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May 16, 2000
Dear Conferee:

As advocates for people with cancer, many of us have been working for the better part of a decade on
the issue of coverage of routine patient care costs for enrolleesin cancer clinical trials. It istherefore
quite disturbing to hear that some Members of the Conference on the Patients Bill of Rights are
taking the position that no clinical trials provision would be a better outcome than a provision that
was specific to cancer as in the Senate version. The undersigned organizations write to take strong
exception to that view.

Cancer advocacy groups have been the primary—and often the only—advocates for clinical trias
coverage since the issue first emerged as part of the health care reform debate in 1993. While we
support coverage for al serious and life-threatening diseases, we certainly do not believe an "all or
nothing" attitude should foreclose a more limited approach that addresses cancer specifically. More-
over, the scope of the clinical trias provision—whether limited to cancer or expanded to all serious
or life-threatening diseases—should be broadened to include privately sponsored trials that have
been reviewed by the Food and Drug Administration (FDA), and not limited only to trials sponsored
by the National Institutes of Health or other federal agencies.

From the outset, we have urged that coverage extend to all serious and life-threatening diseases, but
itisimpossible to deny that the clinical trials infrastructure in cancer is much more fully devel oped
than in any other disease, and there are other valid bases for distinguishing cancer, as the Clinton
Administration has recognized by proposing a Medicare demonstration project that would be specific
to cancer and would not be extended to other diseases. To our knowledge, when the Administration
issued these proposal's, advocates for other diseases did not object and in fact have acknowledged
that the intensive lobbying of the cancer community paved the way for inclusion of clinical trials
provisions in both versions of the Patients Bill of Rights.

In contrast, we do not believe there is any rational basis for distinguishing between government-
sponsored trias, which are included in both House and Senate versions, and privately sponsored
trials. The private trials that are reviewed by FDA in order to obtain investigational new drug (or
IND) status are subject to scrutiny that is at least as rigorous as that applied to the typical govern-
ment-sponsored trial, and thus there should be no question of the quality of the trials. People with
cancer seek access to investigational new agents, and those are most frequently found in trials con-
ducted by pharmaceutical or biotechnology companies as part of the FDA review process. The
companies cover the cost of the research activity and of the investigational new drug, but insurance
companies should cover the cost of routine patient care, such as hospital or physician charges or
routine diagnostic tests. If insurersfail to do so, then consumers are deprived of the value of their
insurance; we can think of no issue more important for inclusion in atrue Patients' Bill of Rights.
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Once again, we want to emphasize that our preference isfor a provision that coversclinical trials for
all serious or life-threatening diseases and covers al trials, whether publicly or privately funded.
However, if distinctions are to be drawn, on the basis of cost or otherwise, we believe that an ap-
proach that includes both government and privately-sponsored cancer trials offers a more rational
way of limiting coverage. We strongly urge you to resist the arguments that no coverage at al is
better than a cancer-specific provision.
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