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SIG accomplishments during the 2024 calendar year 

 
➢ Focus group Analytical Sciences (Chair Masaru Kato, Japan) 

• Conference on Japanese Pharmacopoeia Education: 
On September 28th, a conference was held for faculty members in charge of Japanese 
Pharmacopoeia education at universities. The conference was attended by 67 faculty 
members from 59 universities who shared their educational challenges and introduced 
innovative teaching practices being implemented at their universities.  
 

➢ Focus group Dissolution drug Release (Chair Maria Vertzoni, Greece) 

• The Focus group Dissolution/Drug release meets in video conferences bimonthly. It 
comprises members from academia, industry, regulatory agencies ( EMA, NIHS Japan), 
WHO, pharmacopoeias (USP, EDQM) from US, Japan, Greece, Ireland, Germany, 
France, Romania, Switzerland.  

• The FG contributed to the 9th edition of the International Conference “From Science to 
Guidance and Practice”, Bucharest, Romania in September 2024 

• The FG works on the revision of the paper “Novel Dosage Forms 
 
➢ Focus group BCS and Biowaiver (Chair Jennifer Dressman, Germany): 

 
Over 50 published Monographs have been published, which speaks to the long-year dedication 
of the group. Many of the monographs have been cited over 100 times. Important to note is 
that in many countries, the approval of generics by the Biowaiver is contingent on having a 
positive assessment for biowaiving in a Monograph listed by the FIP on its website. 
 
In 2024 FIP decided to remove the Biowaiver Monographs from the FIP website. FIP insists 
that FIP’s name will not be used either in the title of the publication, affiliation of contributing 
authors, or in the content of the manuscript.  

The BCS biowaiver group is no longer affiliated with FIP. 
 

➢ Focus Group Bridging Studies (Chair Oliver Hu, Taiwan) 



Oliver Hu was one of the organizers of the Asia Regulatory Conference, a leading forum for 
regulatory authorities, academics, and pharmaceutical industry experts, which was held from 
December 3-6, 2024. The latest conference focused on "Evolving Landscapes: Asia's Role in 
Driving a More Efficient, Innovative, and Patient-Centric Regulatory Environment."   
The event featured over 40 speakers, representing patient organizations, national regulatory 
authorities, and pharmaceutical industry experts.  With 1030 registered participants from 46 
countries, the conference offered valuable updates on various topics, including regulatory 
processes, policies and innovative drug review pathways. Australia’s Regulatory Strengthening 
Program (RSP), strengthening regional cooperation for document sharing and acceptance, and 
standardizing variation categories for post-approval changes (PACs).  These topics directly 
align with the objectives outlined in the BPS strategic plan. 

 
 

 
SIG goals for the 2025 calendar year  
 

• Goal #1: 
Organize and carry out 2 webinars on dissolution testing. 

 

• Goal #2: 
Work on the revision of the paper Dissolution/In Vitro Release Testing of Novel/Special Dosage 
Forms 

 

• Goal #3: 
Conference "Harmonization of Bridging Studies Among Asia-Pacific Region: Including Bridging 
and BE Studies" is planned for July 2025. The conference will focus on harmonizing bridging 
studies within the Asia-Pacific region in Taipei, Taiwan.  

 
 

 
 

 


