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 The International Service for National Agricultural Research (ISNAR) organized the meeting titled “Next Harvest: Advancing Biotechnology's Public Good” was held October 7-9, 2002 in The Hague, the Netherlands. In the meeting, research leaders and regulatory community members from 14 countries took stock of progress made in using biotechnology to enhance agricultural performance. One of the initial findings of this meeting was that while intellectual property issues have thus far proven manageable for most countries, high regulatory costs, increased public concerns, and lack of knowledge regarding the potential benefits and risks of biotechnology confine research products to the laboratory. 

As regards the regulatory cost issues, it is noted that considerable anecdotal evidence suggests that insufficient funding (together with insufficient expertise) hampers the implementation of effective biosafety systems in many if not most developing countries.  Likewise, there are growing concerns that regulatory compliance costs may pose an entry barrier to biotechnology products coming from public research institutions, universities and local private firms. In particular, excessive requirements and overly stringent conditions imposed by biosafety committees may inhibit technology transfer and adoption in developing countries. An important question that emerges concerns the trade-off between investments to reach additional safety or reduced risk, and benefits to society from such investments.

In the paper for the 2003 Ravello Conference we propose to: 

a) Briefly examine the economic concepts of regulation

b) Introduce ISNAR’s Biosafety Conceptual Framework
 to examine the tradeoffs and highlight the potential cost tradeoffs of different biosafety systems

c) Introduce a regulatory cost study to be conducted by ISNAR and partners from participating countries in the Next Harvest Meeting 

d) Introduce preliminary data collected in the cost study

The regulatory cost studies to be conducted by ISNAR will take into account unique aspects of biotechnology regulation (e.g., lack of expertise in the subject, diversity of approaches and use of variable legal instruments) as well as similarities with other regulatory systems operating in the country. There are two basic questions that we expect to address: (1) how high are the costs incurred for the safety obtained under the proposed, or existing regulatory framework? and (2) what is the most efficient level of biosafety obtained for the cost of regulation incurred in the current system? 

To provide insight into the risk-cost tradeoff, we will evaluate and quantify cost structures of biosafety regulatory systems of target countries. Countries grouped according to pre-defined cost levels can be compared to measured risk. Most importantly, we will attempt to determine which of the different components of biosafety regulatory systems affects the cost structure of the regulatory system in a particular level of the countries’ cost structure. 







