

















































































































' COUNCIL OF TEACHING HOSPITALS @ ASSOCIATION OF AMERICAN MEDICAL COLLEGES ‘

APPLICATION FOR MEMEERSHIP

Membership in the Council of Teaching Hospitals is limited to not-for-profit --
IRS 501(C)(3) -- and publicly owned hospitals having a documented affiliation agreement
with a medical school accredited by the Liaison Committee on Medical Education.

INSTRUCTIONS: Complete all Sections (I-V) of this application.

Return the completed application, supplementary
information (Section IV), and the supporting
documents (Section V) to the:

Association of American Medical Colleges
Council of Teaching Hospitals

Suite 200

One Dupont Circle, N.W.

Washington, D.C. 20036

1. HOSPITAL IDENTIFICATION | ‘
. Hospital Name: St. Mary's Hospital

Hospital Address: (Street) 56 Franklin Street

(City) Waterbury (State) Connecticut - (Zip) G6702

(Area Code)/Telephone Number: ( 203 ) __574-6000

Name of Hospital's Chief Executive Officer:__Sister Margaret Rosita

Title of Hospital's Chief Executive Officer: Executive Director

I1. HOSPITAL OPERATING DATA (for the most recently completed fiscal year)
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A. Patient Service Data

Licensed Bed Capacity Admissions: 14,378
(Adult & Pediatric
excluding newborn): Visits: Emergency Room: 36,288

Average Daily Census: Visits: Qutpatient or
Clinic: 66,192

Total Live Births:
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Financial Data

4

Total Operating Expenses: $ 55,924,301

Total Payroll Expenses: $ 29,648,000

Hospital Expenses for:

House Staff Stipends & Fringe Benefits: $_ 1,390,000
Supervising Faculty: $ 959,467

Staffing Data

Number of Personnel: Full-Time: 1111
Part-Time:

Number of Physicians:

Appointed to the Hospital's Active Medical Staff: 257
With Medical School Faculty Appointments: 75

Clinical Services with Full-Time Salaried Chiefs of Service (1ist services):

Medicine Surgery Pediatrics Psychiatry
Cardiology Pulmonary Dis. Nephrology Tmergency medicine
Inflammatory Dis. Gastroenterology  Hematology

Does the hospital have a full-time salaried Director of Medical
Education?: yes

III. MEDICAL EDUCATION DATA

A.

Undergraduate Medical Education

Please complete the following information on your hospital's participation
in undergraduate medical education during the most recently completed
academic year:

Number of Are Clerkships

Clinical Services Number of ~ Students Taking Elective or
Providing Clerkships Clerkships Offered Clerkships Required

Medicine 2/6 wks. [ both
Medicine Cardiology 2/mo 18 botn
Surgery 4-6/mo. 60 both
Ob-Gyn . Z/mo. 12 both
Pediatrics 6/mo, 51 both
Family Practice
Psychiatry 2/mo. 16 both

Other:
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Graduate Medical Education

in graduate medical education reporting only full-time equivalent positions
offered and filled. If the hospital participates in combined programs,
indicate only FTE positions and individuals assigned to applicant hospital.

Please complete the following information on your hospital's participation .

Positions Filled Positions Filled Date of Initial
Type of Positions by U.S. & by Foreign Accreditation 5
Residency Offered Canadian Grads Medical Graduates of the Program

First Year
Flexible

Medicine 29 4 25 1949
Surgery 14 2 12 1949
0b-Gyn 1/3 mo 1 1979
Pediatrics 15 3 . 12 1974
Family

Practice

Psychiatry
Other: .

iy

TAs defined by the LCGME Directory of Approved Residencies. First Year
Flexible = graduate program acceptable to two or more hospital program
directors. First year residents in Categorical* and Categorical programs
should bte reported under the clinical service of the supervising program
director. _

Document from the collections of the AAMC Not to be reproduced without permission

2ps accredited by the Council on Medical Education of the American Medical
Association and/or the Liaison Committee on Graduate Medical Education.
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IV. SUPPLEMENTARY INFORMATION

To assist the COTH Administrative Board in its evaluation of whether the
hospital fulfills present membership criteria, you are invited to submit

a prief statement which supplements the data provided in Section I-III of
this application. When combined, the supplementary statement and required
data should provide a comprehensive summary of the hospital's organized
mgdical education and research programs. Specific reference should be
given to unique hospital characteristics and educational program features.

V. SUPPORTING DOCUMENTS

A.

B.

When.returning the completed application, please enclose a copy of the
hospital's current medical school affilijation agreement.

A letter of recommendation from the dean of the affiliated medical school
must accompany the completed membership application. The letter should
clearly outTine the role and importance of the applicant hospital in the
school's educational programs.

Name of Affiliated Medical School: VYale University School of Medicine

Dean of Affiliated Medical School: Leon E. Rosenberg, M.D.

Of the 4 programs with residents, the only unusual features are -

1. one of the medical floors is covered by Yale attendings. We think
this a worthwhile learning experience for the house officers as well

as a quality assurance mechanism.

2. of ihe hospitals affiliated with Yale, this is. the only one that
maintains a surgical research lab at Yale. z:EE"Fab experience is not

viewis as being on the track of an academic career but is considered
a conditioning, a disposition of mind, an awareness that is a desireable

component in the training program.

3. The Pediatric Program is perhaps more distinctive. It is one shared
with the Waterbury Hospital and is the ambulatory setting of the
University of Connecticut Primary Care Pediatric Training Program.
It is an outstanding program that has been competitively successful

in obtaining training f&qgé;\\
\\ﬁ

D et e

Information Submitted by: (Name) Dr. Paul D. Doolan, M.D.

(Title) Director of Clinical Services

Signature of Hospital's Chief Executive Officer:

,M W 6««@ (Date) \7/‘//if




THE UNIVERSITY OF CONNECTICUT ‘
OFFICE OF THE DEAN
HEALTH CENTER SCHOOL OF MEDICINE

January 30, 1985

Association of American Medical Colleges
Council of Teaching Hospitals

Suite 200

One Dupont Circle, N.W.

Washington, D.C. 20036

Dear Sir:

St. Mary's Hospital and the University of Connecticut School of Medicine have

a close relationship in the clinical educational arena. It is one of our

permanent sites for the third year clerkship in medicine and has been ongoing

and successful for several years. St. Mary's also offers to our students

electives in the fourth year, which are also frequently utilized and have been ‘
educationally very sound. Although we do not have a major affiliation agreement
equivalent to that of the Greater Hartford Consortium hospitals, functionally

it resembles the same type of relationship. Over the next few months, we are

going to be rewriting our affiliation agreement with St. Mary's Hospital,

bringing the two institutions closer together.

Sincerely yours,

Fugene M. Sigman, M.D.
Dean
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FOR-PROFIT TEACHING HOSPITAL PARTICIPATION IN
THE COUNCIL OF TEACHING HOSPITALS

It is recommended that the following statement be placed before the COTH
membership at the May 10, 1985 Business Meeting in San Francisco.

Participation of for-profit teaching hospitals was discussed at the COTH Spring
Meeting in Baltimore in May 1984, the October 1984 Annual Meeting in Chicago, and
a variety of other forums. The Administrative Board of the Council of Teaching
Hospitals has reviewed and analyzed all aspects of the debate over this issue.
The Board recognizes there are strong personal views on this issue. However, the
Administrative Board believes the Council of Teaching Hospitals of the
Association of American Medical Colleges is organized to support the patient
care, education, and research missions of teaching hospitals, and that the tax
status of the hospital should not exclude -hospitals sharing common interest in
supporting these objectives.

Therefore, the Administrative Board of the Council of Teaching Hospitals
recommends: ;

The AAMC bylaws be amended to permit individual for-profit hospitals to join
the Council of Teaching Hospitals provided they meet the membership
requirements that apply to all other hospitals.

Attached is material pertinent to the legal questions associated with the
above-stated action. The Administrative Board needs to discuss the two points in
the body of Joe Keyes' March 12, 1985 memorandum.
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association of american
medical colleges

MEMORANDUM

T0: Richard Knapp, Ph.D., Director, Dept. of Teaching Hospitals

FROM: Joseph A. Keyes, Jr., Staff Counse]<§%”é5;%%2;;//

DATE: March 12, 1985

SUBdJ: Membership in COTH of Investor-Owned Hospitals

The attached correspondence deals with the impact on the Association's

status as a tax exempt charity of any Bylaw change which would permit investor-owned

institutions (who are otherwise eligible) to remain or become members of
the Council of Teaching Hospitals.

In short, we have been advised by our tax counsel that the AAMC should
not amend its Bylaws until it has received a ruling from the Internal Revenue
Service that such an action would not result in the loss of the status
as a tax exempt charity under Section 501(c)(3) of the Internal Revenue
Code of 1954. We then asked Mr. Myers to set out the questions we would
be required to answer in order to permit him to draft a ruling request
on our behalf. Appropriate background material was provided as an enclosure
to my letter of February 26, 1985. By letter of March 3, 1985, Mr. Myers
reports that he now has sufficient information to begin the preparation
of a ruling request. He requires two additional pieces of information
from us: 1) the number of such hospitals likely to apply for membership
as compared to the total membership of the COTH; and, 2) any support or
justification we could offer that would enable him to say that, "any private
benefit which may accrue to the few proprietary members is incidental in
improving the quality of education at those teaching hospitals." It would
seem that this matter is an appropriate focus for the next COTH Administrative
Board discussion of this topic.

Attachments

One Dupont Circle, NW.W 42, D.C. 20036/ (202) 828-0400
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association of american
medical colleges

February 12, 1985

John Holt Meyers, Esq.
Williams, Meyers & Quiggle
Suite 900, Brawner Building
888 Seventeenth Street, NW
Washington, DC 20006

Dear Jack:

The Council of Teaching Hospitals (COTH) Administrative Board plans
to offer a resolution at the COTH Spring Meeting in early May urging that
the AAMC amend its bylaws to permit investor owned hospitals, which otherwise
qualify to remain or become members of the COTH. As you know, such an
amendment requires action by the Assembly on recommendation of the Executive
Council. The Executive Council is cognizant of your advice that such an
action not be taken without the prior review and acquiescence of the Internal
Revenue Service so as to assure that the AAMC status as a 501(c)(3) charity
will not be jeopardized. | believe it highly unlikely that this advice
would be disregarded. It seems appropriate, therefore, that we now give
consideration to the identification of the essential elements of an
appropriate submission to the IRS.

It is my assumption that we will be required to demonstrate that we
will continue to be ''organized and operatedexclusively for charitable
purposes'' and that the restructured organization will not result in 'private
inurement." Since we have, in the past, relied on the ownership or tax
status of our members to demonstrate these characteristics, it would appear
that a new showing will be required. It would be quite helpful if you
would lay out for us the questions we need to address to assist in the
preparation of the submission to the Internal Revenue Service.

Sincerely,

Staff Counsel

One Dupont Circle, NW."~ ~° ~ n, D.C. 20036/ (202) 828-0400
43
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)
February 26, 1985 ‘

John Holt Myers, Esquire
Williams, Myers and Quiggle
Attorneys and Counselors at Law
Suite 900, Brawner Building

888 Seventeenth Street, NW
Washington, DC 20006

Dear Jack:

In response to your request for a specification of the conditions which
the AAMC would impose upon investor-owned hospitals which otherwise qualify
to remain or become members of the COTH, | am enclosing the packet of materials
we currently provide to prospective applicants for membership. Most importantly,
it includes a description of COTH Organizatipn and Membership -- specifying
membership criteria, and an Application for Membership. Note that the latter
requires, in addition to detailed information descriptive of the hospital's
involvement in undergraduate and graduate medical education, the submission
of a copy of the hospital's medical school affiliation agreement and a letter
of recommendation from the dean.

At the present time, it is my understanding that there is no change in
the membership requirement contemplated other than the modification of the

current ownership limitation.

For clarity sake, | should specify that the matter under discussion is
''teaching hospital membership,' not ''corresponding membership.'

Please call if this rquires further elaboration.

Warm regards.

Very truly yours,

e

Document from the collections of the AAMC Not to be reproduced without permission
-

. Joseph A. Keyes, Jr.
Staff Counsel

Enclosures

One Dupont Circle, N.W./Was 44  1.C. 200361 (202) 828-0400
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WiLLIAMS, MYERS AND QUIGGLE
ATTORNEYS AND COUNSELORS AT LAW
SUITE SO0 BRAWNER BUILDING

ROBERT HOLT MYERS 88
JOHN HOLT MYERS 8 SEVENTEENTH STREET. N W. WILLIAM M. WILLIAMS
JAMES W. QUIGGLE WAsHINGTON, D.C. 20006 192119321
JOE L. OPPENHEIMER )
. ROBERT O.TYLER AREA CODE 202-333-5900 o2 -1938)
THOMAS ARDEN ROHA
PA
Tnomas amoen UL FORREST MYERS
1921 -1965)

SUSAN L. FLAHERTY
JOHN J. RALSTON
DAVID A.HEBMER

March 5, 1985

Joseph A. Keyes, Jr., Esquire
Staff Counel
Association of American Medical Colleges

One Dupont Circle, N. W.
Washington, D. C. 20036

Dear Joe:

Thank you for the information included in your letter of February 26
and the accompanying documents. I believe that this will provide us
with most of the necessary facts to complete a request for ruling by the
Internal Revenue Service that for-nrofit teaching hospitals should be
eligible for membership in the Council of Teaching Hospitals. For your
information, I am enclosing a copy of Revenue Ruling 74-146. This holds
that a nonprofit organization of accredited educational institutions
will not lose its IRC Section 501(c)(3) status because the membership
includes a small number of proprietary schools. This is the basic
ruling on which we would rely. There are at least one or two private
letter rulings to the same effect.

I believe that the Internal Revenue Service should reach the same
conclusion with respect to the membership of for-profit teaching hospitals.
In this connection, it would be helpful to have some idea of how many
such hospitals are likely to apply for membership as compared to total
membership of the organization. I would hope that we would be able to
say that any private benefit which may accrue to the few provrietary
members is incidental to improving the quality of education at those
teaching hospitals. :

If you want us to go ahead and draft a ruling request, please let
me know.

With best regards,

Very truly xoufs,

S ) /02
’;ﬁiﬁ //m/°

L/ )

JHV/ jp
Enclosure ‘ ' 45

EDMUND B. QUIGGLE
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Federal income tax under section 501
(c)(3) of the Code.

26 CFR 1.501(c)(3)-1: Organizations or-
anized and operated for religious, charita-
le, scientific, testing for public safety, liter-

ary, or educational purposes, or for the

prevention of cruelty to children or animals.

Educational institution accredi-
tation organization. A nonprofit or-
ganization of accredited educa-
tional institutions, whose member-
ship includes a smalil number of
proprietary schools, and whose ac-
tivities include the preparation of
accreditation standards, identifica-
tion of schools and colleges meet-
ing these standards, and the dis-
semination of accredited institu-
tion lists qualifies as an exempt

organization under section 501(c) -

(3) of the Code.
Rev. Rul. 74-146

Advice has been requested whether
an organization with the activities de-
scribed below is advancing education
for purposes of exemption from Fed-
eral income tax under section 501(c)
(3) of the Internal Revenue Code of
1954 where the organization otherwise
qualifies for such exemption.

The organization’s principal activ-
ity is to identify those schools and
colleges located in a specific geo-
graphic region of the United States as
being of sufficient acceptable quality
to be designated as accredited insti-
“tutions. Its activities are controlled by
institutional members. Only institu-
tions which are accredited may be ad-
mitted as institutional members. The
actual accrediting activity is carried
on by committees which are drawn
from the members of the organization
and which are designated as a Com-
mission on Higher Education and a
Commission on Secondary Schools.
Each committee is invested with the
power to set standards and to enforce
compliance with such standards for
the accreditation of educational facil-
ities coming under its specific jurisdic-
tion. Neither its charter nor its bylaws

prohibit the accreditation and mem-
bership of proprietary schools (edu-
cational facilities operated for profit).
However, there are a very few pro-
prietary schools in the region and
these have been, on application, ac-
credited and approved for member-
ship in the organization. Such schools
represent a small minority of the
members of the organization.

Specific standards and requirements
for accreditation of schools and col-
leges are prepared and published by
the organization. A list of the names

of accredited institutions is prepared

and disseminated regularly. The ac-

creditation by the organization is rec-

ognized on a local, regional, national

and international basis. The accredita-

tion program is designed to foster ex-

cellence in education, and develop

criteria and guidelines for assessing

educational effectiveness, It encour-

ages institutional improvement of edu-

cational endeavors through continuous

self-study and evaluation. It assures
the educational community, the gen-

eral public, and other agencies or or-

ganizations that an accredited educa-
tional institution has clearly defined
and appropriate educational objec-
tives, has established conditions under
which their achievement can reason-
ably be expected, appears in fact to
be accomplishing them substantially,
and is so organized, staffed, and sup-
ported that it can be expected to con-
tinue to do so. The organization also
provides counsel and assistance to
establish and develop new institutions.
Accreditation is retained by member
institutions through a process of eval-
uation and periodic review by the ap-
plicable committees of the organiza-
tion.

The organization’s income is ob-
tained primarily from membership
dues.

Section 501 (c) (3) of the Code pro-
vides for the exemption from Federal
income tax of organizations organized
and operated exclusively for charitable
purposes.

Section 3501

Section 1.501(c) (3)-1(d) (2) of the -
Income Tax Regulations provides that
the term “charitable” includes the ad-
vancement of education. ‘

The development and publication
of standards for accreditation of
schools and colleges, along with their
regular inspection and evaluation, and
the development of recommendations
for improvement of such institutions
are all activities which support and
advance education by providing sig-
nificant incentive for maintaining a
high quality educational program. Any
private benefit that may accrue to the
few proprietary members because of
accreditation is incidental to the pur-
pose of improving the quality of edu-
cation.

Accordingly, the organization quali-
fies for exemption from Federal in-
come tax under section 501(c)(3) of
the Code.

Even though an organization con-
siders itself within the scope of this
Revenue Ruling, it must file an appli-
cation on Form 1023, Application for
Recognition of Exemption, in order
to be recognized by the Service as
exempt under section 501(c)(3) of
the Code. The application should be
fled with the District Director of In-
ternal Revenue for the district in
which is located the principal place of
business or principal office of the or-
ganization. See section 1.501(a)-1 of
the regulations.

26 CFR 1.501(¢)(3)-1: Organizations or-
ganized and operated for religious, chari-
table, scientific, testing for public safety,
literary, or educational purposes, of for the
prevention of cruelty to children or animals.

Prevention of crueity to animals;
birth control. A nonprofit organi-
zation formed to prevent the over-
breeding of cats and dogs by pro-
viding funds to pet owners who
wish to have their pets spayed or
neutered but cannot afford the cost
of such operations qualifies for
exemption under section 501(c)X3)
of the Code.
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AAMC ANNUAL MEETING
COTH GENERAL SESSION THEMES

EXTERNAL FISCAL CONTROLS ON THE TEACHING HOSPITAL

THE ECONOMIC STABILIZATION PROGRAM AND OTHER HEALTH
INDUSTRY CONTROLS

NEW MANAGEMENT AND GOVERNANCE RESPONSIBILITIES FOR
TEACHING HOSPITALS

RECENT CHANGES IN THE HEALTH CARE DELIVERY SYSTEM:
IMPLICATIONS FOR THE TEACHING HOSPITAL

CLINICAL CASE MIX DETERMINANTS OF HOSPITAL COSTS

PHYSICIAN RESPONSIBILITY AND ACCOUNTABILITY FOR
CONTROLLING- THE DEMAND FOR HOSPITAL SERVICES

MULTIPLE HOSPITAL SYSTEMS AND THE TEACHING HOSPITAL

CONFLICT: CONTINUING ADVANCEMENT IN MEDICAL
TECHNOLOGY AND THE QUEST FOR COST CONTAINMENT

THE HIGH COST PATIENT: IMPLICATIONS FOR PUBLIC
POLICY AND THE TEACHING HOSPITAL

IMPLEMENTING COMPETITION IN A REGULATED HEALTH
CARE SYSTEM :

HEALTH CARE COALITIONS: TRUSTEES.IN A NEW ROLE
OR BUSINESS AS USUAL

ETHICAL DILEMMAS AND ECONOMIC REALITIES

STRATEGIC PLANNING AND THE TEACHING HOSPITAL:
LESSONS FROM OTHER INDUSTRIES :

SEVERITY MEASURES: THE TEACHING HOSPITAL DIFFERENCE

The staff would appreciate some discussion and guidance in
selecting a topic and speaker (s) for the COTH portion of the

October 1985 AAMC Annual Meeting.

-

as AAN N DA s Civrla

ﬂﬁnqton,D.C.20036/(202)828-0400
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Mr. Mark Levitan
President Cx'/élil
L XRAA

Albert Einstein Healthcare Foundation ;
York and Tabor  Roads 647 Cz/ééjéj_ ¢§27(41/éi4141¢(? AAC

Philadelphia, PA 19141

Dear Mark: /Ltjﬂjﬂ’ﬁc/{% ﬁwlk

Shared Data Research (SDR), an independent research firm, specfAdlizing in
health industry information system trends, has been asked to conduct a national
survey of computer usage by member hospitals of the Council of Teaching
Hospitals (COTH). The survey will compare each hospital's information svstem
price, performance, level of end-user satisfaction, budget, staffing, technology
and current and planned system capability to that of other teaching hospitals.

The purpose of this letter is to ask your hospital to sponsor this national

survey. The sponsorship of yours and fourteen other prestigous COTH hospitals

is being sought to encourage broad survey participation. Your hospital's spon-

sorship of this survey will be indicated by signing a letter of support. This

letter will then be sent to the Chief Information Officer and Chief Executive

Officer of the 376 COTH member hospitals (excluding Veterans Administration

hospitals). The letter will be circulated for signature during the week of

March 25, 1985. A copy of the letter that you will be asked to sign is enclosed ‘
for your review and consideration.

SDR is well qualified to conduct the survey. The firm began collecting data
through on-site, direct mail and telephone survey methods in 1981. During this
three year period, a data base has been created containing information
describing the products and services of over 300 vendors, audits of over 2,200
hospital information systems and, product evaluations by more than 20,000 end-
users. The data base is kept current through quarterly update.

The process for publishing the data books will include the collection of data by
Arthur Young and Company, on-site, at each participating hospital. The data
collection process will take less than 4 hours of your staff's time. The
completed surveys will then be sent to SDR for compilation of B0 statistical
comparisons for each hospital. Each of the 80 statistics will be presented in
graphic format. The set of hospital statistics will then be analyzed by a
university professor who will, where appropriate, provide description and analy-
sis of unique circumstances. An Executive Summary will be provided. SDR will
then bind the data book and forward it to Arthur Young and Company for formal
presentation at the hospital.
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For your information we have enclosed with this letter: a copy of the letter,
that you will be asked to sign the week of March 25, 1985; sample graphs from
the proposed data book and a titles listing; and, reprints of selected articles
written by SDR for Hospitals magazine.
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Mr. Mark Levitan
March 12, 1985
Page 2

The hospitals that are being asked to sponsor the project are: Beth Israel
Hospital, Boston; Northwestern Memorial Hospital, Ghicago; University of Alabama
Hospital, Birmingham; University of Iowa Hospital and Clinics, Iowa City;
University of Chicago Hospitals and Clinics, Chicago; Cedars-Sinai Medical
Center, Los Angeles; Presbyterian Hospital in the City of New York, New York;
University Hospitals, Cleveland; The Johns Hopkins Hospital, Baltimore;
Massachusetts General Hospital, Boston; Albert Einstein Medical Center,
Philadelphia; Hospital of the University of Pennsylvania, Philadelphia; Duke
University Hospital, Durham; The Oregon Health Sciences University, Portland;
and Parkland Memorial Hospital, Dallas.

The price to your hospital for the data book is $4,900. This price includes

the on-site collection of data by Arthur Young and Company, evaluation by the
professors, the compilation and publication of the data book and, the final
presentation by Arthur Young and Company. All travel and out-of-pocket expenses
are included in the price. The Chief Information Officer of each sponsoring
hospital will be invited to participate in the identification of twenty special
statistics to be included in the final data book.

Timing of the project is described in the following. During the week of March
25, 1985, an original of the attached letter will be circulated for signature by
your Chief Information Officer. Therefore, your verbal agreement to sponsor the
survey is needed by March 22, 1985. The general mailing of the sponsors'
letter, containing all sponsors' signatures, will be sent to all 376 COTH
teaching hospitals during the week of April 8, 1985. 1If you have any questions
please feel free to call: Mr. John Wade, Director of Information Systems,
Northwestern Memorial Hospital, 312-649-2000; Richard Knapp Ph.D., Director,
Council of Teaching Hospitals, 202-828-0490; Mr. Edward J. Zak, Partner, Arthur
Young and Co., 303-297-9500; or, Mr. Clinton Packer, President, SDR,
216-656-2524.

We think you will agree that the need for this survey is well founded; that
the process is simple, efficient and does not require much time; and that the
price is reasonable. We believe that your sponsorship will encourage other
hospitals to join us in this national effort. We have estimated that we need
eighty participants to have a good base for study. I will call you late next
week and hope that you will agree to be a sponsoring hospital.

Enclosures
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CLINICAL RESEARCH AND
PROSPECTIVE PAYMENT

by Karen Pfordresher
Staff Associate

The Medicare Prospective Payment System was initiated
as part of the Social Security Amendments of 1983. This
new reimbursement system rewards cost effective behavior
by using pre-determined, per-case payments to hospitals
for inpatient services. This system will not be fully im-
plemented until 1986, thus allowing the Health Care
Financing Administration (HCFA) to conduct studies of al-
ternative methods of support for certain existing, essential
costs of medical care. These studies will include reviews
of how Medicare pays for capital costs, possible prospective
payments for currently exempt specialty hospitals, an as-
sessment of the feasibility of DRG-type (diagnosis-related
group) payments for physician inpatient services, and the
analysis of many other issues that together form the intricate
framework of the current national medical care system.

Therefore, the many historical relationships fundamental
to this framework are now under scrunity and may be val-
nerable to cost cutting measures. An issue which has not
yet received the attention it deserves concerns the impact
of the new payment incentives on clinical research. Rein-
forcing the belief that clinical research may be vulnerable
to federal cost cutting is the debated assumption that patient
participation in research is more costly than the standard
care that the patient would have received. Upon initial
consideration, this may appear to be a relatively straightfor-
ward issue. However, a more thoughtful review suggests
analysis of the issué is fraught with difficulties.

Analysis Complexities

An analysis of the costs of clinical research should include
a determination of the extent of its independence from and
integration with the provision of routine care. No systematic
body of knowledge has shown that services provided ac-
cording to a research protocol cost more than care for the
same diagnosis in the absence of a research protocol. Many
elements confound the ability to conduct an acceptable
study.

e Primarily, the issue’s complexity relates to the diffi-
culty of isolating procedures and therapies ordered
and performed under research protocols from those
that could occur under a routine or standard regimen,
and identifying their specific costs. Also, standard
treatment regimens vary from physician to physician
and insitution to institution. Since the standard regi-
men acts as the independent variable, care must be
taken to be sure comparability is established.

e Identifying clinical trial patients and a matched control
group for comparative purposes presents other dilem-
mas. In many diseases for which research is conducted
there exists no generally accepted treatment. For some
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be generally acceptable, nor has any procedure been
found to be effective. Thus, a variety of palliative
treatments which vary widely in terms of cost may be
the alternative to the research protocol.

e Clinical trials vary in complexity, from testing the dos-
age and administration of drugs to the use of new
technologies, therapies or invasive procedures.

e Involvement in clinical trials may be related to consid-
eration of the complexity or stage of illness. In other
words, research participation may be focused on the
sicker patients. This would establish a further degree
of difficulty in isolating research-related costs, due to
the lack of agreement as to how severity measures
can be imposed as evaluative criteria.

® There exists the question of how practice pattern vari-
ation may affect the cost of patient care. Individual
physician reaction to patient pain, proclivity to either
surgical or medical intervention, and other variables
make it difficult to compare patients involved in re-
search to those excluded. Once again, there exists no
standard regimen of care. The treatment decision is
often based on individual physician behavior, local
protocol, and the availability of clinical research serv-
ices. Therefore, any acceptable study must include
participation from more than a few hospitals and
physicians in different parts of the country.

® Care must be given as well to agreement on the time‘

problems, no recognized therapy has been found to ‘

frame acceptable for comparison of research and non-
research related costs of care. Clinical trial participa-
tion may be of short duration, extend over several
years, require inpatient or outpatient follow-up, or
extended or shortened nursing time due to drug ad-
ministration.

® Finally, the outcome of the treatment provided should
be included in the analysis. While treatment under
the standard regimen may have been less costly, it
also may have been less effective. Although admit-
tedly difficult to measure, the quality of the outcome
must be assessed as well. '

Any analysis of the question, “Does it cost more to provide
medical care under a research protocol?” must be multi-di-
mensional. With adequate separation of the attributes of
accepted, routine regimens of care versus research protocol
management, it may be possible to analyze the real cost
of participation in clinical research, and determine whether
or not it is indeed more expensive. However, much work
remains to be done.

Current Medicare Policy

Prior to prospective payment, the Medicare Provider
Reimbursement Manual stated in its introduction that “the
basic rule applicable to a provider's research costs is such
that expenditures, over and above those related to usua
patient care, are excluded from allowable costs.” Part | b
the manual continues the definition of research versu
routine, covered costs as follows:

“Research: in the context of this principle means a sys-
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‘ tematic, intensive study directed toward a better scientific

knowledge of the science and art of diagnosing, treating,
curing, and preventing mental or physical disease, injury,
or deformity; relieving pain; and improving or preserving
health.” (Section 502.1)

“Where research is conducted in conjunction with or as
a part of the care of patients, the costs of the usual patient
care are reimbursable to providers to the extent that such
costs are not met by research funds.

Usual patient care costs incurred in conjunction with
the research must be specifically identified in those situ-
ations where a portion of the research funds is applicable
to usual patient care costs. In these instances, providers
must maintain statistics on research patients for each re-
search project to identify the patients and the patient days
and ancillary charges applicable to the usual patient care
furnished by providers.” (Section 504.2)

“In the context of this principle, extraordinary patient
care is the care rendered [tJo research patients which is
not medically reasonable, necessary, or ordinarily fur-
nished to patients by providers. Such care is represented
by additional patient care days and additional ancillary
charges identified as non-Medicare in the patient care
cost centers.” (Section 502.3)

“Usual patient care is the care which is medically reason-

search programs) in the treatment of patients by providers
under the supervision of physicians as indicated by the
medical condition of the patients. Also, this definition
intends that the appropriate level of care criteria must be
met for the costs of this care to be reimbursable. Such
care is represented by items and services (routine and
ancillary) which may be diagnostic, therapeutic, re-
habilitative, medical, psychiatric, skilled nursing, and
other related professional health services.” (Section

502.2)

“Costs of research are not reimbursable to providers.

Where, however, research is conducted in conjunction

with or as part of the care of patients, the costs of usual

patient care are reimbursable to the extent such costs are
not met by research funds. The costs of extraordinary
patient care based on research objectives are not reim-

bursable.” (Section 504.2)

The implementation of prospective payments in 1984
dramatically altered Medicare’s point of view regarding re-
search-related, inpatient care. Under prospective payment,
a hospital’s production costs are irrelevant to the Medicare
per-case reimbursement—an amount pre-determined, ex-
cept for circumstances for which “outlier” payments apply.
This payment system functionally addresses itself to the
validity of the admission, rather than to justification of ex-

Mtraordinary care. In the January 3 final regulation, HCFA
tated that:
" “Specifically, Medicare’s objective is to see whether, in
cases where clearly noncovered services have been fur-
nished to a beneficiary, there are nevertheless sufficient

. able, necessary, and ordinarily furnished (absent any re-

covered services remaining so that payment of the DRG

is appropriate.”
Therefore, for hospitals to receive prospective payments for
their patients involved in research protocols, they must
show on their medical records, abstract, and Medicare bill
that the patient would normally have been admitted for
diagnosis or treatment even if the reseach protocol was not
being used.

Interest Shown in the Possible Impact of the
Prospective Payment System on Clinical Research
Many individuals have questioned the impact of prospec-
tive payments on research. Their questions and the different
analyses currently underway are briefly described below.
It is vitally important that any such analysis be done carefully
and in a controlled, specific manner. Incorrect, invalid in-
formation will only further cloud a very important issue.
® Senator Robert Dole (R-KS), then Senate Finance Com-
mittee chairman, raised the question of whether HCFA
had “deliberately ignored” the intent of Congress to
allow wider extension of exceptions for community
cancer centers than appears in the promulgated regu-
lations (published September 1, 1983) implementing
the prospective payment system. This issue was raised
in a March 9, 1984 letter to the Department of Health
and Human Services’ Secretary Heckler from Senator
Dole.
® The Association of Community Cancer Centers
(ACCCQC) has initiated a campaign for the acceptance
of DRG 471, currently not in the payment scheme,
to cover research costs. To support this request, John
Yarboro, chief of Hematology-Oncology at the Uni-
versity of Missouri Medical School and the new ACCC
president, announced the initiation of a study to high-
light the “difference in cost between those patients
on clinical trials and those being managed conven-
tionally.” Although their methodology was called into
question by the National Cancer institute, the ACCC
reported to the National Cancer Advisory Board Sub-
committee on September 23, that preliminary data
from four hospitals showed that costs per admission
for research protocol patients exceeded those for non-
protocol patients.
® The House of Representatives’ Committee on Approp-
riations, during deliberation of the Department of
Labor, Health and Human Services, and Education
and Related Agencies Appropriation Bill, expressed
concern regarding reports that “the new prospective
payment system mandated by the Social Security
Amendments may have an unintended and harmful
effect on clinical trials.” The Committee report states
that “hospitals may now be unwilling to participate
in clinical trials because of the extra expenses for
patient care which are mandated by a research pro-
tocol.”
® In response to this concern, the National Center for
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Health Services Research (NCHSR) is now working
with the National Cancer Institute to determine
whether care rendered to patients involved in clinical
trials is “more, less, or equally as expensive as
nonclinical trial care.” This study, coordinated by Dr.
John Marshall, director of NCHSR, will measure hos-
pital cost differences for patients participating and not
participating in clinical research, controlled statisti-
cally and matched for patient diagnosis, stage of
cancer, and age. Variables to be held constantinclude
hospital teaching status, bed size, location, and other
comparative factors. Cost data will be compared to
the calculated prospective 1986 DRG payment (when
the payment system is fully implemented) and there-
fore results of this study are not expected for two years.

The National Institute of Mental Health (NIMH) is
addressing the problem of establishing an adequate
patient classification system for mental disorders, and
is attempting to develop an alternative to DRGs,
“based on such variables as age, marital status, and
type of treatment as well as on diagnosis.” Papers and
studies on this and other issues relating to prospective
payments for mental health services have been au-
thored by Carl Taube, Ph.D., deputy director of the
Division of Biometry and Epidermiology at NIMH,
Paul Widem, A.C.S.W., assistant chief, mental health
economics research branch of that division, and How-
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ard H. Goldman, M.D., Ph.D., assistant director for
Mental Health Financing at NIMH.

® The NCI Eastern Cooperative Oncology Group is con-
ducting a pilot study to analyze the relative cost differ-
ences for comparable patients participating and not
participating in clinical trials, and to determine rela-
tive cost differences within DRGs. Paul Carbone,
M.D., chairman of the Eastern Cooperative Oncology
Group stated that preliminary results show only 20
percent of the patients on study are over sixty-five,
whereas the distribution was expected to be closer to
50 percent. In addition, when disaggregated to in-
clude only inpatient treatments, where DRG payments
would apply, the possible impact of prospective pay-
ments would effect only three percent of the patients
on study. Further analysis is being done to determine
if a particular disease-specific subset of patients is
more likely to be effected by the new payment system.

Too Soon for Conclusions

Until data from valid studies can be reviewed and inter-
preted, the question of whether or not the prospective pay-
ment system influences or adversely effects participation in
clinical research remains unanswered. The AAMC would
like to know more about this important issue; if you have
concerns, suggestions, or data that would encourage a more
thorough understanding, please call Karen Pfordresher of
the Department of Teaching Hospitals at (202) 828-0496.




