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This committee currently has the general goal of trying to take initiatives that would elevate the exposure of the Society on the national scene by publishing opinions on issues of broad importance for which the Society membership possesses special expertise or interest. The committee has had a number of teleconference meetings during the past year to discuss contemporary topics that are of relevance to the Society, and to explore whether and how we could contribute to the debate on these issues. Some of the issues that we have considered are the following. 
One topic is the approval process for generic biologics, a process that is less stringent than obtaining marketing approval as if the generic was an entirely new agent. This is an issue that bears upon health economics in addition to the role of clinical trials in the approval process. The Europeans have developed rules for evaluating these agents. We discussed at length the angle in which we might approach this, including inviting experts to provide opinions on the issue in Clinical Trials commentaries. We have the sense that many members may be unaware of the special approval issues for generics in general, and that merely educating our members on the salient issues might be a meritorious exercise. A second topic is the issue of long-term safety of approved agents, and the appropriate role of clinical trials in monitoring drugs in this respect. Currently we learn about adverse events serendipitously, from retrospective pharmacoepidemiology studies, or from meta-analyses. We know of people who are working on this topic, and the issue is how to bring the expertise of the SCT to bear on the issue. A third topic we discussed is Medicare Clinical Trials Policy, in particular the CMS policy on reimbursement for trial participation in Medicare participants. This relates to the issue of comparative effectiveness, the use of head-to head trials of approved agents so that payors can have an evidence base for choosing less expensive treatment options if they can be shown to be equally efficacious to more expensive options. Finding people with sufficient expertise (and willingness) to speak to this topic is a challenge. Other issues of clear clinical trials relevance seem to emerge on a regular basis. For example the FDA recently proposed new guidelines that would allow drug and device manufacturers to provide copies of medical articles that show evidence of off-label benefits of the agents to doctors. This raises questions about the quality of the clinical trials evidence that might be used promotionally in this manner. The point of all this is that there are many issues of public policy for which clinical trials evidence and methodology are of central relevance, but the Society has not yet organized itself to speak effectively to these issues.
Although the committee has bounced around ideas like these this year, we have not moved forward to commission any articles, commentaries or position papers. Part of the reason is a lack of clarity of the role of the Society’s journal in these initiatives. Consequently, in concert with the recently developed SCT strategic plan, we are planning a one-day meeting in June to address two of the major goals of the strategic plan: the goal to elevate the prominence of the Society in addressing topics of national interest, and the goal to take stock of the journal and to try to increase its visibility. This meeting will take place on June 4 in New York. The meeting will consist of 10 people who are closely involved with the Society and the journal, including former editors, people with expertise in editing other journals, representatives from the Board, and the members of the Publications Committee. We want to brainstorm ideas about how to raise the visibility of the journal and how to attract the best authors to publish in it. Our hope is that this meeting will serve as a catalyst for a renewed determination to pursue aggressively the mission of the Publications Committee.
