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DISCRIMINATION PROHIBITED

Section 601 of Title VI of the Civil Rights Act of
1964, 42 USC 2000d, provides that no person in the
United States shall, on the ground of race, color, N
or national origin, be excluded from participation

in, be denied the benefits of, or be sub jected to

discrimination under any program or activity receiv-

ing Federal financial assistance. Regulations

implementing the statute have been issued as Part

80 of Title 45, Code of Federal Regulations. The

regional medical programs provide Federal financial

assistance subject to the Civil Rights Act and the

regulations.

Each grant for construction is subject to the h
condition that the grantee shall comply with the

requirements of the Executive Order 11246, 30 F. R.

12319 and the applicable rules, regulations, and

procedures as prescribed by the Secretary of Labor.
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CONTENTS AND USE OF THIS GUIDE

This Guide is for use in applying for support under Title IX of
the Public Health Service Act (Public Law 89-239), which authorizes
grants to assist in planning, establishing, and operating Regional
Medical Programs to comﬁat Heart Disease, Cancer, Stroke, and related
diseases. It is therefore intended to be used for both planning and
operational grant applicationms. |

The contents of this Guide include the history and purposes,
composition, éolicies and definitions and general information regarding
the preparation and review of applications for a Regional Medical Program.

The provisions of this Guide are intended to carry out the purposes
and objectives of the authorizing leéislation, consistent with overall
policies of the Department of Health, Education, and Welfare and sound
fiscal procedures. These provisions must be interpreted in light of
the basic objectives of the program, and the clear intent of the Congress
to stimplate initiative and innovation at the regional level in planning
and implementing regional programs that are fitted to the needs and
resources.of the region.

1f the applicant believes there is a conflict between the pro-
visions of the Guide and the effective implementation of the proposed
program in his region, he is encouraged to consult with the staff of
the Division of Regional Medical Programs. This is a new program in an

exploratory phase. It is expected that policies and procedures will
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evolve with time as both the applicént and the Division learn from
actual planning and Operational experience. As with all statements of
policy and Procedure, the Guide attempts to strike g balance among

desirable and necessary procedures, The Division encourages diversity

the legislative authority, applicable general policies, and the necessary

accountability for public funds.
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1. HISTORY AND PURPOSESJOF REGIONAL MEDICAL PROGRAMS

The impetus for the Regionai Medical Programs was contained in the
President's 1964 Special Health Message to Congress when he proposed to
establish a Commission on Heart Disease, Cancer, and Stroke '"to recommend
steps to reduce the incidence of these diseases through new knowledge
and more complete utilization of the medical knowledge we already have."
In March 1964, a Commission of distinguished physicians, scientists,
and informed citizens was appointed to accomplish this task. The
Commission collected information from agencies, groups, and institutions
concerned with these diseases through letters, staff visits, surveys,
etc., held hearings at wﬁich expert witnesses from the widest possible -
range of interests, both public and private, presented their views, and
submitted a report which included the following points:

"our Nation's resources for health are relatively untapped. The
rising tide of biomedical research has already doubled our store of
knowledge about heart disease, cancer and stroke...."

"yet for every breakthrough, there must be follow-through. Many
of our scientifiﬁ triumphs have been hollow victories for most of the
people who could benefit from them."

The Commission presented 35 recommendations aimed at reducing the
toll of these diseases through the development of more effective means
of making the latest medical advances available to a greater portion of the
population and through the provision of additional opportunities for

research. The major recommendations of the Commission are the basis for




S .

the proposed regional medical programs authofized by Public Law 89-239
(hereafter referred to in this text as "The Act". See Exhibit).

The Act is intended to assist our medical institutions and professions
in capitalizing on the rapld advences of scientific medicine in the pre-
vention, dilagnoeis, treatment, and rehebilitation of patients afflicted
with heart disease, cancer, stroke or related diseases. To paraphrase
the statement of purposes in the Act, these grénts are to encoursge and
assist in the establishment of regional cooperative arrangements among
medical schools, reseﬁrch institutes, hospitals and other medical Insti-
tutions end agencies for the purpose of affording the medical profession
and the medical institutions the opportunity of meking aveileble to thelr
patients the latest advances in the diagnosis and treatment of these
disesses., Grant funds will support through these cooperative arrange-
ments resesrch, training (ineluding continuing medical education) and
related demonstrations of the highest standerd of patient care. Throﬁgh
- these means the program is also intended to improve generally the health
manpower and facilities of the Nation, The Act states that these purposes
should be accomplished without interfering with the patterns of professional
practice or hospital administration.

The intent of the Act is built upon the following basic premises and

assumptions:
1. The program will utilize and build upon existing institutions and

manpovwer resources.

2. The active participation of practicing physicilans is essential

to the success of a regional medical program.
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3, The purposes can ﬁest be schieved through initistive, planning,
end implementation at the regional level under conditions whlch encourage
innovative approaches and programs specifically designed to deal with the
diversity of needs, resources and existing patterns of education and
service.

4, Cooperation among all esgential elements of the health resources
in & region is an essential meens of coping with the complexities,
gpecialization, high cost, menpower needs, and educational and training
needs which are the by-products of the dynemic advances of medical sclence.
The objectives of the Act will not be achieved by a program which serves
the interests of & single category, institution, or orgenization. A
pasic aim of the program is to overcome fragmentation and ihsularity.

5., In order to insure an effective linkage between research
gdvences and improved patient care, it 1s desirable to establish a
continuing relationship among the research and teaching environment of'
the medical cénter, the patient care activities involving the community
hospital, and practicing physicians. The impact of research advances on
the development of high quality patient care has typicaelly been most
direct in the university medical centers or other medical centers which
. combine extensive research teaching and patient care actlvitles. The
primary benefits of this interrelstionship, however, have often been
confined to the medical center itself and affiliated hospitals., A basic
premise of the Act is the desirability of extending this productivé
interrelationship to additional hospitals and to practicing physiclans

through the establishment of regional cooperative arrangements.
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6. The financing of patient care is not the objective of the regional
medical programs, The payment of patient care costs 1s limited to those
costs incident to research, training and demonstration activities supported
by these grants.

7. Tt is assumed that the development of the full capabilities of
8 regional medical program will take & number of years. The purpose of
the first three years of legislétive suthorization 1s to encourage and
assist in the planning and implementation of the first stepe toward the
establishment of & regional medical program. It is assumed that the
development of a plan and the implementation of the initial elements there-
of will constitute a learning experience which can be utilized In taking
additional steps in the cooperative effort against heart disease, cancer
and stroke.

The background against which these assumptions and premises are
set includes a number of trends and influences which have been affecting
+he nature of medical service, education, and research for some years,

The opportunities created by the impaect of science on modern medicine
have already been mentioned, Along with the creation of opportunities,
however, the increasing impact of science has changed the nature and
shape of modern medicine, raising a number of situations which are very
difficult to menage, including increased specialization, increasing
complexities and costs of diagnosis and treatment, and the difficulties
in transmitting & rapidly expending body of knowledge. The tremendous

growth of knowledge through large scale research efforts 1s & charac-

teristic of our times, not just in medicine but in most aspects of our

society. Wherever this phenomenon 1is seen, it calls for the devélopment
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of new means of coping with steady and dynamic change if the benefits
of the knowledge are to be realized.

The forces of change can be viewed as part of a continuum existing
over many years, rather than a revolutionary or radical alteration of current
pétterns. This trend calls for the development of Regional Medical Programs
whith create an effective environment for continuing adaptation, innovation,
and modification. The development of a great medical research effort
is the product of a deliberate national policy to stimulate and support
the development of new medical knowledge af a rapid rate. The passage
of the legislation authorizing Regional Medical Programs represents a
corresponding commitment to agsist the developmemt of necessary measures
to bring the benefits of this new knowledge to the patient in the field
of heart disease, cancer, stroke, and related diseases.

The process of medical education-in all its aspects has also been
undergoing a change under the impact of the growth of knowledge. The
development of great medical centers built around education, research,
and high-quality patient care has taken place throughout the Nation.

The consequence of rapid expansion in the body of medical knowledge is
increased specialization, resulting in the prolongation of the educational
process. A continuing process of education throughout the career of a
physician is therefore of great importance.

The continued evolution of medical education and the growth of
the medical centers carries with it increased problems in maintaining
an effective linkage between the medical center and the practicing

physician. Recent reports have emphasized the need for those concerned
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with medical education to assume responsibilities in meeting
national needs for improved health care. It h#s become clearly apparent
that the medical center represents an indispensable resource for improving
health in its area of influence. In the environment of medical education,
new attention is being given to the need to cope effectively with the
problems brought about by the developments in modern scientific medicine.

Many medical leaders are stressing that those involved in health:
care must maintain a continuous relationship to the educational process and
that medical schools and hospitals should have an increasing involvement
in the process of continued learning. The very forces that have tended
to separate the centers of medical knowledge from the practicing physician
are creating an ever greater need to bring physicians into continuing
contact with the environment of teaching and research.

Another trend is usually described as the regionalization of medical
services. There have been numerous regionalization proposals during
the past 35 years and efforts have been made to implement various gpproaches
to regionalization. The concept of Regional Medical Programs includes
the regional approach to the provision of highly séecialized services
involved in the diagnosis and treatment of heart disease, cancer, stroke,
and related diseases. The legislation provides a very flexible framework
for the implementation of a regional approach which is appropriate to the
voluntary nature of our medical institutionms.

The Regional Medical Programs present the medical interests within
a region with an instrument of synthesis that can capitalize on and
reinforce the various trends and resources seeking to make more widely

available the latest advances in diagnosis and treatment of these
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diseases. It is the interaction of these trends at this time, rather
than an abstract conceptualization which not only justifies but requires
a synthesizing force such as the Regional Medical Programs. The Regional
Medical Programs represent a general concept, rather than a specific
blueprint. Tﬁe opportunity 1is presented to go beyond coﬁcept into spe-
cific planning and implementation of programs which represent pragmatic
steps toward the achievement of.the overall goals of the legiélation.

It is an opportunity to mix creative ideas and specific actions in

developing improved means for advancing the health standards of the

American people.
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1I. COMPOSITION OF A REGIONAL MEDICAL PROGRAM

A. Definition of a Regional Medical Program

The Act defines a regional medical program as a cooperative
arrangement among & group of pubiic or private nonprofit institutions
or agencies engaged in research, training, diagnosis, and treatment
relating to heart disease, cancer, or stroke, and at the option of
the applicant, related &isease or diseases; buﬁ only if such groﬁp
1. 1is situaﬁed within a geographic area, composed of any
part or parts of any one Oor more states which the
Surgeon General determines, in accordance with regulations,
to be appro;riate for carrying out the purposes of the Act;
2. consists of one or more medical centers, one Or more
clinical research centers, and one or more hospitals; and
3., has in effect cooperative arrangements among its component
units which the Surgeon General finds will be adequate

for carrying out effectively the purposes of this program.

B. The National Advisory Council on Regional Medical Programs

The National Advisory Council on Regional Medical Programs
consists of the Surgeon General, who is the chairman, and 12 memberxs,
not otherwise in the regular fulltime employ of the United States,

who are leaders in the fields of the fundamental sciences, the medical

sciences, or public affairs. In particular, one of the twelve council
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members must be outstanding in the field of heart disease, one in
cancer, and another in stroke, and two must be practicing physiciéns.
The role of the Council is to advise and assist the Surgeon General
in the formulation of policy and regulations regarding the regional
medical programs, and to make recommendations to him concerning approval

of applications and amounts of grant awards. No grant may be awarded

unless it has been recommended for approval by the Council.

C. Categorical Emphasis

The focus of the Regional Medical Programs under the authorizing
legislation is on problems of heart disease, cancer, stroke, and related
 diseases. This rather broad categorical approach must be a consideration
in the development of specific program elements under a Regional Medical
Program. Heart disease, cancer, and stroke are appropriate targets
because of their prevalence as killing and disabling diseases. Thesé
diseases present a complex challenge to the research investigatoy and
the advances which are being made require diagnostic and treatment
techniques of great sophistication. Because of the broad scope of heart
disease, cancer, and stroke it would be diffiéult and perhaps detrimental
to some types of medical services and educational activities if a rigidly
categorical approach were adopted for all relevant program elements.
However, the emphasis of the program does require that the program
elements be shown to have significance for combating heart disease, cancer,

stroke and related diseases.
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D. The Region

A region is a geographic area composed of part or parts of
one or more states which the Surgeon General determiﬁes to be appropriate
for the purposes of the program. It should be an economically and
socially cohesive area taking into consideration such factors as present
and future population trends and patterns of growth; location and
extent of transportation and communication facilities and systems; and
presence and distribution of educational and health facilities and
programs. The region should be functionally coherent; it should follow
appropriate existing relationships among institutions and existing
patterns of patient referral and continuing education; it should
encompass a sufficient popu}ation base for effective planning and

use of expensive and complex diagnostic and treatment techniques.

E. Cooperative Arrangements Among Resources Within the Region

Iﬁ is recognized that the full development of a Regional
Medical Program, which involves potentially all medicai institutions,
organizations, and personnel within thelregion, could take a number of
years in many areas. The program emphasizes the development of
cooperative arrangements which are effective in making the latest
scientific advances in these diseases more widely available. Consid-
erable flesibility is provided for the development of cooperative
arrangements that are appropriate to the needs, resources, and patterns
of the region, The cooperative arrangements should: 1. Encourage a

cooperative attitude and stimulate participation and initiative among
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the program elements; 2. Provide for the necessary decision-making
framework for the activities conducted under the Regional Medical

Program grant; 3. Include administrative and fiscal arrangements,

which provide for adequate program coordination and fiscal accountability;
4, PFovide for effective administration of central program elements
which serve the entire region; 5. Include mechanisms for the evaluation
of the effectiveness of the Regional Medical Program, including the
acquisition of uniform data for the use in evaluating effectiveness and
the means to gvaluate specific progrém elements of the Regional Medical
Program; 6. Provide for continual planning and implementation of the

further development of the Regional Medical Program.

F. Interregional Cooperation

The definition of a particular region necessarily requires con-
sideration of relationships to adjoining regions. Interreglonal cooper-
ation is to encouraged, especially in program elements where a uniform
approach is desirable. Some examples where interregional cooperation
might be beneficial include: 1. Development of standardized criteria
for data gathering and analysis; 2. Continuing education programs
drawing on the educational resources of more than one region; 3. Referral
of patients for highly specialized diagnosis and treatment not available
in every region; 4. Program planning and coordination between regions.

Regional boundaries should not cut off existing relationships

and patterns and should not operate to the detriment of the objectives

of the legislation.
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G. The Regional Advisory Group

The Act specifies that an applicantlfor a planning grant must
designate a Regional Advisory Group. The Act also specifies that the
Advisory Group must approve an application for an operational grant under
Section 904, The Advisory Group must include practicing physicians, -
medical center officials, hospital administrators, representatives from
appropriate medical societies, other health professions, voluntary
health agencies, and representatives of other organizations, institutions,
and agencies and members of the public familiar with the need for the
services provided under the program. It should be groadly representative
of the geographic areas and of the social groups who will be served by
the Regional Medical Program.

The Regional Advisory Group should provide overall advicé and
guidance to the grantee in the planning and operational program from the
initial steps onward. It should be actively involved in the review and
guidance and in the coordinated evaluation of the ongoing planning and
operating functions. It should be constituted to encourage cooperation
among the institutions, organizations, health personnel, state and local
health agencies, and with the state Hill-Burton agencies. It should be
concerned with continuing review of the degree of relevance of the
planning and operational activities to the objectives of the Regional
Medical Program and particularly with the effectiveness of these
activities in attaining the objective of 1mp;oved patient care. There-
fore, Advisory Group members should be chosen who will provide a

broad background of knowledge, attitudes and experience.
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