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February 23, 1961
LAW-MEDICINE RESEARCH INSTITUTE

IIlVINO LADIMEll, S..J .D.
Coordinator, Medical
Research Survey Program

Albert B. Sabin, M.D.
Children's Hospital
Cincinnati, Ohio

Dear Doctor Sabin:

You are cordially invited to a work conference on Social Responsi-
bility in Pediatric Research, scheduled in conjunction with the
pediatrics meetings at Atlantic City on Monday, May 1, 1961, from
10:00 am. to 5:00 p.m. The frrst meeting on this subject was held in
Boston on February 5, 1961.

We wish to discuss with a group of 15 physicians and investigators
the social problems encountered in medical care and research involving
children and the practices which have been developed as effective solu-
tions. Of special but not exclusive concern are issues which arise in
obtaining understanding and consent for studies of children; in evaluating
potential hazard and benefit; and in defining the investigator-physician's
relationships.

Our meeting should result in practical suggestions and recommendations
for the benefit of all investigators concerned with such legal, social
and administrative questions. A more detailed statement of the subject
matter of the conference and background materials, along with the agenda,
will be~sent to you by March 15 if you plan to attend. The enclosed card
is provided for your convenience. We shall appreciate a prompt reply.

The conference is one of a series sponsored by the Law-Medicine
Research Institute. This project will survey practices which reflect
ethical and social criteria, legal and regulatory requirements, and
protective measures, professional review and related aspects of sponsor-
ship and organization of clinical research. (See enclosure)

Dr. Sydney S. Gellis, Professor and Head, Department of Pediatrics,
Boston University School of Medicine and member of the Project Advisory
Committee, will serve as moderator. The proceedings will be conducted in
closed session and results will be reported to the professional community
as recommended by the confeTees and the Project Advisory Committee.

We look forward to your participation and contribution.

€~cer1fz:r
~g Ladimer, S.J.D.
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LAW-MEDICINE RESEARCH INSTITUTE

Boston University
227 Commonwealth Avenue, Boston 16, Massachusetts
Administrative Practices in Clinical Research

INTRODUCTION
As part of its service to the scientific community, the

Law-Medicine Research Institute of Boston University is engaged
in a three-year research project entitled, "Administrative
Practices in Clinical Research." The Project is supported by
the Public~ealth Service and has been endorsed by the Associ-
ation of American Medical Colleges and the National Society for
Medical Research. Irving Ladimer, S.J.D., Associate Research
Professor, is Principal Investigator.
GENERAL PURPOSE AND SIGNIFICANCE

The bio-medical profession,.;which today encompasses many
disciplines, recognizes that research involving human subjects
is essential to the advancement of human welfare and specifically
to progress in medical science and practice. Recently, there
has been an increase in formal and sponsored clinical research
and the incorporation of various research elements in medical
diagnosis, treatment, and care. The social, ethical, and'
legal implications of various levels and types of clinical
research, however, have not been generally recognized. This
area'of social responsibility presents conflict and uncertainty
to medical scientists, physicians and their associates in '>

sponsoring, planning, and administering clinical studies. They
have expressed a need for understanding the relationships
between scientific and social needs and the means by which
these can be mutually satisfied.

This Project is intended to identify and clarify the
social problems encountered in clinical researCh, and to pro-
vide information concerning administrative practices developed
as effective answers to these problems. The Project accepts
the position that these problems can and must be discussed
without sensationalizing the difficulties they present, and
that practical solutions have been and can be found without
compromising the goals of medical science and medical practice.
SPECIFIC AIMS

This Project is designed to aid the research profession in
the recognition and management of its social problems; it does
not attempt an evaluation of research organization, scientific
skills, or medical competence. Proceeding from generally
recognized social, ethical, and legal criteria, the Project
emphasizes the practical definition and application of these
principles in significant problem areas of clinical research.
Administrative practices based on procedures in use or
structural arrangements which represent a successful integration
of the requirements of social responsibility and scientific
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method will be described and illustrated in context.
DATA COLLECTION

To arrive at patterns of clinical research operation in the
Project areas, a problem-centered approach will be employed.
Specified background material on the policies and organization
of research institutions and the procedures, attitudes and views
of individual researchers will be obtained in part through mail
questionnaires. Information concerning administrative practices
will also be obtained through a series of invitational work
conferences. Each ·such conference will focus on a specific
problem area for the presentation of experiences, opinions, and
suggestions by representative research leaders and investigators.
In addition, case studies based on site visits and other reports
will be developed, when appropriate, to exemplify procedural
and organizational techniques or to point up issues requiring
further analysis and resolution.
AREAS OF INTEREST

Problems of special concern which will be studied extensivel~
and intensively, as noted above, are those which arise in balanc-
ing factors of benefit, necessity, and risk in deciding to con-
duct clinical research; in al~ocating social responsibilities
among personnel engaged in research; in reconciling scientific
requirements of various research techniques with social con-
siderations; in involving, as subjects for research, patients
or normal volunteers of various age groups, physical and mental
conditions, and environments; in obtaining and recording consent
for research; and in avoiding and allocating legal liabilities.
APPLICATION OF DATA

The findings will be compiled so that representative
practices or unresolved issues will be discussed in relation to
common problems and research situations. ThUS, the situations
in which explicit informal consent is considered essential and
the ways by which participation in research is obtained for
various subjects (children, prisoners, stUdents) will be out-
lined under "consent." The types of research and related
personnel and relative responsibility of each in studies
requiring a team approach will be indicated on the basis of
observed and reported study design. In similar fashion, the
content and application of written policies and the extent of
unwritten or informal procedures governing ethical issues in
research will be noted in connection with research organization.
REPORTING OF DATA

From survey responses and conference transactions, repre.
sentative examples of professional recognition and management
of problems involved in clinical research will be assembled.
Administrative practices which have been developed or suggested
as solutions to these problems will be described, as noted, and
evaluated as methods of protection of subjects, staff, and
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sponsors. Knowledge of such practices should enable the
research community to adopt preventive measures and helpful
safeguards, so that legislative or regulatory controls may be
obviated.

Communication of conference reports and other data will be
limited to professional publication, as may be recommended by the
Project Advisory Committee and conference participants.

January, 1961
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The Law-Medicine Resea~ch i:~stitute of Boston University

is an unique academic orgarrl z.e~~ionwith a program of research,
training, and service In tte interdisciplinary areas of law,
medicine, public health, and the behavioral sciences. The
first of its kind in the United States, the Institute was
established in February, 1958, in response to growing needs
for mutual understanding, satisfactory communication, and
sympathetic cooperation among the professions. Problems of
interprofessional concern have been explored by the Institute
in several ways: through research projects designed to
elucidate such areas as criminal responsibility of the mentally
ill, legal regulation of medical practice, and social responsi-
bility in medical research; through educational courses,
lecture series, and publications which incorporate interdisci-
plinary matters into professional training; and through
activities of community service such as prov.iding medico-
legal information and advice, and drafting medical and health
legislation.

Director of the Institute is Professor William J. Curran,
LL.M., S.M.,Hyg. The Institute staff consists of attorneys,
physicians, and social scientists on a full or part-time
basis, augmented by advisory cOlnmittees, consultants, and
project staff for special studies. In addition, the Institute
has close relationships with the Boston University Schools
of Medicine, Law, Nursing, and Liberal Arts, and the benefit
of cooperation with faculty members and graduate students .
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