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Under the aegis of the APEC Life Sciences Innovation Forum (LSIF) and with the strategic direction provided by the Regulatory Harmonization Steering Committee (RHSC), the APEC Harmonization Center (AHC) serves to promote the implementation of harmonized standards and better access to the regulatory best practices by providing a platform for addressing priority issues and challenges. Entering its fifth year of operation, the AHC now aims to move away from a model of standalone workshops to an approach of multi-phase planning for established priority work areas in accordance with the RHSC Strategic Framework Regulatory Convergence for Medical Products by 2020.  Moreover, the AHC has been sharing all of its training materials and video recordings on the AHC website since 2010 to encourage broader participation and subsequent use of training programs. A network consisting of regulatory convergence initiatives and professionals has been established and enhanced to allow for effective input on AHC activities.  
A. 2012 AHC Biosimilars Workshop (April 3-5, Seoul)
2012 AHC Biosimilars Workshop, which has been endorsed by the LISF, was hosted by the AHC with the sponsorship of PhRMA on April 3-4 with an optional visit to a local company on April 5. This workshop was carried out on the basis of the Biosimilars roadmap which was developed by Korea FDA.  
This workshop brought together representatives from Industry (local and global), US Pharmacopoeia (USP) and national regulatory agencies (NRAs), addressing challenges and opportunities to advance regulatory harmonization of biosimilar regulation on a global scale. Eight NRAs from Europe, US, Korea, Canada, Singapore, China, Japan and Chinese Taipei presented and participated in the workshop with US FDA remotely participating via videoconferencing. As a follow up of 2009 AHC Biosimilars Workshop, the topics for this workshop covered the current status of global biosimilar regulatory landscape, challenges and expectations on regulating biosimilars, and the future tasks for achieving regulatory convergence on biosimilars. 
The report for this workshop, containing summaries of discussions, ideas and recommendations from each session, has been drafted and is to be endorsed by the RHSC of APEC LSIF. Also, the discussions from the regulators meeting during the workshop were presented during the WHO implementation workshop on SBPs which took place in Xiamen, China on May 28-30. WHO showed positive attention and interests in the result of the workshop.  
B. AHC/RHSC awareness workshop (Aug 21, Singapore)
AHC and RHSC jointly held AHC/RHSC workshop for strategic assessment to achieve regulatory harmonization. The workshop proceeded together with RHSC meeting. Speakers delivered presentations on: the role of APEC LSIF to promote public health; segment that needs international regulatory harmonization; and the need to figure out projects. And the workshop stressed the need to trigger participation from developing economies and to build up the partnership with those nations since there is limit in the regulation function of single regulatory institution. In addition to that, there were discussions on the issues of establishing regulatory network and enhancing participation from industries by sectors (Medical device, Pharmaceuticals, Biotechnological products, Genetics). Also presentation were made on Champion nations’ Roadmap and Concept Note regarding RHSC priorities work areas and also the in-depth discussions regarding the presentation. 

C. Pharmacovigilance Workshop (Oct 25-26, Seoul)
The workshop is held after endorsed in principle by the RHSC in order for regulatory harmonization of PV, one of RHSC’s  priorities work areas. This Roadmap is led by Korea FDA and ongoing with received input from APEC economies. In the workshop, discussions were made on the current status of ICH and EU regarding Pharmacovigilance and the way of approach for regulatory harmonization by comparing regulations of APEC economies. Also the participants discussed what academic circle, industry and regulators should consider for regulatory harmonization. Through this they reached an agreement that Pharmacovigilance has been playing a critical role in assessing safety of medicines and voluntary reporting of adverse effect should be promoted and expanded through education for medical experts and patients.  
D. Combination Product Workshop (Nov 4, Chinese Taipei)
In order for harmonizing regulatory process for combination product of medicines and medical devices, AHC held workshop at Chinese Taipei together with Chinese Taipei FDA, AdvaMed and AHWP. The workshop was held with annual AHWP conference, therefore participated by many experts from medical devices sector. It was also held after the endorsed in principle by the RHSC and there were presentations on regulatory trend of combination products and analysis on the current regulations in the APEC economies and also the discussions on major challenges and issues needed to be resolved for achieving regulatory harmonization. The workshop provided an opportunity for regulators to enhance their capacity in regulating combination products.   
E. Providing consistent educational opportunities through AHC website
AHC website (www.apec-ahc.org) has been consistently providing educational opportunity to participants by uploading training materials and recorded videos presented during the four workshops held in 2012. In order to give all participants an opportunity to learn regardless of time and space, e-presentation system was built up and AHC website has been continuously renewed as part of an effort to harmonize regulatory process in the APEC economies. 
F.  Strengthening external cooperation of AHC

For the purpose of enhancing the quality of education provided by AHC and helping the regulatory harmonization in the APEC region, AHC has been forging partnerships with various international organizations such as ICH, GHRF, AHWP and IFPMA. Especially Dr. Kui-lea Park of AHC was nominated as a representative of APEC to ICH GCG and presented the activities of AHC at ICH Fukuoka meeting on June 2012 and San Diego meeting on Nov 2012. AHC Advisory Board includes 23 internationally renowned experts. AHC will expand the scope of the experts and countries thus providing opportunity of excellent education by incorporating inputs from the experts.

