairs, CAPRA)7~ 6 H 9 HE
TN B ER A BE A AR & F B B 5 LT B & (Regulatory  Collaboration and
Emerging Issues in Generic Medicines) » sz iffs) &gz S 2 (R0 IH H g2 L gEhf

APk > 55 IGDRP [ 8 7 55 25 Bl AAR B S o B BHERUN -

B - IGDRP RN ARE

—~ 4REESHHETIE/NEe&s (Bioequivalence Working

Group)

AR TAE/INGEFY 2013 4E%TT > 5B T Biowaiver Working Group > EHHY
TR E B SLa 2 Biowaiver T EREAE » DIRIERE G R AR VB2 4, B
B ARG T AR M 2 M NS DU REE BRI S A
TEARGE ] Srafe R AL fif R B2 A4 8/ BG AH S 1 (bioequivalence, BE)a sk
H 2015 MRS iR 0 & 2 —2UEE ¥ 4 5 " Bioequivalence Working
Group o A gL H Al LR/ N 5e i TR B A T[RIRA fEE R AR E] -
A3 F{E 5] Biopharmaceutical Classification System (BCS)-based biowaiver J%

RRECEL AT s Z FATIR RS 28 - A LME/ NEHRE G FEE B L -

1. ZREBESFESEEARENR B RS
(1) M TGA -
- ATHRA A T M BRI B A R SR - 2017 SEBHAR - St ¥R U5
(A BRSO T8 o3 A (priority review pathway) » 2 5
Fy(i)J6 9% B 22 =9 (serious condition) : (/& IRAERE © (i)
HEEaRa - s et se BRI E R AR Fesg - 4

iR 2 HETHEETHY 2017 42 7 H#AfAY " Guidance on the eligibility



criteria for Prority review designation | -
(2) mI%E% MFDS :

- H 2015 L - B EEA BRGS0 BAaER ] eCTD 248 =X - 1 2016
F.£:7 |CH E3 (Structure and Content of Clinical Study Reports)
IL T HEERRE 0 2017 4 6 FHEEEREE eCTD falff 2 ARG HEEM:
B LR IREZ S T AR

(3) B2 EMA :

- 22017 4 3 F & S R e B R BRI R S et B ta 5 [
Z&(Draft Guideline on equivalence studies for the demonstration of
therapeutic equivalence for products that are locally applied, locally
acting in the gastrointestinal tract as addendum to the guideline on the
clinical requirements for locally applied, locally acting products
containing known constituents) » H g iE#E1T 6 (& H 1Y E B - 3%
RS HEER R O ~ 5 - B ~ P eEE HBEE SRS
ar B A CRE PRBESHE I - DB G R 2 o LRSS M 2 T 8t -

- 4N EMA FE 2016 4 12 Hi5kFH{T BE #1#%3(Guideline on the
investigation of bioequivalence) 9 [l 2 o2 ke N s sy FH e
FRTE 840 T Q&A 4 K Clarification on how to apply the reference
made in Appendix Il of the Guideline on the investigation of
bioequivalence, when waiving in vivo studies for oral solutions | » H:
TS LRI - SERHTS & BCS-based biowaiver
PR HRIRUE -

- A A R 4/ SR RSO S 14 (therapeutic equivalence) sl Bgifis
5 [ e -

- EMA JRATRERH(2016 £ 11 H)ES5#AA 1 25 (E8EahinIHHY



" Product-specific bioequivalence guidance - 32 EE§1 145 & mdE (B
R I B R R SR M ) LAY AR RS A M et
5 [ TR 52 & B BIAH E R S5 TIRHFThEE - % LR P E
e A TR A 0§95 & 6 B H e T el
HirfE5] o 49 A " Product-specific bioequivalence guidance | &f:f
HL IR 5 B R EE R - FFHECE CMDh (European
Commission and European Co-ordination group for Mutual
recognition and Decentralised procedures - human)Zz & & ks > Wi 2
A5 BEA S EmIAE R AR A B EET [ R -

- HATBCHIEAENTRR S mEEHEEZ Q&A - B& LIRSl
(14 dermatokinetic methodology) A< HU(CAE P A B AH F Mt By
FiE o S TR R AT B AT ST - DU AT
BANAER T > SN B R AR B N S B N AR SR o e
BUNARIER SRR RIES| -

(4) 275 ANVISA :

- IR DIGEY CRO AFHIFEE > Kb teie i EatrER S 55z
TIMTEAR A ILEC % 2. 47 (audit trail system)REEFE 2 ERh - B ATAE
AT AR F R E BT T —REHE CRO AHEFKE
#J7 data integrity BYZEM: > 800 R EA SR R AG B 2R B LU
& 0 OFAMIEI R Bl S — g T T S 0F 04T - ANVISA R
T HUHZ A B HIREEE A AR A Rl s i DL -
B AEZ A FlE R R S T = A TR > sE B2 A
[B81/E i < SESSRE T DU - ELEHR ALY A A S el &
1k - AR EEREN RERE - HERHE N EEINEA
B o



PR SEEREIIA ICH - [NILAFTZARNAS IR ICH §55
TEE - BaA RSB AR RiERE B -
ANVISA HAIIEZH US FDA K EMA ZRREHER ATERRIETA
FETES]

ANVISA HETCEZE L 170 (&&= FE8E kB 2 88 5l o7 mn i
(grandfather products) - i EREEGERF A B R A EENE A A
Bt

ANVISA TR R R AE i AR A Ae M Z Vs B 5 T Tl
ST - A RIS B Y AR 8G i] I RAY A RE s 2 -

(5) H 4 PMDA :

PMDA Ei H RE AVHR F BRI IEE = (VIR R (B 5
IR ~ BRI T ARG S BRE R T - Y ERIRC T
[E] & AR P R rTRE H ER R bR A AR T MEsls - B AR
RASIR AR o IR S TRV SE RN IS & F R A RN
AR

(6) 55 FDA :

Hr b AEHY Commissioner $ffYE2 P SER A EREL - o] LATHIATI]
RHEER LB RIE T SRR ERFART 2008 -

A EEKR 20 A E B —HEAERHEEEERES
(Product-Specific Bioequivalence Guidance) 5.2 » 5575 16 JHE A\
Hfa5 [EZEIEEEETF -

SHE— H{piE84n 7 " Guidance for Industry: Referencing Approved
Products in ANDA Submission ;> 22 BH#[1{5] FDA ¥ Reference List
Drug (RLD)Ei Reference Standard > L/ Kz ANDA 3% {4-0HREZER

SHEEEFFEE FDA FHEHRE = (e A fe S M bai



HRIRIMTE 2 ¢ () Quantitative methods and modelling for generic
drug development (8 H 22-23 H) ; (b) Demonstrating equivalence of
generic complex drug substances and formulations: Advances in
characterization and in vitro testing (10 5 6 H) ; (c) Overcoming
barriers to product development, regulatory approval and
commercialisation of affordable, high quality, generic topical
dematological drug products (10 H 20 H) -
(7) WHO :

- WHO PQP (prequalification programme) £+ HIV K 3i45F%0% F %%
F20 EMA B#ifEa] 7 A EESERES ] DI EEE T
fratbesest -

(8) flIZEA HC :

- RAKA Z TR #EEARAT > B S (A partial AUC {F A2 il
(multiphase modified-released product)&&&js:8; > 55| ~ HIAEHR
(758 FH A #H (Canadian Reference Product Policy)iyi&zT ~ I {E%HA

(BRI 52 24 B8 Bl O W8 AR (I8 Uy m] 2 A2 A [R1 B A E R B2

2. BITIEEBEERE
(1) #[E% BCS Biowaiver &L
- & ICH CB#) M9 (BCS-based biowaiver) f551HIEET » FHETA
& ICH & 2B RO A — B FTDAARTE T/E BRESR D2
&1 EE%f BCS-based biowaiver F& 50k > e B - 27
ANVIS K a3k MCC T EESERpINE » A A & A5 & B
ER B AR SCEN R R AR IERE M BT TIERT « FITIREA

10



ATHA S BCS-biowaiver HHEFTES [N & #1045 LUEET
SRR » % ChEE SC & e &R T I FIRLA -
(2) 4 J5= B % iz ] 288 P By 1Y 35 B o 28 A JAU (alternative  comparator
product policy) :

- AHTAFEEE S GHEE AR BRI EBR S A - I
REE AT 4SRRI T -

- SEBEEERYINEEREE > RBEENAS - £75E
COPFERIS Efgti#E—FHIM-E - 555 EIF ) 5e R &
W

(3) = EE A [FIRIZ (dosage forms) G A A AH TR 1 2 R -
A2 e DA T (58 & 25 B A [F R A 2 e PR AR Ae A
Z It R FTEE M - FEE TSR EEETE o YRS
» LU AR OB TR S
(4) XS E— 2 2% fE B A1 7 &= (additional strengths)” biowaiver 37

#ibbEs

- HATESH S EIEER A R e sl bR S 00 2 TGA IRE2
TR—HEEEEHCFERAEE - FEEER A
wt ©

(5) A:Ae it M sbary BrE nl {512 (Data integrity) e K pa B AL -

- FgFE Swissmedic H451F ACSS @k gt aay A4 BA S st Bp il
RG] > WA 4B EZ B A BAE R AR TR
et R AR BRSO P ACHIRI3% e s o] RE A B S (I 5ERE. -

- B TR BUES AL A R B B n B AT
YO{ATAE R R AT s B G 2 > AR A/ N sk [R R 4 HE A
st 0 ARSI ACSS £ 2 MGG % B [E]1E
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—~ ETITE/NMEE (Quality Working Group)

AN 2013 FERRAT. - HAVFER F 5 ASMF/ DMF Z FHBR S (B4nEe
fSCAFEOR - FEERER - FAWEE) BN SE B2 g ElE
SRR IEEE AR © i LB/ NEHATH WHO {E RS E LR - ALAME
/NHEFSE BRI R R EE A A -

1 BITEHEER
(1) [t & i BT 28 A e i (Guidance for Quality Assessors — Drug
Substance) :
- BEETE Rt B IROR SR R R S s B AHR B R RV E R (N B & A
BUH)) > N TECE AR M B R AR RARREEA > g 2
A N BIFREEE RS 2% - HAISg BRERE ZRA
Fo 1.0 i MR IER G ST E E A AR - G TR
Bl HATE ST 5 - §-F g BBE SHEE RS
HEAGELnER | SFBAINZ B ITBUEE R AR R
TR BRI EREGIA -
() BRI EEERE
- ZENEEE ZENA A EEE SOAIFRE] - SIEATE
FEAWEHIRK ~ B RIRE R A R &R ~ B
&
- LU EXCEL R TAZRIE EDQM (V& Z = F5 Lk -
- {ERTJeRE AT 4G DMF RA pEY(E ek (EO letter) » Shfi] H R
FoEtAHAE EE T R -

- EEE 22 {[EFE Rl EE(E ByalfT - Bimatoprost ~ Bortezomib ~ Candesartan

FHEETEE (ASMF-DMF database project) :

Jrﬁ}

i

12



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 -

- BEREEIL AR A EEEBUE R R AR R R
FIE TR R E Z hnE » FRHEERRAR - s fir A 1B HAIRA m) JFUR A
EFAEEIREES » HEERERENERET -

(3) #r DMF HizE > f2E (Common criteria for filing of a new ASMF/DMF)

- TRIBE BEIHEAVZE T (GAP analysis) & i 7 8 & M BT H (7
SR > BRI ST BB Y ZE R HURTHY DMF > B0 [EIHY £ R
s~ PIEEEMEATE » SRR AN IR - IR ER
(EAE ] EAVRIER - EER e chi 3 Am A IGDRP #y&guk I -

(4) it &t} e B Rl i 5% 78 (Repository of Technical and Issues of

Interest) :

- RS G B IR R T - A2 B FR 2E A 2R £
Y EXCEL F=rf - HfRHEERAZZH - RS EEE 2 S
B - AR EANHERE - FEmE - 88 - 2OAEU
BE1ES - LG EmBA T LLRAY o S BLAH A, - W E4RTE TR
&g BRI THEE R - atSEHEE IR 6

SR -

2. HAHriEEEE
Hie e BRI T8eE - FRERAREE TR/ NH A REETTHURSERE - Il
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TE MR A sk 2 BT &8 B EE B G HE R ESET - fiE R

KRR ~ 3

SEEA FERER (B2 e &) ~ #ir T

fE ~ BRI - BB 2 B R il &R 2 ZoK ~ JFR 4

FREx

SR~ RO PR K 2 EBTARIEAL R AT PR 4 A SiHY

Rt ~ EETLAHGRES -

~ FEZEH®H (Steering Committee Meeting) :

1. IS ARAE A B A B E B I
FYE S BRAL - NS AR A B (R R vk R B S B B Y ST

(Health Product and Food Branch, HPFB)HY £ 145 B % P (Therapeutic

TE R ARG ok

Product Directorate, TPD)F/%& Marion Law %> SC &g /148 7 1=

REESE I - WARRI SR TSR LSS ROR M B AL ARG H PR B, -

-

Demand for more
rapid drug access

Rising drug bill

Downward price
pressure on generic
drugs

Efforts to control
adverse drug
reactions

Globalized
manufacturing

Cemand for new

drugs to address life-

threatening diseases

Drug shortages

Strategic Challenges- Pharmaceuticals
Trend/Challenge

Impact

Pressure o speed up approvals and improve linkages between federal regulatory
approval and provincial farmwdary listings.

Pressure to access drugs through Special Access Program (SAF) at earber stages
development

Pharmaco-scenamics and culcomes analysis become parl of post-market review and are
reguired by regulation, stronger guidelines for clinkcal practice, commaon drug review
process, and provinces align to consclidate purchasing power.

Provincial formulary sole scurcing, for its pricing advantage, increases cccurrence of
shortages. |t also encourages the move of more manufacturing offshore, with an impact
on inspections, and compliance with Geod Manufacturing Practices (GMP).

More submissions on combinations of drugs and gene-based diagnostics.

Enhanced collaboration with peer review agencies in other countries for plant inspections.
Increasing number of submissions related to centralization of manufacturing.

Growth in fast-tracking drug appreval, and provisional approvals based on Phase |l data,
submissicns based on 39 party data, e.g. in oncology, drugs for rare diseases.

Mere drug shortages as a result of globalzed manufacturing, sole-sourcing practices of
Provinces and Territories to cut costs. Impact on number of medical necessity

assessments and use of SAP I

B — ~ NSRS R R - SR PR A
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2. |IGDRP B85 kER T

Ry T W \IGDRP TAERR Ry MR KR HIRERE - M TGA &

Google Analysis 734 T E4HIE IS - HRTE4E LR T IGDRP 445

I~ SRGHIEZELSL > A& T/ NAARS R TAENEERH » TE

/INHETER Y TAFRCSRAE AR SC R B FIRE AR B4 R - £ Google

Analysis 43745 5(2016 4 10 HZE 2017 425 ) » A T fif H A48 E #

RBLATT

(1) Sy HTHARI A EURIE A\ Bk 2,604 A2 > Hirt 1,656 A Ry ko i 315
BHIEEFHE

(2) BB A PFE—HRRE N ERE - HIUREE ~ IEA -

M~ B R AT (BRI AXFEEES)

(3) A RAEIEE & R AYEE - B IGDRP 4H&R/ M8 i &l T 17%
5% » 0k T Biopharmaceutics Classification System (BCS)
Biowaiver Assessment Report Template ;| 5 14.88% (T Z 88 E 54 H
FRENFE) » 3% 2  IGDRP Roadmap to 2020 ; (F: 32T 44K H <
R EEFIE) LK. T Regulatory Collaboration -IGDRP Generic Drug
Product Regulatory Gap Analysis | (E%221 % R LEAII Ko Afi) -

4R > IGDRP G HAVE B - UK T S Ay 2B R RT X

GRS FE A HENS D SR A N DR AR E A

IGDRP i i 11 T30 A R - 7 HA R SR A5 B 40 S Ay

bhE R B B A H e A E R s i A g 7= iEEBURINRER

IGDRP 1y TAENEELRCRM ERE » AT &g SREIMNEEEE >

YNFUT fig IGDRP [y T{F 12 -
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3. BILMENLEREE
(1) ST INEE RS GRRATE T = SETNMATS (Quality
Working Group | )
(2) AR T NS GERATIL ©— - AR
B2 (/[N #T3% (Bioequivalence Working Group) | )
(3) RO 2 B 2 N T A
AR T AT S F R & B B
I - 4 DCP (93557 » $t31 29 (8 AL S BRI (EON I 15
o B 1T 1 0 G0 15 (FESERES - H | R
SRR T R AT 1A FTRI 4 #REOL
LR I - CP M RIR A EOIh AR, -
[ IR YE Fa) B AT AR U & e 0 - KA
DA AR A i TR DI IIS S S R T
S+ AR T 400 E AT A R AT © S350 BRI
RERCTUER R » DO IR IR R WS R
B U ARSI SRS AA - SVEBIAR AR
R AHIE L% IGDRP B4 -
DA (AT T SH— ST BN RS - eI
JEH 23 EO) BRRIFS BN A » Heb A 6 PRHtiiigE 2
RO PEEVA NI A (RERRS (B 0y B 1 (6T S

HIREFLCE AT 7 0 - JIE KR Rt —HEFEE SN
{ERELERS
® [ EHMERHIFEET R  WILIELE 1= 5 - #50LT
AR RS E -

® EfpAEMEAYEE(common documents o {541 DMF)fyEE 2 AH
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EHED

® ERAVEAMEIFETE  WIIERNEERAE A
HIR IR D s e 78 BRI A -

MERHEEE SR T T I [F 25 A PRy R

®  HIFEE RN —EREEREEION B 5 S TE B K aE S AT LR -
H P& B FERVE R R [ R AN A B FBON 55 e
Y IE N GRS iy il

® VHFFIRIE R AR (Day 70) 4 FEHSEUHE AR R -

® HNMERFFAREMREDK - fl41 BE sligm & et
HEZCEREE > Py AR RS [ 0 R R EE I AT RE R s i 2 &
Kb EE LA T E A -

® ISy FEBREAYH S M A S AR E A B TSRS
CICEY: V=i

® HNENEENIERF ARSI FE B FHEEGHLY
=

HashEm - INEREE S RREML BN E TS - WSS

FARTHEERE IAME KAVEED - (EARRAT S A DA EdER BR i 17 4H

AEFE0TATHE T - BRI E G RN E R - ASRREES

DAL B — YA RS ~ T IB VA AR U A R R A

AR SC Gt R nllEES 1 36% TEVA Pharmaceticals 7 =t £x 8

HEFEEENEER - HNZEEARNRE—HIHST G AR

AR - RS MEEE R SRS % -

rN

4. HA R REEE SR EERE ¢
(1) ACSS Consortium T{ENZSFEHER
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"EW

2 BRGIE HURON ~ IR~ Wi 5o dm AR Rl 2 B4 B e R Al
B2 0 BILFY 2007 4 1£)7% 2013 R EE TR - N2 A S
JHA7 81 IGDRP &8 » B H K &AL SO IGDRP & 3AT
Ab > BT RO Enth & £ IGDRP &5 /0= - HAl
ZUBNCEH —ENHEEREL(EE - CrGETERAY L E
& o % LIF/NHE R TERE T
®  Generic Medicines Work Sharing Trial (GMWST) - It B {F U &
fEZT » 2% EU DCP FE&EE AL FEF AT - L
s PR (EE Q&A ~ EIFIE ~ S TmME KatEaiH) - Ik
sTE 5 IGDRP Z BIREEGE L FIR At E A R EN H R+
B AR SRR i 2 B R - MR G S TH H R A
A BB — 2 I IR SRS B B S B R AT R TR
ML FEFEEH S EGE B E A R &a% R E it A 1 REEER Y
EYHL[E BT - HATE SE R 3[Ew A ZE (2016 4 7 H mPY
Bl FEIRERY 2017 4F 3 ~ 4 HREZAE BT > RAGKHR
& 78 FH S [ (A S A T A )R st - TR & PR &Ll o
- HLEFEELERT S » ACSS 2 ELENRT ¥ RS2 iy e
JRAA EER A a0 B S i R -

I

=
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ACSS
CONSORTIUM

Generic Medicines
Worksharing Trial

TGA
Reference
Regulatory
Regulatory

HSA Agencies (CRA)

Valuable knowledge is being obtained through this pilot exercise that will
inform internal procedures on the effective use of foreign assessment reports
as well as collaborative work with our international regulatory partners.

B - GMWST St & (it

®  Quality working group : I AT T I J 28 % & P55
51 > DL ASMF/DMF Z& 58 A -
® Bioequivalence working group : EEIZ ARG HHE M ERE A e
3 R AR A -
(2) IPRF TAEpIZ i -
IPRF (International Pharmaceutical Regulators Forum) 527~ B ¥ 0
SEREZREAEBH - A IPRF BIERE - FERFHZ SC & ANVISA
e Ok RO E - FEFy IPRF (KB Z—  AZFINFIRES:
PSR X - 2L Mgk
® KA o AN ] S A M A s A AR B
BRI E BT T R 0 gE AT AT - BIANSEE] R
M~ PSR INERERIL TR 2 (BIanE AR - 220
SN E EORAE - DIEDUR R BREECK ¢ S5 PE R
HARAT T B B S AR Rt > ARSI EAR A -
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FEEZERSRER 77 > 1538 WHO K APEC Firfirfy Center of
Excellence B » SR HET THO5 5 bR SE hn it s & (8 L4
&P (Good Registration Management, GRM)AY g8 P& T &) &
e SEER - bR PR I

® [TEHEF 2018 FHL - IPRF BAFERERSEE] FDA ~ HA
PMDA/MHLW - Ei Swissmedic K& A HC 1Y E FEM:48E
B Al ARG ERRAYIETT - 5940 IPRF Ltk in
SR HC UERREE - B E 4R rE ANVISA #E

® IPRF L7F/)##2/Z - IPRF T $HEA [Er S5 AL 25 HY T
B/l > VAR U (Biosimilar) ~ AHRIGHE ~ ARRUGH
=z 1 E F5 (Identification of Medicinal Product, IDMP)Z: » KA EE
IR TN % BABAKIVE R B 25 IPRF @

I T MR R PR

5 FREAHREHEESZE

(1) Z& TFDA - Current updates on API regulations in Taiwan
ARG T HIT E B FIRR S E AN 2 a R BVE U
SHEmER BT - SN EE R -

(2) N TGA - Changes to the regulations of prescription medicine
TGA B T & S E S s e M £ 22 AVEE 5)EM | Medicine and
Medical Device Regulation (MMDR) | i BE ks » 2830 3T 2k (T 4
BUEHE b TASVEEBRIAY TR EIE - R HHRERCRIIR - L
KRR IR SE A R KIS BTG 0 - By T GE I35 - TGA
WLEE LA A ~ e R e e B M AR AR AR SRR K 581 E
bR BN S B I H AR R

20



FERTE 2 - T Priority Review 7 Provisional Approval
] 2 BB R R S AU A A3 A RRE A2
N B e ERAY unmet medical need o FREFIHLERE AR A
HRELERFERIE R - Gt H R EERE - EEERIVE
BT BRI AR T UM EL B A X - Hoo Priority Review
N HEEE TR R e SRR A S - (B A R W A
150 K - FHEt 2017 TREAEEE 0 THETHY 2018 A H Y
Provision Approval FIJz /768 i o & 2 in 78 _E s

SEEE MR TR of LT S BB R - FREEE T HR Y
VI AR 22 4 R R s AR B SR AR (RTRE s 2 4F
Ik 1~2 SRR - B T B iR 2 B

B ER (55 = FIEE PUHARR RS - BRI HUS RS it
THEIERE BS Se BB L H] 3 -

Priority Review — key features

Designation

I

Assessment

|

Full
Registration

PCPA Melowne 30 April 2017 k]

* Rapid consultation with experts may be required

+ Eligible designations will be published on the TGA website

+ Complete dossier of information on quality, safety and
efficacy,

+ Target timeline of 150 working days

+  Subject to usual post-market obligations

[B= - Priority Review BT&if2
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Provisional Approval — key features

Designation

I

Assessment

l

Provisional
Registration

Full
Registration

FCPA Metoumne 30 April 2017 g

* Rapid consultation with experts may be required

* Eligible designations will be published on the TGA website

= Early clinical data may be based on surrogate endpoints or
other relevant data, rather than full Phase Il clinical trials.

=  Rolling submission of clinical data during assessment may be
accepted

* Conditions of provisional registration will be specified.
= Standard words will be included in the Pl and CMI.

* Dedicated TGA website for provisionally registered
medicines

* Automatic lapsing after two years unless the sponsor
applies for full registration or is granted an extension

[E Y ~ Provisional Approval & i f2

FEEE IR R R IR A2 BE T E PIME H R 2R B /N R
2,000 SN A TR 2245 10,000 S A FH 75 5 A FER (R
€712,000 N) ; S5AMURHIR IR0 E AR £ 6 H -

SRIL L TR 2 2 B R bR T B8R A B & IH Ehife %
S BRI DASE - AR AR R #7 4 & f #%  (Pharmacovigilance
Inspection Program, PVIP) & Black Triangle Scheme (BTS) - 14
ENRFE FH R ¥R o3 4 F2 LA Provisional Approval BSR4
HTEE - JHET 5 FEHARIRY LR R - ARG RN #E ()
BRI AR SRR — T i R SRS MR R -
PTG 1 Rt B v P AT 1 B 2 (LB ZE H
ar il (Special Access Scheme, SAS) ~ fERERERIEREANE
24 (Authorised Prescriber Scheme)&i SAS = 43 kL ~ fif
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EERXEEEARNHHFEFE -

6. IGDRP &£ IPRF #EfTEHE -
SHEE 4 A5 IPRF $2HHEL IGDRP & Gf Z &L - S T H
B OV B ~ R AP DL S & BRI T IR - S Al

T

(1) &OFE R ATRER R

BA4E[ERY HAZ . IGDRP K IPRF ARG T H BB B & B

R B 7 72 Rl [ PR M 2 1 DRI E e BRAE RV SE BUE Bk EK - 1
IGDRP J IPRF HYSHERZAE s 1 &S ~ 71 2 AR E
fir &I DA O SR - ME—AYA FERAER

IGDRP 22220 E T > IPRF By s st B Amds 1
FTAHYSELD -

G B HUEHRIETE Y0  IGDRP B IPRF (Y& GF AT 2 1% &
H RS o B O e T LA R BE Y B R Ry Bl & AT A B
B A R A AR AT P AR R

B S AH BRI e & DF 1 R R AT RT AE © B A IPRF K2 IGDRP
TS EE BIVAHRE m IV ER M SERA TR B E S
Hep—{{4H%% - (B 0HE - RS BEgSRMRIERERE
TR FT RE B DA R 502 B S B

e TAENAER » W HERERGE IR« DL BCS-biowaiver fy
Elam Fyfil > IGDRP BEESLE BN EEN TR Toh  (HIE—Hefly
VERREE B A FTASES > B ICH JTHIRET M9 T4
& am BV AR — R - /A E NN TAE H RIS » FERE I &R
H LTS IR 2L S o -

23



® B/ TERABE K LA o B PR O A SRR
® EETBANRERENR - B —hhE R o] UE AR (e
AT ZATEABY -
(2) & 0F& AT A A PREK -
® HlIPRF &{f{% > INEaRrEL ICH {17 - IGDRP 2 &akaiam i
BASUNIEREEEE2) = s S R Rk I
® EOfRLVARRE BRI IGDRP TfE/NHIY TAFHEERE RS -
® UAioR[EIFRESEL IPRF J IGDRP IR B T2
® R IPRF B ICH AYEE[FEIRFIE IGDRP HiFSF -
DlErsiiE T T YR A E -
® IPRF 5 H K IGDRP % SR TAENEIARESE
S LGS RS AR R R T EEES W a0t IPRF
k¢ IGDRP $f i TEUE R M A RF G S gh i T A Bl - (B SR
HEFF IGDRP £ EHEE S5 Y TIF HAR - B IPRF H g LUg S48 50 R
Y TIENEERFTElS -
FE&EHs SC BRI IETImTR - & LIS BRERV G > T2 ie A
HFEEH IPRF TR ZER hEES A ZHR) » AR
PR ZATEENED - B0 IPRF $HERZRAEHYEEEE - 4EFRr IGDRP &1L SC
stV T > DU dERFER A IGDRP TR/ NEUEENHERE T - /5% IPRF
WERE IGDRP g EaTam i A 7% - 4035 —VINEF] > IGDRP JHETK
[y 2018 55— ICH/IPRF G HIRIEL & HF#ETT

. IGDRP TR
£ IGDRP 172 4] » (1Y SC fR I TR TRSE G Z 2 2K - Bt 2011
TR IGDRP JEALHEIRI 2 5 6 4F - 57l IGDRP [RILLIAKHE &G H
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B2 S P 52 2 R R B PR AR S A RS AR S AR 2R AR 5 1]
AHWHE - IGDRP FRFERIE L T — (B TESEHEHE - R IEES
THPER RSB IA IGDRP ZIRH A ELE BIERE - ZRIMAEAK SC
Gk L HIRHEBRE REHE T REEERMIER - B EE R

HEAERREA T T 215 SC &3 °

2« BIERREAN S P BB g

FRyEESESLATEN A% IGDRP 2 TAESR 5 ROEBINE » WiAn S HIR S L
HJ IGDRP mHRIREARA TAETT M - A IGDRP &34t # 1% - 7 6 H 9 Hln
SR AN RERUE TG (CAPRA)EIE R T BIIREHEEER G
VE B B o RE BT 55 27 (Regulatory  Collaboration and Emerging Issues in Generic
Medicines) » SZHTa & 85 55 & (URER I H RS2 2R bRAHkEK - 55 IGDRP
B ERBEM A S E BRI - DU MERs g EER SRS O NE
(RS ~ —Zakiz)H IGDRP SC G ds N AR » A FFEH -
— HNEAAEEEERRRE R
KB & K2 4 g ] & (Canadian Generic  Pharmaceutical
Association, CGPA)V{F& 5% - CGPA FIIH T — ¥ H B I A4 M
HERBENER  SURINERE P FFANEEZOK » A ie BECEE VAN S
BE SBa MG MIRcA T BE SRy Al sl — E &) - B0E
SN A\ BE Lt G BORMEIER 7 S FAE EBEE S H - S AIRAHERETE - 1T ¥
FAEFFRIZ RS R AL BE SR R A S Br o S9SN EAEE AR
(Patented Medicine Regulations)Z2>K % L i Aijak I S AR R E g gy
—HEETTHIRA - MFEYE_E & A [E AN RS ARY b - FE
H RN A i MR B2 A4 SRR B AR 1 A HANE < 75 e, B A 2 g i B
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RGN » RHBEE TN R B EE TGS -
A& & RBUN E RS B PR AH R AVEK - CGPA IS KR
HuT DA RS ARA R, > W BUAR S B AR R
1 FEZDSE - FREIER - BB BRI B E R
2. BB INE R ANE BRI o
3. WP EISE R RS L2 [
4. FEITEERE - JEEYE FRELEE(40 pharmaceutical alternative) f% A ik

={{12

% -
CPGA {7t 7 S 4 i AT AT I AP S BRI SR RS 8

R A B R AT BB BT W 5 B D O RS F S e T

LSRR DL R 2 B T -

|
»

BRI FB A B RELEROE

A E HEIPS M2 4 28 TEVA Pharmaceuticals (3£ +5% - TEVA £

2011 4ERSE S BN A FrHEENNY T The Use of Foreign Review Project Pilot —

Generic Drugs |- k% T8 F 2% a0IH » 559 MIL2 L IGDRP NHYBL TE2 44 484k

[FE#EETE - LU ACSS Z3L[FE#EEETE < LL ACSS Kyl » TEVA FIH T LA

IXVGCE

1. EPRAVE ARy 252 K (78 EH TETETHE 160 X - HENfEEE ACSS
VUEEA [ A B s AR A R o

2. Br 7 HLEARHEEES - PURNARSR I R R A A R

3. ZHETEAEIET - TEVA BIUBEM BRI S FHE R -

4. EEHE B E(R T FE AR EE - G B 38 S (common
dossier » Module 2-5)/YEHEEE -

5. TEVA AR TIIE R LMY ={E 152841 [Fi B -

26



6. FEBIZAMR B S EERE PN ERER R EETAE L -
AR AT RE (e VA AR Y S
PRI TEVA 58 R fEEE RS R BRI - BART S [T E ik -
BERAVIERER © BE AMEZEM SR RGE RN - FEBETRE LR
ARA—E -~ TR G S REEEHARAE AR EORAVEZREE | kS ARk
AEARIRVE RSB - DU B AR - A i TEVA (B HHY
PR [E B AR E SRR SR RS AR B A ] LURF A4/ N B Y
[ERYZE R ~ AT AR EIRY A (R B E EAg o 75 R 2 B S ARy S A T
ASL[EHFLE -

=~ BEERSEES
1 IMEARHEEBUERRE T
TR AT B A frm AR SR TE ARG IR KR 5 M B P oy E A T e
N1z 77 S A R R SR (E LA BRI - IRERER IR 475 KD
B EE A B o DURGSR(bEE S B TR B R B i A e AR
TREBECENVERIME » IS RBURN S I BERUE L tAH & Sy
FRyEEREE EE - N KA AR B R PR A DA T R
(1) posmBLEAE AR BT AT S E ¢ Bl HTA B & {Fa A L ik E
EG IR ~ B PO N E IR A 2 B A s DA T AR I &R
ErEEmAYE R - A R SE R AL T IL[E A (B4 ACSS
K IGDRP)% -
(2)  prEREEsn R B ¢ KRR Priority Review IRy FHME ~ B4
BBE RIS AV E miE S EAREHE - B
(i fEREHPHERNEES -
(3) 5{C¥f Real-world ERIAAE A ¢ A FOE A E & %8 2 2o g MR B

D
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BRE R BB S P 2RV E R E N FEE TR T2
FHEERFE ~ TIsRER ety E RS -

Toward a more agile regulatory system

FROM TO

L 4

b
Early review of data requirements and trial designs to
improve the likelihood that submission supports a
positive regulatory decision

Vo

N

Aligned reviews between Health Canada and HTAs,
resulting in earlier access to reimbursable therapeutic
products

Vo

.

Priority review pathway expanded to include
consideration for products needed by the healthcare
system

.

N

Greater use of post-market real world evidence to
inform decisions throughout the product lifecycle

V

gi

ERIRDIIE VN T ey

2. 2B FDA GDUFA BURE R AR

ZE[K FDA - ZF= /42 17 H Generic Drug User Fee Amendments (GDUFA) |

BUR HATHEENHIIETE - GDUFA B 2012 FIEFA % - USFDA FHiGH
LB HENG T User Fee Program > DUSZRPERAEEHIGEZE « SR
FAERET - ICRERIHRRE 5 4F » Kt 2017 4= 9 HE(H - GDUFA 1y
FIREHE > siassmin = 22 AH &Rz » £ GDUFA SZF& T - 5[] FDA
I TIERPIE T EOHTTRE R - EFE EiRaS - A E S
EOE SR S e BT Al ~ RSO MRS S alBa ) AN - IR

EAGEL T THRAVEET - HAM/SRE GDUFA FYEE RS T EFTR |
28



Expedite review to serve a public health

FY 2016, 835 approved or tentatively In the last 4 years, ~ 25% of all need, or drug shortages.

approved ANDAs. generics ever were approved. i.e., Namenda® (Memantine HCl), Nasonex®

(Mometasone), Crestor® (Rosuvastatin
Calcium), Banzel® (Rufinamide)

CY 2016, ~1,800 communications to

Pre-GDUFA <1% industry Achieved the goal of risk-based inspection
Post-GDUFA >9% Issued 158 product-specific guidances parity for foreign and domestic facilities.
(Over 1,500 currently available)

U.S. Departm:
https:,

ent of Health & Human Services, Testimony from Janet Woodcock on Generic Drug User Fee Act Reauthorization (GDUFA I1) and Biosimilar Use Fee Act (BSUFA Il) before Committee on Energy and Commerce.
hh -03 /generic- i gdufa-ii/index.htm|

drug-user-fe

15

(&7 ~ 55 FDA GDUFA Hitip s

2] FDA HETE 2 58 GDUFA (Y52 » KB 5R(ELL T B ¢

(1) EEEmHER A s 2 () Priority Review HH] - fERF &R E FRAF
> \TH 10 (B H A K R 8 A -

(2) DB AAEE R R RI R A EREST R M I S B A T
afe ~ BN A AR T - 3451 product-specific guidance %

(3) B4

(4) EMEAELEEE > 68 DMF EE - st biemseard - bR
P s

(5) MIIBHPEEAE - fufEfEfEs 8l ICH - IGDRP » MEfTEEE S 1E (5
B0 E ~ BOM ~ BN R T 3E0N) ~ BRI P E AR BE Ay B K AR S i
FrRAF O -

AR
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B ORHEER

— SEERAREETT I R A ERHEESRE R
KRR E RS MEBAR EHT &N - AERNARAEE

M BTk A B A R S PR N,

A2 HL IGDRP & - (& EA BE AL RS F s AR A S T [ =]
DASESR - SR TL ST TR R A i M s A Re A B T 7R e — B
S BIANEONET B R i fa Bl (F IR ) T aes NaBaay A ACHU R AR
SKAS RS E IR DK » AL EE & S ac iy - mR DA PRt
Sy h B > ] BRI RS R RS KA B A A it R
SE SRR A2 A R PRAE R S R - T4 HABR AR TR HR F R 244
SEST TR RS S M B0 S - B R R IR A R AR T B4 R B & 2
AYEDK - ERESFEIRARIERT TR et A LR F S A AR E
A FEERBYNAR B R o M A e SR B MEREZAR R ER - DA
[l P 2B B A M Bk T /K AR B A AT AR B PR, -

=~ FHERBNEARZK IGDRP B IPRF SO DERBEARRSETT
= o

A IGDRP &3k CEEARKEL IPRF & 6f DL ERRERER -
PRI H ATA R OF 1% 2 sHER | BUTIRANEN MR E S - i HAT IPRF 8Y&
J9ERE ICH g1 > %845 & CDE fafi2: 8 ICH/IPRF/IGDRP & T{F/)\
o WEEIRESEZEFGR I R REGEBF R 2 A HEEHy
1B - AR FER 478 IGDRP B IPRF & HEEEH#EE » DI AE S
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—_— N

1.

IGDRP &35 %
A EinssiasREs T /E/NEE S (Bioequivalence Working Group)

Bioequivalence Working Group Day 1 (June 5, 2017)

Location — Boardroom 5118 (5th  Floor), Holland Cross, Tower B, 1600 Scott street, Ottawa

Time
& Topic Lead
Agenda item
8:30-8:40 Convene at Starbucks Coffee shop, 1600 Scott Street
8:40 Escort to HC premises and registration
9:00-9:15 Welcome/Introductions HC
Review of agenda/minutes:
a. Review and adoption of agenda
9:15-9:30 b. Tabling of the minutes from recent HC
teleconferences:
a. 9 May 2017
Governance: HC
9:30-9:45 a. Tabling of the updated WG members list
Regulatory updates: Each agency to inform about any All
9:45-10:30 changes or notable updates in their bioequivalence
related processes, guidelines, policies or regulations.
10:30-11:00 Break/Photos
11:00-11:10 Use of a Foreign Reference Product WHO
11:10-12:30 Publication of Summary Article on BCS Requirements
- Review comments received ANVISA/SA
- Determine plan for breakout group work
12:30-13:30 Lunch
Publication of Summary Article on BCS Requirements
13:30-15:00 - Break out group); for sections of artigle. ANVISAISA
15:00-15:30 Afternoon Tea break
Publication of Summary Article on BCS Requirements
15:30-17:00 - Break out group); for sections of artigle. ANVISAISA
Publication of Summary Article on BCS Requirements
17:00-17:30 - Return to Committee as whole to discuss ANVISA/SA

outcome of break out groups

End of work day 1 for Bioequivalence Working Group
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https://spextranet.admin.ch/sites/IGDRP/Priority%20Work%20AreasWorking%20Groups/BE%20Working%20Group/Teleconferences/BE%20TC%20-%202017-05-09/IGDRP%20BEWG%20-%20ROD%209%20May%202017.docx
https://spextranet.admin.ch/sites/IGDRP/Governance%20Documents/Bioequivalence%20WG%20Members%20List.docx

Bioequivalence Working Group Day 2

Location — Boardroom 5118 (5th  Floor), Holland Cross, Tower B, 1600 Scott street, Ottawa

Time Topic Lead
&
Agenda item
8:30-8:40 Convene at Starbucks Coffee shop, 1600 Scott Street
8:40 Escort to HC premises
9:00-9:30 7. | a Welcome HC
b. Recap of Day 1
c. Review of agenda/objectives for Day 2
9:30-10:30 | 8. | Selection of an Alternative Reference Product COFEPRIS
10:30-10:45 Break
10:45-12:00 | 9. | Technical Issues of Interest All
12:00-12:30 | 10. | Biowaivers for Other Dosage Forms WHO
12:30-13:30 Lunch
13:30-14:30 Biowaivers for Additional Strengths (immediate TGA
release products)
- draft article (immediate release products)
- assessment report template
14:30-15:30 Data integrity in bioequivalence studies HC
15:30-16:00 Afternoon Tea break
16:00-16:30 Sharepoint Update SM
16:30-17:00 Workplan — review and update if needed subsequent to HC
workshop discussions
17:00-17:30 Wrap up: HC
a. Discuss update to Steering Committee

End of work day 2 for Bioequivalence Working Group

2.

B TAE/NEES (Quality Working Group)

Quality Working Group Day 1 (JUNE 5, 2017)

L ocation — Boardroom 2048 (2" Floor), Holland Cross, Tower B, 1600 Scott street, Ottawa

Time
& Topic Lead
Agenda item
) , Convene at Starbucks Coffee shop,
8:30-8:40 1600 Scott Street
) Escort to HC premises and
8:40 . .
registration
9:00-9:15 1 Welcome/Introductions WHO/HC
9:15-9:30 2 Review of agenda WHO
Governance:
Tabling of the updated WG
9.30-10:30 3 members list document WHO
Governance issues
Recap of action item

33




10:30-11:00

Break/Photos

11:00-11:20

Feedback  from

implementation of:
Common application form elements
Common ASMF/DMF QAR
template

agencies  on

11:20-12:00

Tour de Table:
5 minutes from each agency on
pressing issues they wish to raise.

All

12:00-12:30

Updates:

ICH Quality topics
ACSS consortium
EU ASMF Database

EDQM
HC
EU

12:30-13:30

Lunch

13.30-14:30

Project 6 — Guidance for Quality
Assessors — Drug Substance
Agree on changes and propose for
publishing

HSA

14.30-15:00

Project 4 — IGDRP ASMF/DMF
Quality Assessment template
Agree on changes and propose for
republishing

HC

15:00-15:30

Afternoon Tea break

15:30-17:30

10a

Project 16 — ASMF Database:
a. Presentation of spreadsheet and

database outline
Discussion on EOI letter

c. Discussion on next steps:
timelines, sequence of events,
other considerations

d. Stakeholder engagement
strategies

EDQM
EDQM
WHO/EDQM

WHO

End of work day 1 for Quality Working Group

Quality Working Group Day 2 (June 6, 2017)
Location — Boardroom 2048 (2"  Floor), Holland Cross, Tower B, 1600 Scott street, Ottawa

Time Topic Lead
&
Agenda item
8:30-8:40 Convene at Starbucks Coffee shop, 1600 Scott Street
8:40 Escort to HC premises
9:00-9:30 Welcome
11 a. Recap of Day 1 - discussion/questions on topics | WHO
from Day 1
b. Review of agenda/objectives for Day 2
9:30-10:30 10b Project 16 — ASMF Database:
a. Presentation of spreadsheet and database outline EDQM
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b. Discussion on EOI letter EDQM
c. Discussion on next steps: timelines, sequence of | WHO/EDQM
events, other considerations
WHO
Stakeholder engagement strategies
10:30-11:00 Break
11:00-12:00 Project 8 — Criteria for filing separate ASMF/DMFs
12 - WHO
Agree on changes and propose for publishing
12:00-12:30 Project 14 — Repository of technical and regulatory | All agencies
issues of interest
13a . . .
Discussion of entries
Next steps on each item
12:30-13:30 Lunch
13:30-14:00 Project 14 — Repository of technical and regulatory
13b is§ues of interest _ WHO
Discussion of entries All
Next steps on each item
14:00-15:00 14 Review of previously identified topics & Proposal for
new projects
15:00-15:30 Afternoon Tea break
15:30-17:30 | 15 Other business: WHO

a. Preparation for the presentation to IGDRP Steering
Committee [thc]

End of work day 2 for Quality Working Group

3. FEZFZE G (Steering Committee Meeting)

Steering Committee Day 1 (June 7, 2017)

LOCATION- Boardroom 0115C (Basement), Brooke Claxton Building, 70 Colombine

Driveway, Ottawa

Time
& Topic Lead
Agenda item
8:45-9:00 Registration for SC members that were not
' ' registered as of 6 June (Boardroom 0115C)
. . a. Chair (HC)
| . a. Welcc_Jmlng and Introductions b. Assistant Deputy
9:00-9:45 1. | b. Opening remarks -
c. Presentation on Health Canada . Minister, HC
c. Director General, HC
9:45-10:00 | 2. | Review and endorsement of meeting Agenda Chair (HC)
a. Endorse Minutes of 4™ IGDRP SC
10:00- 3 meeting (Mexico, Oct 2016) a. Co-Chair (COFEPRIS)
10:15 " | b. Recap of Action items from the 4"
IGDRP SC meeting
10:15-10:30 | 4, | Updates on IGDRP website and Google a. Christopher Crane (TGA)
analytics report
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10:30-11:00

Break/Group photo

11:00-11:30

Quality Working Group (QWG) update

Antony Fake (WHO)

11:30-12:00

e Bioequivalence Working Group (BEWG)
update: publication of the BEWG

Craig Simon, HC

12:00-13:15

Lunch (on site)

13:15-13:45

Update on ACSS Consortium — Generic

Medicines Working Group

e Update from the April 2017 HoA
teleconference

Gary Condran, HC/ Craig
Simon, HC

13:45-14:30

Updates on other international
initiatives/activities:
a. International Pharmaceutical
Regulators Forum (IPRF)
b. EU ASMF Work Sharing pilot

a. April Brady, FDA/
ANVISA
b. Nienke Rodenhuis,
EU

14:30-15:15

TFDA regulatory update:
New management of API regulation

TFDA

15:15-15:30

10.

Presentation on the new version of SharePoint

Chantal Pfaefflli, SM

15:30-15:45

Break

15:45-16:45

11.

Enablers Supporting Regulatory

Collaboration

a. Update on IT Enablers Supporting the
Interoperability with Domestic and
International Partners to Improve Access
of Medicines

b. Identification of Medicinal Products

(IDMP) standards and update on

implementation in the EU

a. Vikesh Srivastava (TBC),
HC
b. Héléne

End of Steering Committee - Day 1

18:30

Convene at the Residence Inn Hotel lobby
for Dinner

19:00

Dinner (Location and details to follow)

Steering Committee Day 2

LOCATION - Boardroom 0115C (Basement), Brooke Claxton Building

Time
& Topic Lead
Agenda item

8:40 Arr_lvz_il at the foyer of the Brooke Claxton All
Building

9:00-9:05 12. | Recap from Day 1 Chair
Discussions on future directions: a. Lenita Lindstrom,

, ) a. Proposed consolidation of IPRF and EC/IGDRP and IPRF

9:05-11:00 1 13. IGDRP Joint Task Group

b. OGD/USFDA views on IGDRP/IPRG b. April Braddy
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consolidation

c. Sharing of Agency’s Views on Proposed
Consolidation

d. Organisation and management of the
working group face to face meetings
under the proposed consolidated
framework

c. Chair/All
d. Lenita Lindstorm, EU

11:00-11:15

Morning tea/coffee break

11:15-11:45

14.

IGDRP Strategic documents:

a. IGDRP Roadmap to 2020

b. IGDRP Management and Evaluation
(M&E) Framework

a. Gary Condran, HC
b. Antony Fake, WHO

11:45-12:30

15.

IGDRP Governance:

a. Endorsement of the Revised Terms of
Reference

b. Endorsement of the Membership form

c. Endorsement of the SOP for Secretariat
functions

TGAJ/AII agencies

12:30-13:30

Lunch (on- site)

13:30-14:30

16.

Engaging Stakeholders:
Participation in Regulatory Information
Sharing Pilots - An Industry Applicant’s
Experience

Mathi Mathivanan
(TEVA)

14:30-15:00

17

Engagement with Industry

Antony Fake

15:00-16:00

18.

Focussed Discussion on Information and

Work Sharing Initiatives

a. Update on EU Information Sharing Pilots
EU DCP / CP Information Sharing
Pilot

b. b. Definitions and interpretations of
“information sharing” / “work sharing”

c. Recommended procedure for IGDRP
agencies wishing to participate in the pilot
e \Website updates to reflect the

procedure

a. Peter Bachmann, EU
and Participating Agencies
b. WHO/AII

16:00-16:30

Afternoon Tea/Coffee break

16:30-17:00

19.

Review and endorsement of draft SC website
statement and updating of Action items table

Chair/All

17:00-17:30

20.

a. Dates for the next face to face meeting
b. Remarks from the host of the next f2f
meeting

Chair/ Co-Chair/ Host for
the next f2f meeting

17:30-18:00

Closing remarks

Chair/ Co-Chair
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IGDRP/Health Canada/CAPRA Symposium

Regulatory Collaboration and Emerging Issues in Generic Medicines-

IGDRP and other Initiatives

Responding to Today’s Demand and Future Challenges

JUNE 9, 2017

Location — Fairmont Chateau Laurier, 1 Rideau St., Ottawa, Ontario, Canada

Time Symposium Agenda
8:00-8:45 REGISTRATION
Welcoming
e Queenia Lee
Director, Canadian Association of Professionals in Regulatory Affairs
(CAPRA)
9:00-9:20 Opening Remarks
e Marion Law
Director General, Therapeutic Products Directorate (TPD), Health
Canada
Session 1- Setting the Stage
IGDRP Overview: What it is / What are we about
e Gary Condran
Associate Director, Bureau of Pharmaceutical Sciences, TPD, Health
Canada
9:20-10:00
Development and Licensing of Generic Medicines in a Global
Environment: The Canadian Perspective
e Len Arsenault
Chair, Scientific Affairs Committee, Canadian Generic Pharmaceutical
Association (CGPA)
10:00-10:15 | COFFEE BREAK
Session 2 — IGDRP Priority Work Areas
Bioequivalence Working Group (BEWG)
e Craig Simon
Associate Director, Bureau of Pharmaceutical Sciences, TPD, Health
10:15-11:15

Canada

Quality Working Group (QWG)
e Antony Fake
Prequalification Team — Medicines, World Health Organization,
Geneva, Switzerland
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EU Information Sharing Initiatives
e Peter Bachmann
Chair, CMDh, European and International Affairs, Federal Institute of
Drugs and Medical Devices (BfArM), Germany

11:15-11:45 | Q&A PANEL — MORNING SESSION
11:45-13:00 | LUNCH
Session 3 — Advancing Information and Work Sharing Initiatives
Australia/Canada/Singapore/Switzerland (ACSS) Consortium and
the Generic Medicines Work Sharing Trial (GMWST)
e Christopher Crane
Pharmaceutical Chemistry Section, Therapeutic Goods Administration
13:00-13:45 (TGA), Australia
Participation in Regulatory Information Sharing Pilots — An
Industry Applicant’s Experience
e Michael Banks
Senior Vice President, Regulatory Affairs Global Generics & OTC,
Teva Pharmaceuticals
Session 4 — Improving the Access to Medicines — Thinking Globally
and Acting Locally
Health Canada: Improving Access to and Use of Necessary
Therapeutic Products
¢ Michele Chadwick
Health Products and Food Branch, Health Canada
13-45-14-45 USFDA Update on GDUFAL.: The need for enhanced global
i collaboration for advancement of public health impact through
generic medicines
e April Braddy
Deputy Director, DBIII, Office of Generic Drugs, CDER, US Food and
Drug Administration
Update of ANVISA’s Strategies for Generic Medcines
e Ana Carolina Moreira Marino Araujo
Agéncia Nacional de Vigilancia Sanitaria (ANVISA), Brazil
14:45-15:00 | COFFEE BREAK
Session 5 — Quality Stream
15:00-16:00 | Update on the European Directorate for the Quality of Medicines

and Health Care (EDQM) Activities — European Pharmacopoeia
and CEP Procedure

39




e Hélene Bruguera
Head, Certification of Substance Division, EDQM, Strasbourg, France

WHO?’s API Prequalification Programme and Common
Deficiencies Observed in Master Files
e Antony Fake
Prequalification Team — Medicines, World Health Organization,
Geneva, Switzerland

Update on Health Canada’s Quality Guidance Documents and
Common Deficiencies Observed in Drug Submission
e Alison Ingham

Senior Scientific Advisor, Bureau of Pharmaceutical Science, TPD,
Health Canada

16:00-16:25

Q&A PANEL — AFTERNOON SESSION

16:25-16:30

Conclusions and Closing Remarks

e Bruce Randall
Director, Bureau of Pharmaceutical Science, TPD, Health Canada

16:30

END OF SYMPOSIUM

=~ IfElRRA&HE

Biowaiver T{E/NHRK B &5
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Food and Drug Administration Ministry of Health and Welfare

6/7,2017
Ottawa, Canada

Disclaimer

The opinions expressed in this
presentation are those of the
author and do not necessarily
represent the views at Taiwan Food
and Drug Administration.
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Concept map

products with licenses

API source In-house API [ API with license ]
: 2

Similar to CTD format(1995)

form China (July 2013) or

stage | India (2014)

DMF systeL(ZODQ}
DMF CTD format( 2013)

2016-1-1
Full compliance with GMP for API with license
Stagell

2017-7-1 $

OUTLINE

-In house
-with API license

-GMP requirement
-DMF system

II.
Variations

-Major changes

-Minor changes




API management

Definition :Active pharmaceutical ingredients

U

An active substance or ingredient manufactured
through physical and chemical processes or bio-
tech procedures and with pharmacological
effects that are often used for the manufacturing
of drugs, bio-pharmaceuticals or bio-tech
products.

Regulations for Registration of Medicinal Products

o, / |

APl sources Al

products with licenses
—_—

API source In-house API { API with license ]

For manufacturing For manufacturing or selling

TV



OUTLINE

-GMP requirement

-DMF system

Oy & = & 7 B
A RBENERE

Food and brug Adminsaton 5

- Milestones of API

GMP —in compliance-with-RIC/S GMP

requirement

v ¥
Products: PIC/S GMP with PIC/S GMP
- of PIC/S GMP
PIC/S GMP

2007 2013 2015 2016

CN\)ee # 2= 18 5 o
~ Q
CippRBRENEDE

Food and Drug Adminshation
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DMF system

DMF system (2009)

DMF CTD format(2013.7.1)

Since 2017.7.1 ’

(\\, # & @ f m
hopRREDEEE ,

- Evaluation categories

DMF system Al Timeline

e Regular

o Simplified

| Y W w L. W

Day 920 150 Day 220 Day 240

1%t review Time sto an review Decmon
cycle P cycle EL (T

Cy & % & 0 8
(_/'FDAﬁﬂﬁmgﬂﬁ

Food and Brug Adminishation

8
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Regular evaluation

DMF system
*  3.2.8.1 General Information — 3.2.5.2.5 Process Validation and/or Evaluation
— 3.2.5.1.1 Nomenclature —  3.2.5.2.6 Manufacturing Process Development
— 3.2.5.1.2 Structure

—  3.2.5.1.3 General Properties * 3.2.8.3 Characterization
— 3.2.5.3.1 Elucidation of Structure and other
Characteristics

*  3.2.8.2 Manufacture

- 3.2.5.2.] Manufacturer(s)

—  3.2.5.2.2 Description of
Manufacturing Process and
Process Controls

—  3.2.5.2.3 Control of Materials

— 3.2.5.2.4 Controls of Critical
Steps and Intermediates

—  3.2.5.3.2 Impurities

*  3.2.8.5 Reference Standards or Materials

*  3.2.5.4 Control of Drug Substance *  3.2.5.6 Container Closure System
*  3.2.5.4.1 Specification *  3.2.8.7 Stability
— 3.2.54.2 Analytical Procedures — 3.2.8.7.1 Stability Summary and
— 3.2.5.4.3 Validation of Analytical Conclusions B)\
Procedures — 3.2.8.7.2Post-approval Stability Protocol &
—  3.2.5.4.4 Batch Analyses and Stability Commitment
— 3.2.8.4.5 Justification of Specification — 3.2.8.7.3 Stability Data

(__\\D R T
CHppRRENERE

Food and Drug Adminstaton G

DMF system

e 26 May, 2014 : EDQM < TFDA

e Facilitating exchange of Information

() & % 48§

~ &) o g
ChppRRRnERE .
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Simplified Evaluation for
DM system APTs With CEP )

\. Documents Preparation: Announced on Sept 10, 2014

Written authorization from the manufacturer
Certificates of analysis for at least 3 production scale batches
An outline of synthesis route / manufacturing process

A written assurance that no significant changes have been made to the
manufacturing method since the certificate was issued by EDQM

Any conditions/additional tests attached to the CEP by the EDQM

n

CN\)e @ & 8 R 5

Exceptions: sterile, biotic, and fermented drug substances = 95
ﬁ_— C/lFDA Eﬂ‘%m%i? m%ﬂ%mi 11

Statistics on DMF evaluation in Taiwan

M Regular

B Simplified

\& Number of approval.
Till end of 2016

O‘\'O & £ W@ R B
CHppARBENERE o)
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OUTLINE

118

. -Major changes
Variations

-Minor changes

(N @ &£ 18 A 8
) EREYSEE 5

— EI/’FDA Food and Grug Aominstation

2017-7-1 ¥

technical
document
variations
_ 9
Q,‘FDAﬁﬂﬁmgliﬁ 14

Food and brug Administation




Variations API variations in Taiwan

Submit Change Letter of Acceptance

| y

Major changes
Implementation
Submit Change Letter of Acceptance
Minor changesM
Implementation
A Inspection (risk management)
al Implementation
C\.\b & = @ AR
CMroannmnERE
Variations
Changed items Major changes Minor changes
1. Manufacturer Addition or change manufacturers Changes in the manufacturer (e.g.
. . addresses, same factory but different
(productlon SlteS) manufacturing area or relocations)

2. Manufacturing process !route of synthesis Lbatch size.

2. reagents and solvents used in the 2. in-process test.
manufacturing process.

3. reaction conditions in critical steps.

4. Widening in-process test limits.

5. Removal any in-process control.

Cyy ® & @ A B
CMppREENEEE

Food and Drug Adminsiration

16
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Variations

Changed items

3. controls for starting
materials, reagents,
intermediates and drug
substance

4. container and closure
system

5. stability

Major changes
1. Removal of any specification

2. Widening of the limits for
specifications.

Change in immediate packaging materials.

Minor changes

Addition or
replacement of a
specification
parameter with its
corresponding test
method.

1 specification
parameter

2.analytical method.

Change of storage
conditions of active

ingredients 2

WA Food and Drug Adminishat

Variations

Major changes

Documents to be submitted:

1. Application letter for post-approval changes, explaming the difference

between the old and new contents.

2. Scientific basis of changes.

3. If the production site has changed, the GMP-compliance certificate shall be
provided.

4. For any change in the manufacturer, manufacturing process, control of
starting materials, reagents, intermediates and active ingredients, batch
analysis from three consecutive batches (at least one for industrial scale),
containing comparisons between current and proposed items, shall be
submitted.

For active substances known to be stable: 3-month accelerated stability test
reports (above pilot scale) shall be submitted. For active substances known to
be unstable: 6-months accelerated stability test reports

{above pilot scale) shall be submitted. ) # % i8 7 &
ARENEDE

CHFDA Fooe e brom scmmnarion
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Variations Major changes

Documents to be submitted (continued):

5. For change in immediate packaging material of the active ingredient,
6-months accelerated stability test reports (with 2 batches above pilot scale)
shall be provided.

6. For imported active ingredient, notification letter of post approval
changes issued by the original manufacturer shall be submitted.

]

B E RN E
AppaRREnERE

Variations Minor changes

Documents to be submitted:

1. The application letter for post-approval changes, explaining the
difference between the old and new contents.

2. Scientific basis of changes.

3. If the production site has changed, the GMP-compliance
certificate shall be provided.

4. Batch analysis from at least one batch, mcluding changed
items and the analysis of API.

4

& T
ApppaRREBERE
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Variations .
Minor changes

Documents to be submitted (continued):

5. 3-month accelerated stability test report from one batch.

6. For imported API, notification letter of the post approval
changes issued by the original manufacturer shall be submitted.

f Lo @Ok @R W
MrpannRnEsnE

2017-7-1 ¥

DMF
Variations
@\ O @ f O

D)
CpaRRAnERE
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Food and Drug Administration Ministry of Health and Welfare

ATTENTION

(), & % ® % B
RRENERE

C/ DA Food and Drug Administration

http://www.fda.gov.tw/




	摘要
	行程表
	壹、 目的及背景說明
	貳、 IGDRP會議內容摘要
	參、 國際學名藥法規合作與新興議題研討會
	肆、 心得與建議
	伍、 會議議程與工作照片
	陸、 附錄

