Appendix 2

Methodology to evaluate health R&D financial proposals

Evaluation Framework and Inventory 

An inventory of 90+ health R&D financing proposals was initially compiled from the following sources:

· Submissions to the EWG public hearing in March-April 2009 

· Submissions from EWG members 

· Literature searches of major databases, and grey literature 

· Proposals from related Working Groups, Commissions and projects: 

· The  Commission on Intellectual Property Rights, Innovation and Public Health (CIPIH) 

· The Taskforce on International Innovative Financing for Health Systems, co-chaired by the UK Prime Minister and the President of the World Bank

· The Brookings Institute analysis of evaluation tools:  “Innovative Financing for Global Health: Tools for Analyzing the Options”
.
This initial inventory was reviewed for completeness and supplemented with proposals submitted to the second public hearing organised by WHO, which took place from the 17th of August to the 5th of September 2009.

These 90+ proposals, defined the scope of what was evaluated. The proposals were included in an evaluation framework that grouped them into two main categories, depending on whether the proposed mechanism was solely intended to raise funds or whether it also had provisions to allocate these funds to R&D activities. 

Fundraising proposals were sub-grouped according to the source of funding (e.g. government, consumers) and type of funding (e.g. frontloading, taxes), while allocation proposals were sub-grouped according to their stated R&D target including disease type (I, II, III, all), product type (drug, vaccine, diagnostic, all), research type (building health R&D in developing countries, basic research, product development (early and late), manufacturing and distribution) and principal actors (public, private, academic, Product Development Partnerships, multinational companies, generic manufacturers, small companies).  The evaluation framework’s main structure was based on research type, and this also provided the basis for the structure of the report.

Evaluation tool 

An evaluation tool was developed, setting out high-level criteria against which to assess proposals. The initial tool was refined based on feedback from over 20 groups including WHO member states, funders, civil society groups, private industry, Product Development Partnerships (PDPs) and regulatory authorities as part of the second public hearing organised by the WHO secretariat. The final tool included three high-level criteria divided into twelve sub-criteria (and close to 100 detailed criteria) as set out in the table below.  These detailed criteria were subsequently used to conduct a comparative analysis and screening of mechanisms. 


	Developing country impact
	· Health impact, including whether it incentivises R&D for DC health priorities and DC use, has measures to ensure safety, quality and efficacy and encourages innovation.

· Access: price, registration/ distribution, IP approach, including whether the cost-of-goods is in line with DC requirements, maximises both affordability and access, fosters generic manufacturers or increases competition and increases distribution.

· Capacity building, including whether DC capacity is encouraged, whether DC regulators and/or manufacturers are involved.

· Technology transfer

	Operational efficiency and feasibility
	· Risk management, including whether funding arrangements are mandatory, there is a diversity of funders, the funding stream for recipients is certain, spreads risk for investors, and (for manufacturing and distribution proposals only) mitigates against stock outs

· Technical feasibility, including whether the mechanism requires changes to legal, regulatory or administrative systems and whether the mechanism can be operationalised quickly by using existing entities or structures

· Long-term functioning, including whether the mechanism provides clear rules on funding allocations to allow long term planning by principal groups, whether the mechanism is able to be adapted in light of real life experience, and whether it could be politically sustainable

· Accountability, governance and transparency, including whether the mechanism has a sound governance structure, includes all appropriate groups (including DCs), whether there is a dispute resolution mechanism, the mechanism operates transparently, including having an accountability system and roles and responsibilities documented, and whether participating groups are treated equitably and fairly

· Interactions with other proposals

	Financial aspects 
	· Revenue stream and size

· Costs

· Quality of funding for the allocation proposals including additionality; certainty of revenue; reliability and applicability of mechanisms; absence of inefficient conditions; and additional benefits e.g., lower R&D time and cost.  While for the fundraising proposals it was based on the degree to which the mechanism has a degree of certainty over revenue forecasts, has a potentially wide scope geographically, is free from inefficient conditions and distortionary tax effects, and it has spill-over benefits to the global good and development agenda.


Screening

Each proposal was independently screened against the evaluation tool by 2-6 evaluators, to determine how well it met each of the up-to-100 criteria. The team of evaluators had a diverse skill-set in the following areas:

· International public health; including clinical management, epidemiology and product profiles of  infectious diseases (HIV/AIDS, malaria, Chagas’ disease, tuberculosis, pneumonia and meningitis) and health policy analysis in Africa, Latin America and Southeast Asia.

· Health finance and financing mechanisms; including public expenditure reviews, sector strategy development, financing issues around global health partnerships and aid instruments, and advisory work for global initiatives such as the Taskforce for Innovative International Financing for Health Systems, the Affordable Medicines Facility – malaria (AMFm), UNITAID, and the Global Fund

· Pharmaceutical R&D (cost, pipelines, portfolio management, regulatory processes); including health economic modelling, health technology assessments, pharmaceutical market analysis, neglected disease R&D resource tracking, and analysis of neglected disease drug and vaccine portfolio development

· Regulatory (Western and DC); including expertise in regulatory affairs for multinational pharmaceutical companies as well as non-ICH and emerging markets

· Intellectual property management in both private sector pharma and government agencies, Product developers’ characteristics including strengths, weaknesses, needs and preferences, including industry, PDPs and academic innovators (Western and emerging)
· International development in relation to DC health systems and policies; including work for DFID, the Overseas Development Institute, USAID, AusAID, UNAIDS, and UNDP

The objective and scope of the proposal determined which set of evaluators screened it. Marked discrepancies in screening results were resolved through further research and discussion amongst evaluators.  In the instances where a criterion was not applicable to the proposal, the proposal was not screened or scored against that criterion. 
All screening results were written up as a draft document, which was circulated for feedback from all EWG members.
Allocation proposals were sorted into like groups, with each proposal within the group being assessed for its DC impact, operationality, financial aspects, and for its likelihood of incentivizing developers to commence or increase their R&D activities, including both developing country and Western groups.  Performance is represented in the table by a score of three, middle ranking by a score of two, with low scoring proposal on one or zero.    Financial aspects were analysed and tabled separately. While the shortlist of final proposals was essentially based on their assessed performance, other factors were also considered, in particular their ability to offer a broad solution across many diseases and products.  

Fundraising proposals were also sorted into like groups, and assessed, for their capacity to raise funds, additionality, likelihood that the funds would be accepted as suitable for allocation to health R&D and ease of implementation.  Evaluation of fundraising proposals built primarily on recent analysis conducted by Working Group 2 of the Taskforce on Innovative International Financing for Health Systems, which shortlisted and reviewed 24 financing mechanisms.  The Taskforce focused on several criteria relevant to our analysis, including general criteria covering value added, past experience, technical feasibility, political sponsors, and timeframe needed for implementation; financial criteria including revenue potential, additionality and costs; and aid effectiveness criteria based on the Paris agenda.iv  Our screening involved not only the use of these reviews to inform our process, but the adding of our own additional criteria and analysis to expand on the existing body of work. 

We also sought for overall balance among the shortlist, with proposals selected to collectively provide good coverage of the R&D field and those working within it, and a reasonable balance of public and private risk. We also sought for overall balance amongst the fundraising proposal considering a mix of consumer, government and the pharmaceutical industry; voluntary and non-voluntary (i.e. taxes) contributions; developing country and Western contributions and those that are easy to implementation versus those that are sustainable.

Based on this assessment process, we were able to determine which approaches worked best overall. Within these approaches, for the allocation mechanism the highest performing proposals were then selected.    For the fundraising mechanisms specific details on the tax, or form of voluntary contribution are at the discretion of individual countries. 

While every effort was made to answer each question for each proposal, there were instances where there was no data available for a proposal against a particular criterion, and as such this was recorded as ‘no data’, as it could not be given a positive score. These proposals have been identified as needing more work and are marked as having data gaps in the table at the front of each section of the comparative analysis.  These ‘no data’ results need to be read in conjunction with the DC impact and operations and feasibility results. Thus, where there was a high proportion of no data results the score could potentially be improved if more data was made available. This led to a group of proposals being flagged as ‘promising proposals requiring further work’. 
Determining acceptability - key criteria

To work in the real world proposals need to be acceptable to both funders and to those equipped with the skills and tools to develop the desired products. Therefore, in a parallel process, a wide range of public, philanthropic, industry and civil society groups were asked to nominate which criteria were most important to them in an R&D financing proposal, with feedback being submitted through the WHO website and with follow-up interviews conducted where necessary.   In particular, groups were asked to nominate those criteria that were essential or highly important for them.   Funders and product developers were additionally asked which proposals were most and least likely to encourage them to fund or conduct R&D to generate new products for the developing world.   These responses were then sorted into groups:  public funders, philanthropic funders, large companies, small companies, PDPs, developing country industry, civil society.

The responses of each group were analysed to determine which factors were most important to   them.     This, in turn, determined how high the ‘bar’ should be set for each criterion.   For example, DC impact was very important to almost all funders; while operational efficiency and feasibility were almost unanimously nominated as the most important feature by developers; however no groups believed that value for money was the most important driving principle.   
Short listing of proposals

In order to shortlist the proposals, cut-off points were set, below which a proposal was not included for further consideration.   In response to feedback on the criteria, we set a high cut-off point for DC impact and operational efficiency and feasibility, but only a moderately high cut-off point on value for money.   Responses from funders and product developers were then used to further shortlist proposals i.e. to select proposals that were both high scoring and acceptable to funders and principal actors – the most effective proposals; and low scoring and not acceptable – the least effective proposals. 

Although DC impact and operational/ feasibility issues were given equal importance, we note for readers that some components of a mechanism are easier to address than others.  For instance, it is relatively easy to re-target a proposal to give a better DC health impact – e.g. by fine-tuning the list of diseases, by providing a tighter product profile that suits DC needs.   However, it is very difficult to change the fundamentals of how a proposal operates. For this reason, readers should place particular emphasis on proposals that perform well operationally, and that can be re-targeted for better DC health outcomes. 
Fund raising proposals, on the whole, do not have an allocation component i.e. they raise money but this money could be spent on virtually any object, thus fundraising proposals were not assessed for DC impact, but only for operational and financial aspects.
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