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Preface

The Hemodialysis Equipment and Disposable
Industry is Case Study 32 in OTA’s Health Tech-
nology Case Study Series. This case study has
been prepared in connection with OTA’s project
on Federal Policies and the Medical Devices In-
dustry, which was requested by the Senate Com-
mittee on Labor and Human Resources and en-
dorsed by the Senate Committee on Veterans’ Af-
fairs. A listing of other case studies in the series
is included at the end of this preface.

OTA case studies are designed to fulfill two
functions. The primary purpose is to provide
OTA with specific information that can be used
in forming general conclusions regarding broader
policy issues. The first 19 cases in the Health Tech-
nology Case Study Series, for example, were con-
ducted in conjunction with OTA’s overall project
on The Implications of Cost-Effectiveness Anal-
ysis of Medical Technology. By examining the 19
cases as a group and looking for common prob-
lems or strengths in the techniques of cost-effec-
tiveness or cost-benefit analysis, OTA was able
to better analyze the potential contribution that
those techniques might make to the management
of medical technology and health care costs and
quality.

The second function of the case studies is to
provide useful information on the specific tech-
nologies covered. The design and the funding lev-
els of most of the case studies are such that they
should be read primarily in the context of the as-
sociated overall OTA projects. Nevertheless, in
many instances, the case studies do represent ex-
tensive reviews of the literature on the efficacy,
safety, and costs of the specific technologies and
as such can stand on their own as a useful contri-
bution to the field.

Case studies are prepared in some instances be-
cause they have been specifically requested by
congressional committees and in others because
they have been selected through an extensive re-
view process involving OTA staff and consulta-
tions with the congressional staffs, advisory panel
to the associated overall project, the Health Pro-
gram Advisory Committee, and other experts in
various fields. Selection criteria were developed
to ensure that case studies provide the following:

● examples of types of technologies by func-

tion (preventive, diagnostic, therapeutic, and
rehabilitative);
examples of types of technologies by physical
nature (drugs, devices, and procedures);
examples of technologies in different stages
of development and diffusion (new, emerg-
ing, and established);
examples from different areas of medicine
(e.g., general medical practice, pediatrics,
radiology, and surgery);
examples addressing medical problems that
are important because of their high frequen-
cy or significant impacts (e. g., cost);
examples of technologies with associated high
costs either because of high volume (for low-
cost technologies) or high individual costs;
examples that could provide information ma-
terial relating to the broader policy and meth-
odological issues being examined in the
particular overall project; and
examples with sufficient scientific literature.

Case studies are either prepared by OTA staff,
commissioned by OTA and performed under con-
tract by experts (generally in academia), or writ-
ten by OTA staff on the basis of contractors’
papers.

OTA subjects each case study to an extensive
review process. Initial drafts of cases are reviewed
by OTA staff and by members of the advisory
panel to the associated project. For commissioned
cases, comments are provided to authors, along
with OTA’s suggestions for revisions, Subsequent
drafts are sent by OTA to numerous experts for
review and comment. Each case is seen by at least
30 reviewers, and sometimes by 80 or more out-
side reviewers. These individuals may be from
relevant Government agencies, professional so-
cieties, consumer and public interest groups, med-
ical practice, and academic medicine. Academi-
cians such as economists, sociologists, decision
analysts, biologists, and so forth, as appropriate,
also review the cases.

Although cases are not statements of official
OTA position, the review process is designed to
satisfy OTA’s concern with each case study’s
scientific quality and objectivity. During the vari-
ous stages of the review and revision process,
therefore, OTA encourages, and to the extent
possible requires, authors to present balanced in-
formation and recognize divergent points of view.
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