Financing for Research and Development of Global Health Technologies

Design and Feasibility of a Product-Development Partnership (PDP) Financing Facility
Product Development Partnerships (PDPs) have revitalized the search for drugs, vaccines, and health technologies for the developing world. Although donors have strongly supported PDPs, traditional grant funding is often too short-term, unreliable, and restrictive to sufficiently accelerate development of effective products. The G8, World Health Organization, United Nations, governments, and civil society have been working to identify innovative financing mechanisms to better support both R&D and health systems strengthening initiatives. Proposals forwarded to date include taxes, voluntary consumer and business contributions, debt swaps and buy-downs, and Advance Market Commitments. While each of these concepts has merit, their ability to provide sufficient additional, long-term, flexible, and stable financing to critical R&D efforts, particularly for early-stage research, is uncertain. 

In mid-2008, several PDPs began to explore innovative mechanisms for financing global health R&D, focusing on the idea of augmenting traditional grant funding with donor-backed bond financing. These PDPs initiated analyses of the feasibility, acceptability, and potential risks and benefits of the concept, currently called the PDP Financing Facility (PDPFF). The fundamental rationale of PDPFF is to make available to PDPs today some of the value that their work will create in the future. The PDPFF would provide new long-term flexible financing by selling donor-backed bonds on private capital markets, and allocating bond revenues to participating PDPs to support R&D. The bond debt would be partially repaid when newly developed products come to market, through a combination of royalties in high- and middle-income countries, and donor-funded premiums in low-income countries. Figure 1 below shows a simplified representation of the PDPFF mechanism. 

Figure 1: Overview of the PDP Financing Facility Mechanism
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How would the PDPFF Work?
Borrowing: For PDPFF to access capital markets cheaply and efficiently, we propose that it work through a financial intermediary institution that already borrows in the capital markets in large quantities and at low rates, such as the World Bank. The financial intermediary would pool the donor guarantees from governments and possibly foundations, manage bond sales, and carry PDPFF’s debt obligations on its own balance sheet. PDPFF would request loans from the intermediary and disburse funds to participating PDPs to support R&D activities. Interest would be capitalized into the loan during an initial phase when no revenues are coming in, followed by an amortization of principal and interest in later years, when the PDPs’ products are expected to come to market.

Allocating funds to PDPs: Disbursal of funds from the PDPFF to participating PDPs would be based on carefully crafted agreements among PDPs at the outset of the endeavor. A small PDPFF Secretariat could be formed to manage development, execution, oversight, and modification of these agreements. Initial allocation agreements would be based on 10-15 year expenditure plans submitted by each PDP at the outset, such that funds would be used to address the unique needs of each PDP. 

Repaying Debt:  PDP products can generate significant returns to PDPs, either through royalties on sales in industrialized markets, or donor premiums on sales in developing markets. These revenues would then be transferred to the PDPFF and the financial intermediary to repay at least a portion of the bond debt. Royalty agreements would be negotiated and included in contracts with industry partners, according to the PDP’s contribution of intellectual property and capital, among other factors. Premium payments could be incorporated into industrial partner contracts if donors commit to paying the premium at the time of product purchase. Alternatively, donors could commit to paying premiums direct to PDPFF. 

We modeled potential PDPFF royalty and premium revenues using demand and price projections from three of the leading PDPs and a number of scenarios for product success or failure. Total revenues were projected to range from $2.2 to $6.9 billion between 2010 and 2040
. If royalty and premium revenues were insufficient to repay the total debt burden, donors who had provided the initial loan guarantees would be liable for the shortfall at the time the bond debt comes due. 

What are the Potential Benefits of the PDPFF? 
PDP flexibility and stability: Additional, long-term, and stable financing would allow PDPs to expand their R&D programs and accelerate progress toward critical health technologies for the developing world. The PDPFF would allow PDPs and their partners to plan activities and investments according to the unique needs of their field and without the restrictions and insecurity of traditional funding. 

Donor flexibility: The PDPFF expands the options available to donors seeking to support PDPs. Donors can provide the initial loan guarantees, commit to paying royalties for new products, and/or continue to fund PDPs through traditional grant mechanisms. Loan guarantee financing could enable donors to make future commitments even in the current economic climate, and could significantly lower investments required for the same product output, given the innovative contribution of royalties to loan repayment. 

Pooling PDP risks: By creating a unified PDP financing platform, the risks and uncertainties involved in R&D are pooled among PDPs that focus on different diseases, and products at different stages of development. As such, success in one area serves to partially cross-subsidize continued efforts in another. 

Sharing donor risks: By pooling donor investments, both at the loan guarantee and premium stages, risks are shared across a wider range of actors. Additionally, the longer time horizons involved in the mechanism may enable emerging economies (i.e. China, India, Brazil) to participate as new donors, for example by paying premiums when products come to market, thereby sharing the burden with traditional donors. The pooling of PDP portfolios also enables donors to invest in R&D without having to “pick a winner” in advance, and to claim success for all products developed with PDPFF financing.
Stimulating PDP coordination and efficiency: Given that all participating PDPs have a financial stake in each other’s success, the unified financing platform will necessarily stimulate enhanced coordination and cooperation among PDPs, and may incentivize improved sharing of resources and knowledge. The mechanism also enables donors to streamline investments, rather than managing multiple grants to multiple PDPs. 
What are the Potential Risks and Unanswered Questions of the PDPFF? 

Financial risks: Revenues from royalties and premiums could be less than projected.  If donors lack confidence that loans to PDPFF can be repaid, they may be reluctant to provide guarantees, in part because they would need to “provision” the guarantees heavily, setting aside funds in current budgets.  

Additionality of funding: Channeling investments through PDPFF might lead some donors to reduce existing commitments, resulting in replacement, rather than additional funding. 
PDP revenue incentives: The debt financing mechanism could introduce a profit motive that incentivizes PDPs to preferentially select products that have high potential for generating royalty revenues (i.e. with an industrialized country market). 

Coordination challenges: The PDPs will have to agree on allocation and governance arrangements and adapt to the joint decision-making PDPFF would require, which could pose a challenge to organizations with different and potentially competing interests and needs. 
Partnership challenges: Royalties may prove difficult to negotiate with industrial partners, and an obligation to pay royalties could deter some firms from working with the PDPs. The World Bank may be unable or unwilling to serve as a financial intermediary.
What are the Next Steps? 

While many PDPs believe that the PDPFF has considerable promise, we recognize that many important questions remain.  Although the group has proposed answers to several of the more difficult design and feasibility questions, further progress on these issues will require consultations with prospective donors and other stakeholders, and intensive analysis.  We are currently undertaking consultations with potential PDP partners, donors, the World Bank, and other policymakers to continue to refine and advance the concept. 

For further information on the PDPFF, please contact:

Holly Wong, VP for Policy, International AIDS Vaccine Initiative, hwong@iavi.org  

Peg Willingham, Sr. Director, External Affairs, Aeras Global TB Vaccine Foundation, pwillingham@aeras.org
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� Three of four scenarios modeled assumed a 5% royalty and a $1/dose premium; in the 4th, the royalty was 2% and the premium $0.50/dose. Discounted at 5%, the net present value of projected revenues ranged between $0.9 to $2.3 billion. 
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