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Report from Chair of the APEC LSIF Regulatory Harmonization Steering Committee

The ultimate goal of the Regulatory Harmonization Steering Committee (RHSC) is improved public health and innovation by strengthening efficiency and effectiveness of regulatory authorities and reducing overall regulatory burden.  Regulatory convergence based on international standards and best practices essential to achieving these goals, as described in RHSC Strategic Framework on Regulatory Convergence in Medical Products by 2020.
The RHSC continues to make good progress towards this goal, guided by roadmaps in priority work areas that define more precisely how to close regulatory gaps in prioritized fashion.  In adopting a more strategic approach and governance structure that marshals the resources of regulators, industry coalitions and academia towards common goals and objects, the RHSC was successful in securing close to $0.5 million through a multi-year funding proposal submitted by the US that will enable the effective implementation of the roadmap on Global Medical Product Quality and Supply Chain Integrity, thereby allowing APEC to serve as a catalyst for international action under the direction of an oversight committee that includes major international partners, such as the WHO, the European Directorate for the Quality of Medicines (EDQM), and the European Medicines Agency.  

The roadmap foresees the implementation of a multi-faceted strategy that will address all the major elements necessary for promoting  medical product integrity and supply chain security for both drugs and medical devices, including in vitro diagnostics (components and finished devices), informed by a gap analysis currently under development.  One of the first offerings under the roadmap is the workshop on Public Awareness and Establishing a Single Point of Contact, to be held in Seoul May 22-23, 2013 in collaboration between the APEC Harmonization Center (AHC) and APEC Technical Assistance & Training Facility, building on previous APEC workshops to promote safe medical products and combat counterfeit/falsified products.
Other notable achievements since the last report include:

· The delivery of a successful, first of its kind advanced workshop in November 2012 on Good Review Practices (GRevPs) that will lead to the development of a normative document and annual curriculum on the topic.  Under the leadership of Chinese Taipei, discussions included the critical elements of a good review, quality managements systems, critical decision-making and transparency and interaction with stakeholders and other regulators, led by regulatory experts from the US, Japan, Europe, Canada, Chinese Taipei and other countries.
· A jointly sponsored APEC- AHC – Asian Harmonization Working Party workshop on Combination Products , co-hosted by the TFDA of Chinese Taipei and the AHC in November 2012, with the aim of identifying  current challenges, issues and best practices associated with the  registration of combination products in the APEC region.  Next steps include the prioritization and refinement of a strategy (roadmap) based on the results of the workshops and a survey underway.

· The completion of a Good Clinical Practices Inspection survey by the Thai FDA.

Objectives for the RHSC meeting being held February 1-2, 2013 include:

· Managing the effective implementation of roadmaps in addressing the regulatory gaps.  This means moving beyond workshops and high level meetings that identify challenges and set policy directions to multi-stakeholder implementation activities designed to advance progress for priority work areas, as expected by APEC Senior Officials.
· Implementing effective project management tools and processes towards this end.

· Establishing an APEC-wide Regulatory Network that will promote the participation of regulatory authorities from all 21 APEC Economies, together with industry, academia and regional and international organizations in RHSC endorsed activities.

· Launching a robust RHSC website to promote achievements, engagement and work processes.

· Implementing a more effective approach to training through the adoption of “Training Best Practices”, technology and partnerships. 
Of special mention is the proposal to establish of a Center of Excellence (COE) and a Network for Multi-regional Clinical Trials (MRCT) would serve to effectively implement the existing MRCT roadmap, under the stewardship of Japan and cooperation of the AHC, thereby addressing key hurtles to global trials and drug development.  This would represent an important step in the MRCT Roadmap and have potentially significant implications for advancing life sciences innovation and access to important new therapies within the APEC region and on a global scale.

Other important objectives include the review and endorsement of a new roadmap on Cellular Therapies championed by Singapore as well as refined roadmaps on Biotechnological Products and Pharmacovigilance (Champion: Republic of Korea), Good Review Practices (Champion: Chinese Taipei)and an APEC  Concept Note submitted by Thailand to promote regulatory convergence of Good Clinical Practices Inspection in the form of a 3 day workshop in Bangkok as a step in building capacity and best practices under the GCP Inspection roadmap (Champion: Thailand).

