10th APAC 2021

ﬁ encourage scientific and risk based approach to \
Bioequivalence (BE) Studies for post approval change

(PAC) in “your Country/ Region” in the present status,

Question 1: Have you ever applied “BCS-based
Biowaiver approach” * for the PAC (ex. formulation
change or manufacturing site change) of branded

(new) drugs?

&”Bcs-based Biowaiver approach ” means in vivo bioequivalence studies IS/

not required by this approach.

Please click “YES” or “NO”,

| YES

APAC



10th APAC 2021
If Yes,

please provide examples that BCS-based biowaiver approach were

applied.

1 The Bioequivalence (BE) Studies for post approval change (PAC) can apply BCS based
biowaiverin Taiwan. If the dosage form of the medicinal products can fit the
biopharmaceuticsclassification of ICH M9 definitionand the degree of change meet
the criteria of " Solid Oral Dosage Forms: Post-Approval Changes ; which announced
by TFDA on 23 July, 2020. In this case, it could apply BCS based biowaiver.

N
Could you please show your local guideline based on BCS-based Biowaiver approach?

J

© APAC




&— ~ RARA

R RAE

FEEREHR

REHR

FEHR

W H
B o M E M - EAEEd B | 28 aF R
FEIE L AL
H 7 #|(Faller) =5% >5%H = 10% >10%
Starch =3% >3%H = 6% =6%
i 4% #](Disintegrant)
Other =1% >1%H =2% =204
#F 4 4 (Binder) =0.5% =0.5%H = 1% =1%
Ca or Mg Stearate =0.25% =>0.25%H =0.5% =0.5%
i i #](Lubricant)
Other =1% >1%H =2% =204
Talc =1% >1%H =2% =204
8 #)(Glidant)
Other =0.1% >0.1%H =0.2% =0.2%
g 72 (Film Coat) =1% >1%H =2% =2%
e N EY = 5% =>5%H = 10% =10%
. : = F ; L Y — oL A T H R T

& & S0k B

-F kg b
2, T 15

e}t ¥ (Batch Size)# # *°

=10

>10 43>

o il 42 # % (Manufacturing Equipment) %

2

2.2 H 85

1.3kl &
HLZCH A S
SR
HE R HE2 %k

% JE48

BLH R B A

SONE eSS

1]




IR $- &
oo g A28

842 4 B e s

Pz o kAR Bk ooy B K A
* i #2 (Manufacturing Process)# # e - ok i dn @ - o “:";I = }

%0, 2] ) tgmme | FABEME

4
W -

Bl —B AR —% &

ACE T N

Elt#""ﬁ‘"]’t % (& E"-I_E'.ﬁ' xxxxx E:_ﬂ:liﬂ'f{
o i 35 ff(Manufacturing Site) % # o = i

(& bt =g 8
B) BB s §

B R
B

FREREH®

REUR

EEAR

¥ 8 | HuERFTresn

& | 7 J§ BCS Class IV

B da B MR RS

%
&

2

7] 5 BCS Class I & Class I i 4%
ME Ry BESHEAMEEH LIS
-'L'-:‘r’" t 'ﬁ“..'ful-ﬂ b"F-:L

EEE Ay #
-I‘;J ¥, '.'H-f %n :Fi
W2 R BEIR1E)

L

A8 ¥ MR

1 P E o050 EEER Y
A h R R EmEALZI RS -
*2 . Hk 8§

¥I, bR E K - HEMG BB AR

SR HA B shi

P ATk £ 2 BEE NS

H RN RTAEFEE S

‘B {h45 48 $ 430 4T pivotal bio-study #it -k BLE ez A2 B
RAER a2 s 3 TR kS Hk #3K
i 2 R AR A




= BREA

L b 7k g
Ao LB

JE A Rt B

5 A A i Sk S

T ¥ W E 4 > #71 #(Non-release controlling excipient)# #

3 % #|(Filler) = 5% >5%H = 10% >10%
A4 B ] Starch 3% >3%H < 6% >6%
(Disintegrant) | i er ~1% >1%4 2% 2%
# 4 #](Binder) ~0.5% >0.5%5 = 1% >1%
R Ca or Mg Stearate ~0.25% >0.25%E = 0.5% >0.5%
(Lubricant) Other ~1% >1%8 < 2% 2%
bl R Talc = 1% >1%H =2% >2%
(Glidant) Other ~0.1% >0.1%H = 0.2% >02%
4 72 (Film Coat) 1% >1%H =2% >2%
B G4 & g =5% >5%H = 10% >10%
= S A L - S e T e
I B Ay " " ’ ‘:}:”‘{; N # S AR
o3 ¥ §% 7 > 8471 %] (Release controlling excipient) % # ™
E PG & A = 5% >5%H =10%" =>10%
B0 ) i AR R
o
it ¥ (Batch Size) % # ** =10 >10 & -

oHEMHE
gE

(Manufacturing Equipment)

REE e
FI‘(, I-r’:L H & f‘ A,

'H B\EHRITA
“ 3] 32 2 3

i
]

LG EIOE S S
[) 7. 2 3% fh




e frmEand | .
. el nAgimk | ) 4oty RIS RUE
% 2 (Manufacturing Process)# # w B s - Ty
® 2 St RBRA |y '

E e '

B —Bi % FE A &
FlBB R =R | ) s | e o

o % 3% 35 pr(Manufacturing Site) % # E(t F8) %E;; ié?;%; f'jﬁgf% R R R

*1 R § 9 52 #1 #|(Non-release controlling excipient) 4 # & 47 (%) » {245 i 4
R BHANEE TRV ATNE s E SRR ARERERERZRY -
2.5 % F L WU Al (Release controlling exciptent) 82 U o 4 (%) » 545 S0k i LT &
ExBHAAYETA 2 PESHRUBRETNTr 2 SENAI GREEERER
ZIRF -
BoEERT BAMEEARTZ B RUBERAE -
*4. BLE R {245 42 44T pivotal bio-study $toR 2 Hit E ey A -
¥B.EEYABEEITREATEAY I BEEIRUEA LTS Fuasgsd Qb
A B L A8 48 F MR -
6. HFHAIRE AR FRFSR/ILHERDT ¢

A. it £ % % (Extended release)-fi# § #i8 pH AR £ a4 3 MatR(fl ok
0.INHCI - pH4.5 & 6.8 £5i#7:R) % 2 % B50% & 5 d 0k ¥ 3% -

B. i F# %! (Delayed release)-# # S 45 75 # & 45 1F - A UM A(0.IN HCDA 4 ffy
A (PHASTS) G AT $2bm s S dy b 43080 » 75 3 2 MMk (G4 3 i k)it
TR - A 3 EERZ R FR SRS EERRR E S E K E (Basket
Method) » 7 % 2 4 4 4 4% 50 ~ 100 2 150 #3k % 4 $ii4¥ 4% i  (Paddle Method) » 7 3%
A% H 448 50~ 75 #1100 Hik -




10th APAC 2021

~

/ICH-MQ guideline (BCS Biowaiver) was agreed among
major regulatory agencies at the Singapore meeting in

Nov.2019.
Question 2: Does your country has a plan to expand the

application of “BCS based biowaiver approach”
@IIowing to the ICH recommendation in the future? /

Please click “YES” or “NO”,

I YES

APAC
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Please provide your opinion what your country can expand “BCS

based biowaiver approach” based on the ICH-M9 guideline.

1 In Taiwan, the BCS-based biowaivercan refer to ' Guideline for Generic drugs on
Biopharmaceutical Classification System (BCS) -Based Biowaiver Application ; which
announced by TFDA in 9 Aug, 2016. Although there is a partial difference of the
applicable criteria compared to ICH M9, it does not become a major issue. ICH-M9
guideline (BCS Biowaiver) will plan to be announcedin the 2021 to comply with

international standards.

Any other comments regarding the future requirements for (if any)

APAC



