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To 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.

YES NO

Please click “YES” or “NO”,
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please provide examples that BCS-based biowaiver approach were 
applied.

1 The Bioequivalence (BE) Studies for post approval change (PAC) can apply BCS based 
biowaiver in Taiwan. If the dosage form of the medicinal products can fit the 
biopharmaceutics classification of ICH M9 definition and 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.

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

If Yes,

☞ Question 2
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YES

Please click “YES” or “NO”,

ICH-M9 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”
following to the ICH recommendation in the future? 
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Any other comments regarding the future requirements for (if any)

.

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 biowaiver can 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 announced in the 2021 to comply with 
international standards.

If Yes,

☞ END


