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RS

B P 2 N AR 522 (International Pharmaceutical Regulatory Programme, IPRP)
£ IPRF (International Pharmaceutical Regulators Forum)E&d IGDRP (International
Generic Drug Regulators Programme) j# 2018 FEIF & HF 2 4H4% » & 2RSS H
ST EER - TR R T HERFREE AR i A B R e il 2 A F - IR
IGDRP J IPRF Z T{FE:[E - IPRP A G S "X EEmE TIE/NHE (Quality
working group for generics, QWGG)) | ~ " B2 47 % 4= Bl AH %5 Mt Bl T/ /N4H
(Bioequivalence working group for generics, BEWGG) | K H At &g A R E w2 71
{ETAE/NHET R - FET B maE B AR g i < 5w B S 1R - DA e PR
S BRI — 20 EFEIFILE AR - TREE A 2 HAY - #EDUER

H Z e R EE i B PR -

?EIHH

AR EGH Ry IGDRP ff A IPRP 1% 2 56— K TAE/NHE R - L4 IGDRP 2
TAE/NHARFE » A2 %1 Swissmedic ¥ - 72 2018 4£ 5 A 16 HZE 17 H{EH;
AR TR E T AF /N S AR A S B RN T T - A
EER EESE - B - me - 5 - SE78E BN - B9R - B - SHmihaE
OIS ~ Ft e B 2 ZEBUAR B DL R A AU AR 44 - A B A BES T
TR/ NEEHR PR T RSBV LR - VRSB T FH H a6 - 2%
LEHBE SR E AR RS EE R - R EFIEERE T RS RS -



H 4 HASER e T i
BRI 2 PR
Fe Bt

107 4£5 H 14 H PEEZ AR

107%5H 15 H AL FRES i e | s LA

BUFEAE > K HE R

107 4£ 5 H 16-17 H

SN R F R

TAE/NH(BEWGG) fin B T
TE/NH(QWGG) &k
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10745 H 19 H

BREETE > SOKHE EaRERH

1855 - MRS
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EESPap=ELE

A BR A CIRB IR - BT H H 2 b T » A B B2 S (5 P ol 5 R T 4
B BE A 2 EHEBOR » PN ITHART G IR R S F IR IR - 225
TGS FROBDRETY Ko 7RSS ~ BUEERgRY - B R 4875 K 2 [ HUS
a7 > AEPERUE THER B S R R B » R RE S R F H SR EEER
HIREES] » & BSEECARR AT mER AT FEHREL o 7Y 2011 FEprAEIpR e
48 L4 mi e €% (International Generic Drug Regulatory Pilot, IGDRP) » FB52 5
BT R PRI 2 BREE A BETTISHIRA - (IR & BB A BE 2 ROl M) ~ RIERARRE I
ERE B EEERENG AL WHEBIBIRRE B & O - DRI EE
il PR ETECA SRR E A A -

O

IGDRP fERIIEA( T =F1% - REE I — A RGeHHE A3 B B A $H H 52
SEE MR M E R ERE SR SO & > s 2015 SRR B IREE Y,
gz L4 =32 (International Generic Drug Regulatory Programme, IGDRP) » 55 4H %
ZRAE > AR IIHTAE AT T S B P ER AL S A Y TR e S A
BUREGAM B AL T BB —2 4 (Regulatory convergence)d'yE HIRIHE - Ky 17k
BAUE I —BIRSEREEEROR P& » EERFEKEE T IGDRP 1£ 2018 IEX
B IPRF (International Pharmaceutical Regulators Forum) &4 5 IPRP » (R4 [HE kY
T AR E MR TN ) R T B TAE/NE 0 AE IPRP T 2 E{E TR/
() REREEERGNFELS T - DIEERAR BB LIRS EE
BER - s ~ B aE RS IR B



International Pharmaceutical
Regulators Programme

@ IPRP

FEEE
Management Committee
WERE
| | Secretariat
B " = N
. EYHELIMEE HEE&E
- Lok T Tfe/vE
T {E/¢éH Biosimilar WG Gene Therapy WG
BEWGG
BRm fHaEEm K EEm BEMER
mE LE/NE TE/NéR TR TE/NR
QWGG Cell Therapy WG Nanomedicine WG IDMP WG
BREERED MEEFAEQ

[B— - IPRP 4H45%254%

B EE Y E T B PR R A B A H T & 3 (International  Generic Drug
Regulatory Pilot, IGDRP)j 17~ ®JEILL Taiwan Food and Drug Administration
(TFDA) SRS L » FifE Ry £5 2 5 & (Steering Committee)il 5251 IGDRP
R A E BT ams b I A T & TAE/ NESREE ST A B S 1 5
BB TR R R B S R M AR TR R 0 WEOA IGDRP f
HEY B EFE LTS - fIA IPRP 21% - TFDA i BEHEEE > — BT
£ IPRP B TAEAHITFEMm S Bla T LS AT IPRP R E G A — 6 2 -

ARG i# By IGDRP fif Al IPRP 12 2 55— TAE/NE& 3K - IEFJF IGDRP 2
TAE/INHFRFF » ARSI Swissmedic T3 - 7» 2018 425 H 16 HZE 17 HiTH
HAE R TR AR A E TAF/NE s AR SR TR N2 e 3 - A
HEErAEEE - B - # - 5 £755F - BN mJE - HA - BHmtbas -

HIE ~ Fr—t e RS 2 BEBUAAR B A DU S AR A& - AR A B S T
6



TE/NHG R PR T REIEEEUA M BRI - IS 8L T (EIH H 5 f5m ~ R
BEHE SEEE B AT M F B 8 RSB RS AR > R T -
PUN s TR/ NaH e o B e T i i -

- gENEHRE

—~ BZa@NE TE/NE®E (Quality Working Group for

Generics, QWGG)

AN 2013 FERRAT. - HAVFERR F 5 ASMF/ DMF ZFHBR S (1404
SRR~ FEEREER - FERES) - FLUEYSE B S EE
BECER C fEmaE A ReR o % TIE/NEHATH WHO {E RSt [E LR - AT
/NHFREEER S M EA N B EnER T OEFEERTESH -

1. &G BB EERRT T
(1) B EU

BT R R S £ AR TR Z 51 (ASMF worksharing project) > 3%
STEE E 2 H Y Ry (HER 5 B o] i [F)— (B R 2E AR I E H R A
& o HATE DS THRFAT 170 ERlsr 2 R g ERE &R - [ERRHE
Pl i SRR g el T B T RE e AR - AR E S [ 2B -

-BC#}

(2) O HSA

HOE T —(E ER R B R B B By A N - AT EA BB

FELEHHAS HERFEEEEAVHEERER - HEERE

VBB U FRE T TAF LS - 5940 > HAETtIEAE T TR T
7



(T ELRETEE - AARER 2020 SR A eCTD i -

(3) EEFH ANVISA :

HAIEERE S A FREEEHE 2R > EAMEAREE -

(4) £ TFDA :

R EE R By SR ERT R GO S 5 ~ fiotE&Erte
5 DUR CEP N ST HIARRH B HT AR E ©

(5) HA PMDA :

ATHAE BRIAH O HESD FUR 48 B 1o B o 2 AHRE B i -

(6) B2 MFDS :

CHEENE T ICH Q3D Bl M7 B - B e T A RO A T M
RS ~ 2 R B R RSP 2 AR e a0 - B EDRARMT CTD S0 -

(7) JOZ£ A HC :

ATHASECHT 7 UAM TR o E EERAYEL ST (B140 CPID~ Q&A~ 5L SF) -
PP AR RO SR B R R A T BT -

(8) EXEH EDQM :

a. 50 R SE 5 E S EU [ -

b. 7 HAAE o B — 2 SR I AE FEY Gentamicin sulfate 34 78 & h i 22
F=hE e EAVAHEAZ (histamine) - ZEFHASEH 752 FHH SRR T
{58 FH A £ 2 (1 (Peptone) EL AR S MR ACIREE A IERERETFRTIERL - %

P A CEP (CEP 1988-155) - (NI » BIUMEEH AR i
8



TRl K B VAR A ATEET » MG 2018 4F 4 H BRI
7> H CEP 5 FIREIRAIAH AR ITEEE & (16ppm) o HAh K
SRR AV A R B AT T I RL(RY 10 (R 5y) - BUERE S &
HERAIHH BT o histamine fEAEIRL ©

¢, AT SRR CEP [yfsa | - [FISH EDQM A48l |-
AR AR L8 H KB -

(9) fHEFEAELHER WHO -

WA EAR > WHO [97EEE/NH (Prequalification Team) A&Y4s: 3~4 (]
At g ek B BB e ERENEY > BRI HAKREEE
(Central Drugs Standard Control Organization India)fVfE# & K

SI0A -

2. AR ICH MHBI EATE S

(1) ICH Q3C : plihn T iEaRAM.Z A 4i¥55] (Impurities: Guideline for

Residual Solvents) :

S T EAEEAY S o RS class 3 g Triethylamine (TEA) »

LB Methylisobutylketone (MIBK) %551 £ class 2 »

(2) ICH Q11 : {22 R AWIACIR IR SRR e 3% f B35 TS| (Development
and Manufacture of Drug Substances (Chemical Entities and

Biotechnological/Biological Entities)) :

H BT R & T E 2 E Step 4/5 0 BB EETT Q&A HYPEES » TEsHE
SER LA EE [ SRBATHIAN BHIE -



3. BIFHHEE

(1) & %% ey B Bl Y+ gy B51 17 B 3 2% W (Repository of technical and

requlatory issues of interest) :

BETARIEE T > YA G ol — ki | — i R 2 &

& F Quantitative NMR 2KE & | -

(2) FERlgE F iR EE N =51 E (ASMF-DMF database project) :

a. Bk T IEESTTHY 22 (R IRRHEE LIS ARG T WHO 2257

B —{E 5438 - benzylpenicillin benzathine -

b. BRHEF EEZTEEN(NESFERE) - HITNEEE 20 H4E
HHIREALEER © Authority/Organisation where submitted + National
ASMF/DMF number -~ Date of submission -~ Status in
authority/organisation ~ AP version ~ RP version ~ Substance name -
CAS nr~Quality attribute ~ DMF Holder name~DMF Holder address -
DMF Holder postcode ~ DMF Holder City ~ DMF Holder country -
DMF Holder e-mail - Manufacturer 1 name - Manufacturer 1 address -
Manufacturer 1 postcode - Manufacturer 1 City - Manufacturer 1

country ~ Manufacturer 1 role ~ Manufacturers 2 & 3 ~ Comments -

C. IRICATEE A R Z s El e (B & ey ~ B - BOM -

HIEZEE > DREIEELEER YOS IGBA Hl

TEVA ZEJgg) - A3 DL NS A EUE RN E Z
i

o WHEIERARRE S FEtEZHAY -

10



o JHFRESRIATIEHH &L B Ry ZEERE > 2RHA
B EAR P A A

o JESRISHRRERINIIAARGTENA M » IR

IR EHEFT ©
o KRR - FhAWE L EHEREEAFTER -

d. HATERIEFREY WInSCP /Y&t b » it ALl B &LrIiE
A > FRETRHE H 55— (@4 LT HE (Collabora) - I iFS & &
B> 2018 - 5 H 28 HATfZHE ABRSEREK -

e. AEtETAMIRTIAME /A 18 A (2202041 H 1 Hik) -
f. stEILE RS PITRIEBECRFEIHE - &amdl T

o HHRESHAMEEE -

\\)§v

5 i1 1 T AL 5 T Y [ R R

o BHBEINEOKREIEH RS T -
o BFAERSEHEAEREE -

o HrEIHEHYLER -

o tEECAFEE REIHEAVHELIER -

(3) & B [ i t& 88 & 7 Br 38 b 7= 52 5y f1 8 & &f &5 (Survey of

administrative procedures and terminologies for quality-related

variations/post-approval changes) :

e PR Tk HC SRS EU LA REFE SAHPRA B3 HE 287
11



NAERE BRSNS EEHAEREEE R - 28 1T
FRESE - NG REA N E R R EL ICH Q12 {55 [AFTEE - 1M
Fo TBAFRE RIS G BRE THHENE > grhthst iz EET
FYRRE —— R - SZIHFEA MG/ 2018 ££ 6 H 30 HATSERL » 1M
A% SLEENAE RIS AT Y IPRP HYAEIE b - ATH A 6 A S R 240
= .

F— -~ ZE EHREBETHENEZROTAEREAS
Survey on Administrative Procedures and Terminologies for

Quality-related Variations/PACs
QUESTIONS

1. What is the general term used by your regulatory authority or organisation for a
"variation" or a "post-appoval change (PAC)™"?
B R EE - & BEAYilasE Ryal?
2. What are the categories for variations/PACs?
RS E A EE?
3. What are defining criteria/characteristics of the categories?
W 1125 7 SRR 14 R ]2
4. If the conditions or criteria for a category are not met, what is the resulting
outcome?
WIRFZ IR FORTF SR - R RS
5. What are the target performance/processing standards (timelines) for the
categories?
oy B R BRI R Ry o ?
6. Which categories require prior approval before implementation?
U B TR B e A AR PR T?
7. Which categories receive a notification of approval?
UBRHASE B e A AL AR S R?
8. If yes, does the notification of approval specify the nature of the change?
K E o ZRARESGARSRAEEANR?
9. Are there variations/PACs outside the scope of these categories?
TS AEEET LM N ZE?
10. If so, please provide examples
Kb EHEE -
11. Are there fees associated with variations/PACs?
RS AT
12. If so, describe briefly
K E - SBEIGREEE -

12



13.

14.

15.

16.

17.

18.

Do you have separate procedures for the management of variations/PACs for
ASMFs/DMFs (independent of the MA for the drug product)?

DMF BBIFE F &S E0A N ENEHER?

If so, describe briefly

A b HAEL -

Do you have a life-cycle management tool with a summary information on the
authorised product (e.g., that is updated with variations/PACs)?

C EhESE S A B HEREERIEY) o HEET T B WIEmEE -
714 528 B 1117 B 5%T)

If yes, please specify name

A b HHBERELAE -

Is there a renewal process for the marketing authorisation (e.g., to confirm the
benefit profile)?

C EHEmE S A RENER?

If so, describe briefly

Kb HAEIL -

(4) Bt KT 5eps TAET H TR © s 8 35 A 515N (QAR

template), tiE A4 {4:(common submission form features), z2 &5

& [(Guidance for assessors template)Zs -

FrT BA -~ SHmtboiZsh > ZEERNETEERN SR TS
BRI/ NPT E 2 Al S5 - dlFE% - EDQM FT WHO
I e (AR 2 A BEED S (open part)FI{REE! > (close part) Al

DAY FREIRE -

4. B TR/ NERRFIERRE

(1) BRI L ETRRIH TS M & Y] -

g R I TE H R Information Sharing WG &3 ©

(2) [RS8 EREZE M L F(Summary template)fy e ( -

LPFEL B E BB & B IO - R DALy

13



FrELd: - WETEmERILE o 5 2018 £ 9 H 15 HAGR e S EIR
AT -

(3) HRBRK
B BT 2 TIFHE > fE{GERETH = -
(4) FFER G BB A ARG Y A

LI LR RO N B A SRR AR A B B U SR S Y A
BEVARERR - ATH T/F I EHmtEna s B 1L - RF oo ig i as
%5 BB 2018 4 9 H 30 HATSERGE » MY T KA A &

LA
g Gy ©

(5) FEHE ZERLEIL

Fo TR EEARGHE - FEENS G BB HREE T
AE—DHY TR I H TR (EREE - B ATA S ER T ek
TRFFS N I T s e o

a. SNy E BEIS B RRpEs tMie ftFR EEE R AL
PR & e PR AR LA/ N e T S B LR

b. BILERHIFRIEEEEZE - BT BESERE R RS RE T 5
EALEEL -

c. &G EEHEAERRIE FEE RS E T R

14



—~ 4BEESEFEETIE/NGEEs (Bioequivalence Working

Group)

A TAE/NERA 2013 4ERTT 0 [ B T Biowaiver Working Group | > EHY
TERR TS BRI . Biowaiver B &AL » DIRMEEE RS Ry AR VB2 44 45
B ARG T AR M 2 M A DU RER BRI S e A
MERAGE T am BT A fif 22 2R 2 A G AH S5 14 (bioequivalence, BE)aEgaE
H 2015 4 IGDRP JAE & #5124 5 " Bioequivalence Working Group | - A
TR/ NHE S IaEE B L -

1. SRR RR AT
2. IPRP LEGRBE RS

HET I AR ST IPRP EEGH(107 4 4 H 11 HEshER) 245

LA .
A -

(1) AR 107 5 6 H 2-3 HFY H A F SRR & 3 - Rt
AR IPRP & TR/ NHAYFHBIEESCM: - HPARIHERER - (B
RSB FS IGDRP At S A& = A B -

(2) EE] FDA B2 —15 reflection paper EZE " Further Opportunities for
Regulatory Harmonization of Standards for Generic Drugs | > $13¥f [
ES A B KA A BB TSRS )2 07 R e - IR i E e

RS -
3. REEBEEFEREBARENEERE
(1) HH0H HSA :

15



SR TAE/ NH T BCS-based biowaiver § 585 » Brinszmn
S 4 H 1 HEEHHEESES A " Guidance for Therapeutic
Product Registration | » 35 BCS Class 1 &5 g 1 e A58

MM 2 B -

(2) {5 AELHER WHO -

a. ATHARFE AR A AR LT & BCS-biowaiver HHEE (>

EEILAHRATES ] -

b. St [EIHY.AZEEE T (essential medicine)mlH » RHERE T HA S

FHE M ERTE k55| (product-specific BE guidance) -

(3) EM TGA :

a. SFUMNITHISEAT T T2 nVEE LB AR AE » Hor priority review Az
H 2017 47 A 1 HEMiZ5TA 19 FiEHWE 12 (fFTis
PR REEE » Hh 2 fRRIES BT ¢ ZRE 2018 £ 3 H 20
H#E4GHY provisional approval process H if i f i 48 £k FH 5% A2 2

eSS

b. 5 T [#(KFES A - BN TCGA NS4 1 H#4H Comparable
Overseas Regulator (COR) Pathway - i TGA =] £¢ Y NEFR B AT
FAWEE RO 8E R BB B 2 R ENGR - W AT 4R E AR
2o £ 2018 -5 H 31 HEA 2 KimiE R IFEETA

c. SHEE S A2 B MY /S ARE e ITE
" Application pathways and data requirements for registration of

new generic medicines and variations to existing medicines | °

16



(4) £ FDA :

a. 54 3 H{pEdnll ¥ %7 product-specific BE guidance -

b. FTHATE A ARV EAMTE 5 [E1FE BCS-based biowaiver HHEET55 (%
£ 12 HEZ) ~ Good ANDA Practive Guidance (54 1 H2545) » LA
S PRI FE G = JA4E )8 FH (opioid crisis) Z MHEATE S [(EF 11 H#
1) °

(5) HZA PMDA :

a. FTRFSTES BE JARU#ELTPL MEST

o HIIEERE N (delayed-release) Kz A5 2IZ (5140 micro-emulsions -
ZORBAENEE » bR T IRAZ 228 5lERsh - e itikatis 2

o ¥I1? add-on study sgaat T ARHE T DUES » HATIEEAE 5

S EmbEE T
o WNERAHIEHAANZHE 2 BE sl FEEE L AH T
TR -
b. JHACATIRAEEL . BE FEEKEE » SEEHRESHE
R THET R IR ST -
(6) B MFDS :

2% AR TAE4H % BCS-based biowaiver &% @ 1Y & 5@ @ 8T ¥
BCS-based biowaiver 25 & ZRMEITIERT » K S TS E &R HIF KT
0% E Ry 85% » HRPABERILE S 2 ALE pH EZRES pH

17



1-6.8 > ] pH {E ] By 4.0-4.5 -

(7) EEFH ANVISA :

a. HTHE EHR A R IR R GERY 2 7Y b i Z $ )R B -

b. WHEHEIAR) CRO SRS - LU &S TN NIBIESES, PK
similarity 305 4

C. TSI ~ CIRER AR R S F BRI 2 AHRRTE 5 [ 52 - iS4

EHRERST -

(8) 2= TFDA :

e T I o B SR A A TR 5 » CHE ST R PSS M R Bk
SR A IR AL R R T -

(9) B85 EMA/EC :

SHTAR] EMA 2E8) T{E4H(PK Working Party, PKWP) 2 T{E#Efg -

a. IEfEwR LR AR Z AR > CHEHEY N aBRayEl sy - =]
RETRF PRE AT HE M B ey 5 sUBE R A P S HE 1 T2 -

b. HFEE] MHRA M RN EETS S [IEAE R - THETS4EE 6
H RIS AR -

c. FGEBEFHECEESTER - HATE BRI -

(10) HpZA HC :

a. HF L IE 528 &5 5T 11 % A % 19 & 38 81 (The  Canadian

Reference Product Policy) - F- S8 T RIS A i > BiidE s >
18



HEFHEE > MR ARRRFIEE - ERERRI S ) A RO
K A 2 B oy o SRS SR AT Y TS 2 i I R S0
BRL > (H EE TR SR S I R (A BRI A8 DAL

Ve
]u

VAN

=

=
S

e}

7
THEE

Sk
=111
i

b. $% HATHY BE AREEHET THl 7 A HR 4R

—
W)

=4{{3
-t

PRI 2R i 2 BE Ba R e B ISR iR R BRI
H| partial AUC &} -

o (HERCAUKIRITGERIER BE sl Rt E RV AR E
(EEZFHFEEREM) -

o IEfIESEEEREARN Y AR (SR R -

4 511%$ pharmacodynamic g2 KAy A RENET -

(11) E99E SAHPRA :

RS EEMBENSE 1 H 31 HiEh MCC IEzUBH &

SAHPRA -

4. %[ BE BERENITZE

AR WHO (R AP S RIEES I (T BE Sls CRO A F]%¢E
DUERZED] - WEESEEERIILUER -

5. BEFrMRESTH (Technical Issues of Interest) :

ARRGHAAN Z IS FEERS S EREL S mEEE T 2
B gEhnE R Kk BE BOR - SRR RIS aE 2 BAEEOR - DK

BE {5 o i il (B (outlier) Ay A IR AL
19



(1) ZEEpST 4L TE R fv BE 0K

BERERE T IIBE HSA £2HY - H AR I ST HY P A 2 in & B S ac
KEERERHE S BE BT - {E MY IS A PE i B 30 E B o 4%
an 5 B HAR T A R IR SRS LU > S ek BE 205 B » FiTLIE
ErAT A2 IR DI S EAT SE S HY " B Rl B S o BE Sl BR 0K
TELURTIE HSA 75 2 S AR S B 2 BB iy B B BB

yas

a. HAIEAIE FDA ~ 28 TFDA KIS KEE BT 4 A AT
EFR(EER ETF0 HET) - WAHEREEEER] -

o [ FDA EFA4F 1938 % 1962 4Ef > 7 Shidr. DESI
drug HYEEREGR - #7251 A DESI drug 7% SAYEE » HE Y
SEAN A FEIHAEE] - B AR AR AL USP #iAs 2 I HEs B &kt -
B OB R A5 - RIZAEE M BE SBRE& K -

o ZE TFDA i 1983 Fqij_Erifzf 2 S840 81 Ry RL  48an
A ALY B G » PRIZERERI RIS R R LA
kR BE slBR &) - JEE M A e e TR

HE By I REZ KL BE SBRER -

o MMEKRFTEFRIEERTELBE L ZELEA e in
B {eREH AR - BEIREERL Z EREE > R T IRl 5 B R RO
RILIGN > (7R BE slBREkt -

b. BXEFEINE L EIGEOR VAT BE FBHH  WEERR g
TEFE o (HEBTZEH] > B4 ELA (S 485 (well-established use)
HYEET - EOlRERkR BE 1Y - g A Eii e/ b +4E 0 H

i A B N E A IR SRR 2% (scientific interest) » B1 R $ &
20
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HIREER SRR E T AT Ry % S8 n 2RSS - AIla]gE n] DA% fR BE
ar i o {ELFH R {17 A IH SRR o P FH 22 et AL T R B 7 e LGS 1 -
B0 A= BEAR M s A G T PR B

C. fERREUNIIEEEE R SR E 3 o (HEHYERTT BE sl g8
HIF I ER -

d. 2P ~ BN ~ Hut ~ HA RTINS E B oy S50 e 3 KB HR
Al ZERERPR BE ¥ IRSLZ BN - B AMEERE - HENH
FirE DA E S B AR o St BRIy EOK (B B8 (T BE -

(2) HHERS S AR A 0K

BEEERE R E] MFDS i - iR eR A e e 540 S8 A e
B > INIEAT BB F A FAT -

a. REHGBEHN RS LEREELAIR - WHO HATH It
FABE e SR AR A

b. NS H MAEAR S EE(BT41 S doxorubicin &% 5h)aEdr F F ik
AR SO DR b R e B B S i R i P Y B 1
BHEDR - fEFEFALE - FEEBEESEEG EMA 155 g
FOKEEPRATE EHnon-clinical data)

c. HAfl EMA HUFEREXEERIRIH—mEERES] » ZRIRITEE
PRI R R B fH (comparative PK studies) - {EAERIAY - BIF2 %24
A HHE IR HE 2B T A eIReebRERIRATE R - S55Meh
HITIHERG SE £ AT PIRY encapsulated form & free form &£ 5 &1
Sy o 3T AN $F % doxorubicin 2 £ HE Bl g 5 E % 6 B T

21



product-specific 55| -

d. E %Y doxorubicin f Fi5 #S %% & . #£ 17 product-specific BE
guidance - HAF#EZERFELXIEET o Hal £ EH G ZOREERATE R
LIk Ll Ryszad & 2 BE slBrEh) o dghooth 2 s Gy B &
encapsulated form & free form - 554 » HRAMEEE4 5~ BE ~ i

R AT BREERIES AR 4 AREAAA -

e. HZA PMDA TERIFEEAT 1 AR 45588155 (2 - HAfEE
SESURET - W MAER S A% H AT AR EORE B QL/Q2
MR ~ BUE DT A7 (B R 8SER A RE R B IR IR A B -
HATESRATE R I ERJA - B2 s Eieft AR &R -

f. =2 TFDA %% [ T3S W EE FDA 19 Product-specific

guideline - F BEEREEFR PK 3EGERL  BERATERIAI BIELE -

(3) BE gt iy S Ay (outlier) £y 25 & JRH -

AFEEHSEE] FDA fEt - 55 TS BUSE BE Sg i PR ki
ERFHRRE 55 -

a. K Health Canada #32 fEa Bt 5 e FRAVIRIE T » ATHE
PRI EMETE « BHROEHEER - BRNEN et 2 el E s
&&(re-dosing) 1y 57X -

b. BX¥ EMA "R gt (E el E i TE 4 a5 - B et
HESR MR E VTR - (B 2R SRR B R R (0 2 (r 4h 2
1o 3% Ae M I ) B2 5l A FH 3 R B i 2 Y B A L P OB P/ N R
{8 5%2L E - ARTRE[E R G o

22



c. EE TFDA A et LMEAT R N PER R (E > (HEE 2 TE 45 4E
AR ©

d. HA PMDA HFRIA e Hkbiib £ - {5 5 i 7R AR -

e. E2PH ~ Hrhne ~ #EEY - Fmt ~ BN WHO A e ERF I ERR
RF PEFR A (E ST 5 - A8 Al m] R g ZOK H B A Al RHE B A R Pk
Bl {62 ATk -

6. TIE&HETT TIEHE -

(1) &[5 BCS Biowaiver $H &L

a. AR HESE S BIREEF A TS > W55 1 Ak
SEZN IPPS HH] o

N

b. ATAEHEEIL ) BCS 285m0 UR B - 7 S S Bl HAE e
IREEALREI TS BCS 7335 o lREHmEbaE INVIMA $2HE% 77
MEHNEESER —Clhn - EUEFERES S S EREE N
TSR - TRES ARG G E IR TS -

(2) 4D -7 g e s e [ HIj(Foreign comparator products) :

AR TAEIH H B BB A IR A e s > E5E Rl - EINIE
IGDRP ff A IPRP 2Pl » Z LAY & st s sh AR S

THEITIERT -

(3) B (L L A Al (Alternative comparator product policies) :

ATEHHEBEZEM S ER R A > HNEEH SN
COFEPRIS [NHUBIEMIACE RIS - il o it TIFHEE - £
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FEEREN e NRE LSS - SEAREN S A ZIEM
RFEHEE 278 TFDA Ryl 8%

(4) [Elpkor [FIFARY 7 27 & e b o i A B0 AH S P s JFUA . (Biowaiver

for additional non-biostudy strength) :

a. RTIFHEE CEIL— {3 & i #iA (evaluation report template)
B WA GBI TER T SRR

b. ARTAEIH HIRGE R — {02 B3 & R AU EEH o M e e 00 s (B 3 228
ARG y) » ARG T TEET - EETRACRE TR R
KBRS SERERS

C. AT AETEH $t¥fefeslm  #EHAEE Ok & G2 -
ARy s HERLRF FH B 1 Swissmedic #E(T: 3= 238 58 pl s 2 S e fse
g o

(5) LU [E#G BRI LIAD 7 e i AR B9t Ml & (Biowaivers for

other dosage forms) :

RIGHE O TE LRI B850 BE 20K » (VS ~ B ~ Hrinsg
Fe WHO 53452 PR & [J 0] 7 1% - FH WHO 4B EE R /i a5 - Al
sl TR S EENE - BRGNS L EE] o R
[EIPRFIARAESERR - WHO i 5517 ar ik H msCie s 2 ik S @t i (2
1F °

7. BE TfF8HZ TIFEAERMBET

ERE RIS AR (S THA Y TIEIRS - S8 BT
(FIEH 2 B SRS R NI BE SRt
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K o PanA R ZE e Se e & leetBs - IR S B a2 ST Ea
sTEDR - R Z TARIIRE R £ TR SC4E IPRP EE Gy -

8. FAMMEIA

(1) ATAE4H £ Craig Simon I R G (LA A LEEHRIE S T
{F > ELFRREHITER » FHSHGREATHTFRBELER -

(2) T BE L{F4H M & s i BN TCA £ - &8BIE L 85T -
HERHEASHE 10 3L HE 1L H 1 H - HEATEAG 11

H28%29H5(12 H4%5H -
(3) A G T bR NI Gk Z s 2 A -

(4) TR RS0 6 H 27 BB -

= SREERNEEESERTE TR/ MASEERE

1. Tfe/MEgRERHE
(1) BEdEanE TR/ NE - GERZ LI/ N HERRCH)
(2) B2 HS s ER TIR /N - GERZ TIF/ N EsRacsk)
(3) B2 5 43 = (Information Sharing) T{E/]NAH -

a. RT{E4HH IGDRP E§HxE1r > T{F¥E H A& EU DCP information
sharing pilot 52 EU CP information sharing pilot - H #YAF 81 E At 5] 22
KB FERE SRS Y - DUV EREEE ST - HAlES
SR B - FREREEDIIME RS ~ BN ~ B KB 8t - (HE
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IGDRP #8815 IPRP 1% » tE TAF&H AR IPRP HpIEFGEL A — T
TR/ -

b. ATAEEEEHE R - AEFTFRRH LR A 2B DCP
information sharing pilot s T#E[E & R A IR 800 A > I
FEZERY IPRP eIz —IEFN AR/ » A8 nl B bt TAF/ NS
s PRI A ~ A BCA BB 2T 30 IR IR
T 55 T R A T

2. IPRP & & (Sharepoint)BEFRRESY.

BEEER P & e £ Swissmedic fABI4EE - A& s B & a2 i IR

H AT S AN SRS AER -
3. TREH H IR

PR T B o S HERY TN I T SR RN AL 5B
ERE A5 10 H 31 HE 11 A 1 H « S8R S — I 1 & 5
RS > {y5R 2 B ok & 71 P BE AL e B I R -

2~ LSHEERR

— FESHE RSN - TSRS RESEEUAREE K
BB U N RE SRR EEERE 2 EEE

SRR GRS -
RS B T (Fatia T - SUBE TIRRE T - TR B a iR

LR EE > bR T A TR T EIPRAE R - B AR A ARRE B 2
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BTN KA Bigs © AR S BLEL Y S A4 RO M B L IF /NI - PREEC A
—IE T{EeRiE T (IR AosE A Rl (Alternative comparator product

policies) | JF FEANHR B MESE B RIS - Es TIFEE - 2
PIAR EJF R g RREEAF B ERE 58S AN EERFoRE
B o B EARFZNIEE T E RS S Vs IR B P IR R 2 AH B AR
AT T8 - i E R R R RIEES PR E HECR - DU EIRE
B - W aFEH EEH A E S e SRR - BB AR F
s IR s F IR Al iR A B B - SRS BUERA S - a3t

EN=E LSk RIS E it vk

-

SE BT R AR F 7% - RS
MetE5] > s ERHEAR TR LR E BRI A~ i E 5

FHA R ERTE BRI ~ DU REE R R 1F PSR ER A 8 >t
HAF IR & B MR - B LA HOR A 2 AR RS A S M et Bas B
SIS RREERSE S - SCE R ERTE - NERE SRS T IRk
ARG S MR - ZAMIEHT 2 RSB S AR F SR TIE/ N
AHETEm AL SR - AT R E PR R fE BRI % 2 sesei
EVEERES T - CRRER - BURIT IS B 15 E A E HEEH
PR R M B EE 2 s 5 | T 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 ;> £ 77543 " Product-specific
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BE recommendation 7™M R 5HIE 2 fEERE A 20 (1140 Acarbose ~ Olistat
F) R A AR AR F e 2 R 8 U7 A (AN G R A B AL
SRR R TE) -

M 2 BRI SRS AR e 5 | - 58 EIREI B A SR
G - HETTE N N\ BB EE L (BT -
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1. BREABMEFUESRIIE/NEER

Bioequivalence Working Group for Generics Meeting

VENUE: Swissmedic, Hallerstrasse 7, Bern, Switzerland (Room H046)

WEDNESDAY 16 May 2018

Time & .
Agenda item el 5
Petra DOrr
(Deputy Director
9:00-9:10 Welcome/Introductions for International
Affairs,
Swissmedic)
Review of agenda/minutes
Review and adoption of agenda
0:10-9:20 | 2. | Endorsement of Record of Discussions (ROD) from Chair
recent teleconferences:
a. 26 Aprl8
Governance
9:20-9:30 3. | a. Tabling of the updated WG members list Chair
b. Highlights from recent IPRP MC teleconferences
Regulatory updates
Each agency to inform about any changes or notable
9:30-10:30 | 4. . - . All
updates in their bioequivalence related processes,
guidelines, policies or regulations.
10:30-10:45 Break/Photos
10:45-11:15 | 4 | Regulatory updates (continued) All
Technical Issues of Interest
11:15-12:00 | 5 | Opportunity for members to raise technical questions All
to gather opinions and comments from other members
Data Integrity Issues in Bioequivalence Studies
12:00-12:30 | 6 | Members to raise any recent issues of interest to gather All
opinions and comments from other members
12:30-13:30 Lunch
Biowaivers for Additional Strengths
Immediate-release products:
13:30-15:00 | 7 - draft article (immediate release products) TGA
- assessment report template (V3)
Modified-release products:
- next steps
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15:00-15:15 Afternoon Tea break
Selection of an Alternative Reference Product
AE17. - Summary of survey outcomes
15:15-17:00 | 8 - Continuation of project, potential 2nd member to COFEPRIS
assist COFEPRIS

End of Day 1 for BEWGG

Bioequivalence Working Group for Generics Meeting

VENUE: Swissmedic, Hallerstrasse 7, Bern, Switzerland (Room H046)

THURSDAY 17 May 2018

Time & .
Agenda item el L
a. Welcome
9:00-9:15 9 |b. RecapofDayl Chair
c. Review of agenda/objectives for Day 2
Biowaivers for Other Dosage Forms
- Review of narrative summaries:
- ANVISA (Gustavo): solutions for nebulization,
pMDI, DPI, nasal
* WHO (Alfredo): oral solutions, IV injections, SC
9:15-10:30 | 10 & IM injections, emulsions for injection, micellar WHO/ANVISA
solutions for injection, powders for reconstitution,
Type of products
- SM (Chantal): Gases, otic & ophthalmic, enemas,
vaginal pessaries, suppositories
* HSA (Clare): topical products, soft gelatin capsules
10:30-10:45 Break
10:45-12:30 | 10. | Biowaivers for Other Dosage Forms (continued) WHO/ANVISA
12:30-13:30 Lunch
13:30-13:45 | 11 | Update on Sharepoint permissions Swissmedic
Workplan review
13:45-14:30 | 12 - Update of workplan All
- Identification of new topics/projects
Wrap up
14:30-15:00 | 13 | a. Summarise action items from meeting All
b. Discuss update to Management Committee
15:00-15:30 Afternoon Tea break
Common sharing session between Bioequivalence,
Quality and Information-Sharing WGGs
15:30-17:00 | 14 - Updates from each WGG All

- ACSS Generic Medicine Working Group update
- Venue of next meeting(s)

End of Day 2 for BEWGG
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2. WETIE/NEESE (Quality Working Group)

Bioequivalence Working Group for Generics Meeting
VENUE: Swissmedic, Hallerstrasse 7, Bern, Switzerland (Room H044)

WEDNESDAY 16 May 2018

Time & .
Agenda item el 5
Petra DOrr
(Deputy Director
9:00-9:15 1 | Welcome/Introductions for International
Affairs,
Swissmedic)
) , Review of agenda/minutes
9:15-9:30 2 Review and adoption of agenda WHO/EDQM
Governance
9.30-9:50 3 | a. Tabling of the WG members list document WHO
b. Recap and updating of action items
9:50-10:15 | 4 | Update on IPRP activities and impact on WGs HC/EDQM

Regulatory updates
- Each agency to inform about any changes or
10:15-10:30 | 5 notable updates in their quality related processes, All
guidelines, policies or regulations
- Any pressing issues that members wish to raise

10:30-10:45 Break/Photos
10:45-11:15 | 5 | Regulatory updates (cont.) All
Updates: HC
) , - ICH Quality topics HC/HSA/
11:15-11:45 16 - ACSS consortium Swissmedic/TGA
- EU ASMF Worksharing programme EU

Project 10 — Repository of technical and requlatory
11:45-12:30 | 7 | \ssuesof interest B . ANVISA
a. Discussion on new/modified entries

b. Next steps

12:30-13:30 Lunch

Project 16 — ASMF Database:
a. Status of database
13.30-15:00 | 8 | b. Engagement of Industry EDQM
c. List of APIs of interest
d. Pilot phase start

15:00-15:15 Afternoon Tea break

15:15-16:15 | 8 | Project 16 — ASMF Database (cont) EDQM
Project 17 — Gap Survey to investigate approaches to

16:15-17:00 | 9 SAHPRA

variations and category terminology among QWGG
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members
a. Scope

End of Day 1 for QWGG

Bioequivalence Working Group for Generics Meeting

VENUE: Swissmedic, Hallerstrasse 7, Bern, Switzerland (Room H047)

THURSDAY 17 May 2018

Time &

Agenda item el L
a. Welcome
9:00-9:15 10 | b. Recap of Day 1/ questions on topics from Day 1 WHO/EDQM
c. Review of agenda/objectives for Day 2
Project 17 — Gap Survey to investigate approaches to
variations and category terminology among QWGG
9:15-10:30 9 | members (cont) SAHPRA
b. Set of questions
c. Next steps
10:30-10:45 Break
Projects follow-up — Implementation of QAR
10:45-11:30 | 11 | template, common submission form features, All
Guidance for assessors template, etc, in agencies
Projects for new topics identified at the last F2F
meeting:
- Use of foreign assessment reports by agencies
11:30-12:30 | 12 - Development of a common quality summary All
document
- Commonly observed deficiencies
- Links to information on members websites
12:30-13:30 Lunch
Wrap up
) , a. Review of workplan
13:30-15:00 | 13 b. Recap of actions items from the meeting WHO/EDQM
c. Update for the IPRP MC
15:00-15:30 Afternoon Tea break
Common sharing session between Bioequivalence,
Quality and Information-Sharing WGGs
15:30-17:30 | 14 | a. Updates from each WGG All

b. ACSS Generic Medicine Working Group update
c. Venue of next meeting(s)

End of Day 2 for QWGG
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