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GOAL: Use the Enablers of Investment Checklist to assess and improve the environment for investment in the innovative life sciences sector in each APEC economy, thus boosting both health and economic outcomes.

The changing landscape of innovation in the health sector is of critical importance to APEC economies, from both a health outcomes perspective and an economic perspective. As infectious and chronic disease patterns grow increasingly complex, the need to stimulate investment in R&D in the health sector and bring the innovations into practice, and the need to boost overall APEC capacity for life sciences innovation become pressing concerns. In 2004 APEC Ministers approved the LSIF Strategic Plan, which provides recommendations for strengthening the innovative life sciences sector in the APEC region, placing particular emphasis on boosting region-wide levels of investment in R&D. In 2006, APEC Ministers specifically welcomed the development of mechanisms to “identify and address enablers of investment in life sciences innovation in health systems.”

Within this context, the forum has developed the LSIF Enablers of Investment Checklist. This Checklist is to be used as a tool for policymakers in each APEC economy to assess the strengths and weaknesses of their investment environment. This will put policymakers in a position to take the necessary steps to improve the investment environment for the innovative life sciences sector, thus boosting both health and economic outcomes. The checklist draws on the Life Sciences Readiness Assessment (LSRA) tool developed in 2004 and revised in 2005.
Consistent with the LSRA, the Checklist consists of a set of overarching principles that guide the direction of the assessment. These overarching principles reflect the recommendations in the LSIF Strategic Plan, endorsed by Ministers and Leaders in November 2004, guidance provided in recent LSIF Reports to Ministers, and recent Ministerial statements.  Each of these principles contains specific measures identified as an enabler of investment in life sciences.  Each principle also has associated performance metrics for use in the economy-specific assessments.
Overarching Principles

LSIF affirms the importance of promoting the following critical principles for enabling investment in the innovative life sciences sector:

· Increasing human capital

· Effective and adequate intellectual property rights (IPR) systems
· Open and competitive markets and free trade

· Support for research and development

· Efficient and internationally harmonized regulatory systems
· A holistic and transparent approach to health care policy
Application of the Checklist

Following the model of the LSRA, LSIF envisions that economies would undertake self assessments on a rolling basis, with assistance from an independent facilitator. Outcomes would be reported to LSIF.

	Increasing human capital

	Enabler of Investment
	Comment

	· Policies designed to increase the pool of top quality scientists, regulatory experts, and health service professionals
	

	· Strong life sciences curricula at all levels of education, starting at the primary level (including general science, biology, chemistry, math, physics, engineering)
	

	· Supportive of cooperative research policies and programs in life sciences
	

	· APEC-wide scientific exchange programs
	

	· Policies designed to develop experienced private-sector management for life sciences enterprises (innovative pharmaceuticals, medical devices, other innovative health products) 
	

	· Openness to public-private partnerships designed to enhance life sciences capabilities
	

	Performance Metrics
	Measurement

	Number of MDs/PhDs in the life sciences (biology, chemistry, etc.)
	

	Number of graduate level programs on life sciences
	

	Number of certified teachers working in life sciences 
	

	Total number of life sciences-related not-for-profit organizations, including professional societies, patient groups, etc.
	

	Government grant money available for life sciences education, in US dollars
	

	Number of laboratories consistent with relevant international standards
	

	Total employment in the life sciences sector
	


	Effective and adequate IPR systems

	Enabler of Investment
	Comment

	· A legal framework for patent protection that effectively protects investment in the life sciences (innovative pharmaceuticals, medical devices, and other innovative health products)
	

	· Provisions to prohibit, discourage, or delay marketing approval for a product that may infringe on a patent held by a different firm, including: provision for accessible listing of pharmaceutical patents; provision for notification and certification of non-infringement during regulatory application process; provision to delay regulatory approval process to allow for patent holder response and judicial resolution in case of dispute
	

	· Policies that provide for a restoration of patent term to compensate for delays in regulatory market approval
	

	· Policies and provisions to protect clinical data from unfair commercial use 
	

	· Policies that foster transparency in the administration of IPR
	

	· Administrative and judicial frameworks that provide fair and predictable IPR
	

	· Adequate infrastructure and resources for enforcement of IP laws and regulations
	

	· Appropriate criminal prosecution of IPR offenders
	

	· Policies that facilitate the efficient and effective formulation of licensing agreements
	

	Performance Metrics
	Measurement

	Number of life sciences (innovative pharmaceuticals, medical device, and other innovative health products) patents granted in most recently completed year
	

	Cite provisions (laws and/or regulations), if any, that prohibit, discourage or delay issuing marketing approval for a product currently under patent protection by another firm
	

	Patent term provided for innovative medicines, in years
	

	Cite provisions (laws and/or regulations), if any, that provide for the protection of clinical data from unfair commercial use
	

	Term of protection for clinical data from unfair commercial use, in years
	

	Penalties (criminal, civil, administrative) for IPR infringement (patent, trademark, copyright)
	

	Cite provisions, (laws and/or regulations), if any, that support licensing agreements
	


	Open and competitive markets and free trade

	Enabler of Investment
	Comment

	· Decreasing tariffs and NTBs to regional trade in life science products
	

	· Rules for capital flow aligned with the principles of an open and competitive market
	

	· Ownership rules and regulations that promote investment in life sciences, including the operation of wholly-owned subsidiaries
	

	· Policies that boost the ability for the life sciences sector to communicate with consumers and physicians in a balanced and ethical manner
	

	· Trading rights compliant with principles of an open and competitive market
	

	· Distribution rules consistent with principles of an open and competitive market
	

	· Adequate physical infrastructure to ensure appropriate delivery of health products
	

	· Healthcare system is responsive to the introduction of new medical therapies
	

	Performance Metrics
	Measurement

	Levels of combined public and private investment in life sciences, in estimated US dollars
	

	Applied tariff rates across the region on life science products
	

	Number of patented products introduced to the healthcare system
	


	Support for research and development

	Enabler of Investment
	Comment

	· Broad government buy-in on the long-term value of R&D in the life sciences sector and the overall value of innovation
	

	· Encouragement of public-private partnerships in financing R&D
	

	· Access to capital markets
	

	· Access to venture capital
	

	· Mechanisms for commercial partnerships to enable the transition from basic to applied research and commercialization
	

	· Predictable and transparent policy-making environment 
	

	· Alliance between venture companies and pharmaceutical companies
	

	Performance Metrics
	Measurement

	Level of government funding for R&D in the life sciences sector
	

	Tax incentives for R&D investment
	

	Ranking of capital market performance
	

	Volume of venture capital dedicated to life sciences sector, in US dollars
	

	Examples of public-private partnerships in life sciences R&D development
	


	Efficient and internationally harmonized regulatory systems

	Enabler of Investment
	Comment

	· Focusing efforts on harmonization towards international standards through recognized international organizations (ICH)
	

	· A regulatory framework that allows for speedy introduction of new and innovative medical products into the market
	

	· A regulatory framework that is transparent, predictable, and science-based
	

	· An efficient clinical trial regulatory regime focused on safety, efficacy, and ethical standards
	

	· Adequate number and level of training programs for regulatory personnel
	

	· Proposed regulations are published, in print or electronically, for stakeholder comment
	

	· Stakeholder comment in response to proposed regulations are taken into account
	

	· Laws providing for stakeholder consultation throughout regulatory drafting and review process
	

	· Participation in the international joint clinical trial
	

	Performance Metrics
	Measurement

	Mean and median days required for approval of Standard New Chemical Entity (NCE)/New Molecular Entity (NME)
	

	Priority (or special review) granted to NCE/NME approval
	

	Average cost for New Drug Application (NDA) review fees, in US dollars
	

	Mean and median of total days for the approval of Investigational New Drug applications (IND) or Clinical Trail Authorizations (CTA)
	

	Number of IND/CTA's approved annually
	

	Mean and median of total days from a sponsors request for a pre-NDA consultation and the meeting
	

	Number of pre-NDA consultations (and type, if applicable) annually
	

	Average cost of clinical trials for pharmaceutical products, in US dollars
	

	Government funding levels for regulatory training exercises, in US dollars
	

	Number of days provided for stakeholder comment after initial publication of regulation
	


	A holistic and transparent approach to health care policy

	Enabler of Investment
	Comment

	· Established process for inter-agency coordination of life sciences policy and regulation
	

	· Mechanisms to align research activities with health priorities
	

	· Process for coordination of life sciences research priorities between national research agencies
	

	· Appropriate prioritization of the health needs of the population
	

	· Holistic approach to the value of innovation to allow for the speedy introduction of advanced medical products into the market
	

	· Recognition of the value of long-term health benefits that result from new and innovative medical products
	

	· Recognition that the value of new and innovative medical products is inherent and is not affected by externalities 
	

	· Mechanism for inter-agency/ministry coordination of life sciences/health budgetary allocations in order to maximize returns to investment in health
	

	· Mechanisms for appropriate consultation with stakeholders regarding health budget prioritization and valuation of innovation, including academia, industry, and communities
	

	· Transparent government processes, including health budget setting and resource allocation, regulatory formulation, and investment policy formulation
	

	· Policies designed to promote early detection, prevention, and intervention model of health resource allocation
	

	· Health system infrastructure plan to support effective delivery of the innovative product or service to the patient
	

	· Introduction of pricing system appropriately evaluating innovation
	

	Performance Metrics
	Measurement

	Rules, laws or regulations that stimulate the introduction of innovations to market
	

	Frequency of review of medical products list or preferred drug list (i.e. annual)
	

	Number of stakeholder consultations held per review of each medical product
	

	Total number of innovative medical products available on the market
	

	Average number of new and innovative medical products coming to the market annually
	

	Average increase in life expectancy due to new medical product launches
	

	Foreign investment in R&D of innovative medicines
	

	Local investment in R&D of innovative medicines
	

	Percentage of national budget allocated to health
	

	Number of days notice given to stakeholders for health care and science policy reviews
	

	Strength of consultative process and engagement between government and innovators
	

	Number of patients effectively receiving innovative therapies 
	



