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I.

ntLi recently in our country's history, the federal government had

not acted in any substantial manner as a thfrd-party payer of medical and

hospital bilns, With the enactment into law of the medicare and medicaid

prqom, ho1reviw, the federal government became the largest health insurer

in the United States.

Cangrs vas aare, of course, at the time of the enactment of these

social program that tremendous costs vould be incurred; however, recent

statements by Congressional coittees disclose that the costs actually

Incurred by medicare and medicaid are far greater than the costs originaly

anticipated. As the United States Senate Comeittee on Finance noted:

According to recent estimates the coats of the
medicare hospital insurance program vili overrun the
estimates made in 1967, by some $240 billion over a
25-year period. The monthly premium costs f6r
part B of medicare -- doctors' bills - rose from a
total of $6 mnthlWy per person on July 1, 1966, to
4U.60 per person on July, , 1972. "caid costs
are also rising at precipitous rates

fte Senate Cosittee on Finance felt that the rapidly increasing coats

. of medicare and medicaid were attributable to two factors: (1) an increase

in the unit costs of medical services and (2) an inierease in the number of

1/Pub. L. 89-97, 79 Stat. 286, July 30, 1965. The medicare program is
now set forth in subchapter XVIII to the SocIa. Security Act, 42 U.S.C.
5S1395"1395pp; the medicaid program is set forth in subchapter XIX to
the Social Security Act, 42 U.S.C. S§1396.1396i.
118 Cong. Rec. 86111 (daly ed. Sept. 27, 1972) (remarks of
Senator Bennett).

•/ Sen. R. No. 92-1230, 92d Cong., 2• Sess. 254 (1972) (hereinafter
referred to ca "Son. R. ',o. 92-1230").
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services provided to beneficiaries. With regard to the latter factor,

the Committee stated:

. . . The Committee on Finance has, for several years,
focused its attention on methods of assuring proper
utilization of these services. That utilization controls
are particularly important was extensively revealed in
hearings conducted by the subcommittee on medicare ani
medicaid. Witnesses testified that a significant proportion
of the health services provided under medicare and medicaid
are probably not medically necessary. In view of the per
diem costs of hospital and nursing facility care, and the
costs of medical and surgical procedures, the economic impact.-----
of this overutilization becomes extremelytigniticant.-Aiide
from the economic impact the committee is most concerned about
the effect of overutilization on the health of the aged and
the poor. Unnecessary hospitalization and Dpecessary surgery
are not consistent with proper health care.

Since the inception of the medicare and medicaid programs, Congress

has grappled with the problem of insuring proper utilization of medical

services for beneficiaries. Because the legislation challenged in the

instant suit is Congress' latest attempt to solve this problem, it would

_/ Sen. R. No. 92-1230 at 254.

In 1965, the Senate Committee on Finance stated with regard to the
pending medicare and medicaid legislation:

The committee is particularly concerned that
the utilization and review function is carried out
in a manner which protects the patients while at
the same time making certain that they remain in
the hospital only so long as is necessary, and that
every effort be nade to move them from the hospital
to other facilities which can provide less expensive,
but equal, care to meet their current medical needs.

Sen. R. No. 404, 89th Cong., 1st Sess. 47 (1965).
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Mpear helpful to a under ding of the challenged legislation to examine

both the methods of utilization review presently in operation and the

criticisms of such methods.

nI.

PEsent Utilizati.on Review Methods

Subchapter XVIII of the Social Security Act ("medicare"), 42 U.S.C.

111395-1395pp, is divided into three parts: Part A, 1. U.S.C. 561395c-

13951-2, deals with hospital insurance benefits for the aed-Paa'rl

42 U.S.C. 651395J-1395w, deals with supplementary medical insurance benefits

for the aged; and PartI C, 42 U.S.C. 651395x-1395pp, deals with miscellaneous

provisions relative to the entire medicare program. The entire medicaid

program is set forth in subchapter XIX of the Social Security At,, 42 U.S.C.

561396-3961.

At the present time, the utilization review procedures for benefits

provided by Part A of medicare are different from the utilization review

procedures for benefits provided by Part B. Similarly, the utilization

review procedures for benefits provided by medicaid are different from

those used for medicare. For purposes of clarity, therefore, the utilization

review procedures for each group of services will be examýned separately.

_A.

Utilization Review Procedures For Benefits
"- Provided By Part A Of Medicare

Part A of medicare is designed to provide "basic protection against

the costs of hospital and related post-hospital services" for eligible

individuals aged 65 or older, 42 U.S.C. §1395c. Hospitals and extended

care facilities which receive reimbursement for treatment of eligible



Individuals under Part A of medicare are required by 12 U.8.C. SS1395x(e)(6)

and 1395cx(j)(8) to have a utilization review plan which meets the requirements

of W U.S.C. S1395x(k). Section 1395x(k)(2) provides for a review of

hospital services by either (1) "a staff coittee of the institution

composed of two or more physicians, with or without participation of other

professional personnel," or (2) a group oýtside the institution vbich is

similarly composed and (a) established by a local medical society and some

or all of the hospitals and extended care facilities in the locality or

(b) established in such other manner as may be approved by the Secretary of

Health, Education and Welfare. The review committee must examine on a

sample or other basis:

admissions to the institution, the duration of
.te a ystherein, and the professional services
(including drugs and biologicals) furnished (A) with
respect to the nedical necessity of the services, and
(B) for the pu--poe of promotirng the =oct efficient
use of available health facilities and services . . ..

.2 U.S.C. 61395x(k)(1).

Pursuant to 12 U.S.C. 61395hh, the Secretary of Health, Education and

Welfare (hereinafter referred to as the "Secretar") has promulgated

regulations setting forth the utilization review requirements of

Section 1395x(k) in greater detail. One such regulation requires that a

hospital's review plan:

should have as its over-all objective the maintenance
of high quality patient care, and an increase in
effective utilization of hospital services to be
achieved through an educational approach involving
study of patterns of care, and the encouragement
of appropriate utilization. 20 C.F.R. §I05.1035(b)(2).



Other applicable regulations provide, Inter alia, that a hospital's

utilization review plan be in writing, 20 C.F.R. §105.1035(d); that the

review committee be broadly representative of the hospital's medical staff$

200.FIR. S&05.1035(e)(2)(iii); and that record be kept of the activities

of be committee, 20 C.Y.R. §105.1035(h).
Regulations also provide for termination of inpatient hospital benefits

there a utilization review committee makes a finding that inpatient services

are no longer medically necessary, 20 CF.R. §405.162. A similar provision

covers post-hospital care, 20 C.F. 1. §105.166. Review is mandatory in
"long-stsy'" (over 20 days) inpatient cases and failure to make such a

review requires termination of benefits, 20 C.F.R. §4o5.163. A similar

regulation covers "long-stay" -outpatient cues, 20 C.F.R. §105.167T.

Notice and hearing in case of termination of benefits are also provided for

by regulation, 20 C.F.R. §W05.617.

If a hospital or extended care facility wishes to be reimbursed

through a public agency or private organization for treatment of eligible

.individuals under Part A of medicare, the Secretary is authorized to enter

into an agreement with such agency or organization providing for:

the determination by such agency or organization
* .. of the amount of the p,,,ments required pursuant to
this part to be made to such providers, and for the
making of such payments by such agency or organization to
such providers. 42 U.S.C. 51395h(a).

Section 1395h(b) further provides:

The Secretary shall not enter into an agreement
with any agency or organization under this section unless

26-904 o0-74 -2
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0 ., he finds . . . (1) that such agency or organization
Is willing and able to assist the providers to Ahich
payents are made through it under this part in the
application of safeguards against unnecessary utilization
of services furnished by them to individuals entitled to
hospital insurance benefits under section 426 of this title,
and the agreement provides for such assistance, and (2)
such agency or organization agrees to furnish to the
Secretary such of the information acquired by it in carrying
out its agreement under this section as the Secretary may
find necessary in performing his functions under this part.

Regulations issued relative to 42 U.S.C. 51395h provide that the

Secretary m enter into an agreement authorized by Section 1395h with

an agency or organization if the Secretary finds that:

Where the proposed agreement is to provide that
the nominated agency or organization is to assist providers
in the application of safeguards against unnecessary
utilization of services undekl Subpart A of this part, such
agency" or organization is willing and able o provide such
assistance . . . . 20 C.F.R. §I05.66O(b).'

_A.

Utilization Review Procedures For Benefits
Provided By Part B Of Medicare

Part B of medicare establishes "a voluntary insurance program to

.provide medical ins-urance benefits" for eligible individuals aged 65 or

i/It has been noted:

Most non-profit comnunity hospitals as well as some other
types of hospitals, (a total of 6876 out of 7906 hospitals)
nominated the Blue Cross Association as intermediary through
their menbership in the American Hospital Association. Additionally
somewhat more than half of the extended care facilities also
selected Blue Cross as their fiscal intermediary. 7he balance
of the extended care facilities selected various commercial
insurance companies as fiscal intermediaries. In addition, certain
facilities, primarily government hospitals have elected to deal
directly with the Government.

Staff of Senate Com. on Finance, 91st Cong., 2d Sess., Medicare and
Medicaid -- Problem.s, Issues, and Alternati;-es 113 (Com=. Print 1970)
(Hereinafter referred to as "Staff Report").



o3der; the program. is finaebed by premium payments from en.ollees together

with federal funds, 49 U.S.O. S1395j.

uruant to 12 U.S.C. Jl39uuj, tLe Secretary in authorized to contract

with carriers in order to hve such carriers disburse the benefits provided

by Part B. Section 1395u(&)(2)(B) provides that the carriers operating

mnder such a contract may be authorized by the Secretary to:

* Assist providers of services and other
persons who furnish services for which payment
may be made under this part in the development
of procedures relating to utilization practices,
make studies of the effectiveness of such procedures
and methods for theii improvement, assist in the

application of safeguards against unnecessary
utilization of services furnished by providers of
services and other persons to individuals entitled
to benefits under this part, and provide procedures
for and assist in arranging, where necessary, the
establishment of groups outside hospitals (meeting
the requirements of section 3395(k)(2) of this title)
to make reviews a utilizati n . . . . 42 U.S.C.
• 1395u(a) (2) W O

I/ "Carrier" is defined as:

. . . a voluntary association, corporation, partnership, or other
nongovernmental organization which is lawfully engaged in providing,
paying for, or reimbursing the cost of, health services under group
insurance policies or contracts, medical or hospital service agree-
ments, membership or subscription contracts, or similtr group a
arrangements, in consideration of premiums or other periodic charge's
payable to the carrier, including a health benefits plan duly
sponsored or underwritten by an employee organization . .
42 U.S.C. 61395u(f)(1).

8/ The authorization set forth in Section 1395u has been restated by
regulation, 20 C.F.R.' §SO5.677(d).

a 7 .&
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A mpglation prMilgated in furtheramc of the lagidlaive purpose behind

2 U*..O. 5JIM provides:

A carrier vich has entered into a contract with
the Secretary shafl:

(a) Institute utilization safeguards which
include methods for professionally assuring that
payments made under part B title XVIII are for
covered services which are medicalsy necessary.
If, after appropriate consultation, the carrier
concludes that a service or services for which
a claim has been made were not medically necessary
or that the claim as presented is improper in
reflecting the aount and character of services
rendered, the carrier is responsible for taking
appopriate action with respect to adjustment or
rejection of the claim.

(d) Establish methods and procedures for
identifying utilization patterns hitch deviate

Sfrom medically established norms, and bring such
patterns of utilization to the attention of
appropriate professional groups.

(t) Maintain such records and afford such
access thereto as the Secretary finds necessary to
assure the correctne3s and verification of the
information and reports under paragraph (c) of this
section and otherwise to carry out the purposes of

.. :the supplementary medical insurance benefits plan.
* 20 C.F.R. 640O5.678.

Utilization Review Procedures For Benefits

Provided By Medicaid

Medicaid authorizes a yearly appropriated sum to be made available

to states in order.to.enable the states to .furnish medical and-rehabilitative

% 6
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services to families vith dependent children and to aged, blind or disabled

individuals with insufficient inco*, t U.8.C. 51396. In order* to be

eligible for medicaid assistance, a state mnt designate or establish a

single state agency to aftinster the medicaid plan or to supervise the

adMistration of the plan, 42 V.S.C. $5396a(a)(5).
section 19MQ(&)(30) of the Social'Security Act, 42 U.S.C. 51396a(a)(30),

provides that an'eligible state plan mnst:

, . provide such methods and procedures relating
to the utilization of, and the pepwbt for, care
and services available under the plan as ma be
necessary to safeguard against unnecessary
utilization of such care and services and to assure
that payments (inbwuding payments for any drugs
provided wuder the plan) are not in excess of
reasonable charges consistent with efficient,
econoW, and quality of care.

2Me necessary utilization review procedures for state programs

receiving medicaid funds are described in 45 CF.R. 5250.20. The regulation

provides that the utilization review committee of a hospital established

underr Part A of medicare may be delegated to act as the review committee

for medicaid. If the review is qot delegated to this committee, the medical

assistance unit of the single state agency must perform and/or monitor

utilization reviews. The regulation provides:

Review of professional services through existing peer
revieww mechanism is encouraged to the fullest extent
possible. 5 C.I.A. o250.20(a)(l)(ii).

the regulation further provides that the medical assistance unit

of the single state agency is responsible for all utilization review plans

and activities, under the medicaid program.
C
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M.

Criticism Of Present Utilization
Review Procedures

Criticism of the present utilization review procedures varies with

the type of procedure concerned; for purposes of clarity, therefore, the

criticiess of each review procedure wl be discussed separately.

• A.

Criticism Of Utilization Review Procedures
Under Part A Of Medicare

When the issue of utilization review under Part A of medicare was

before the staff of the Senate Ocomittee on Finance in 1970, the staff noted:

, . , Based on a sample of hospitals taken in the middle
of 1968, the Social Security Administration found:

1. 10 percent of the hospitals not conducting a review
of extended stay cases.

2. 47 percent of hospitals were not reviewing any admissions
(a basic statutory requirement).

3. 42 percent of hospitals did not evea maintain an abstract
of the medical record or other smmary form which could
provide a basis for evaluating utilization by diagnosis
or other common factor.

In one State, the health agency conducted a detailed program
•Teview in November 1968. Their findings were that half of the
hospitals and all of the extended care facilities failed to
perform any sample reviews of cases whichwere not in the long-
stay category (a statutory requirement)./

-A number of reasons have been proffered for the ineffectiveness of Part A's

utilization review procedures. As stated by one Senatov:

Review solely within the hospital is generally inadequate.
Shs sort of review has largely been a failure in the past, as
hospital utilization review committees appear reluctant either

,/ Staff Report at 107.
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to antagonize fellow staff members (who often refer and consult
with each other) or to reduce the hospital's bed census.
Secondly, institutional utilization review cmuittees are
usually too small to make efficient use of computor profiles,
and other aids to the review process. Thirdly, and perhaps most
important, only one aspect of medical care is reviewed. Hospital
utilization review committees, which ma meat as infrequently as
once a month, do not provide a logical nor comprehensive focus
for the continuing review of total patient care -- physicians'
office services, skll8" nursing home care, drugs, physical
therapy, and so forth.•-I

fe deficiencies with the present method of institutional utilization

review have also been noted by the Senate Finance Committee:

The detailed information which the ccmittee has collected
and developed as well as internal reports of the Social Security
Administration indicate clearly that utilization review activities
have, generally speaking, been of a token nature and ineffective
as a curb to unnecessary use of institutional care and
services. Utilization review in medicare can be
characterized as more form than substance. The present
situation has been aptly described by a State medical
society in these words:

Where hospital beds are in shorter supply,
utilization review is fully effective. Where
4here is no pressure on the hospital beds,
utilization review is less intense and often token.-'

Review by fiscal intermediaries has also been found to be ineffective.

The Senate Finance Committee noted:

Available data indicate that in many cases intermediaries
have not been performing these functions satisfactorily
despite the fact that the Secretary may not, under the law,
make agreements with an intermediary who is: unwilling, or
unable, to assist poviders of services with utilization
review functions .- /

O/ 116 Cong. Rec. 32845 (1970) (Remarks of Senator Bennett).

1/ Sen. R. No. 92-1230 at 255-56.

Yl See footnote 6, supra, and accompanying text.

a/ Sen. B. No. 92-1230 at 256.
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* A muber of reasons have been suggested for the ineffectiveness of

intermediary utilization review:

For example, one intermediary reported that it w
somwhat hesitant to require the hospitals for which it
acts as intermediary to do a more effective job of
utilization review or to take other steps to control costs,
fearing that sow of the providers would choose another less
critical and more accommodating organization as intermediary.
Thus, the intermediary nominating provision, originally
intended to furnish assurance to hospitals that they would
be dealing with a familiar organization under the new program,
may lead to situations which subvert cost control aspects of
the program. While there have not been widespread changes in
intermediary assignments, the mere threat of change operates
in a negative way to dszpen positive administration.

Moreover, under this provision it is possible for
intermediaries to offer themselves to an institution with
the understanding, im.licit or explicit, that in return
for its nomination the intermediary will give preferential
treatment to the institution. We have learned of situations
in Florida, Connecticut and in Pennsylvania where the
intermediary also began underwriting the casualty and other
insurance needs of institutions. Thus, the relationship
can be profitable to both the intermediary (despite the
fact that it receives no more than costs for its =ncdicare
services) and the institution -- to the possible detriment/
of the program and probably to the beneficiaries as well.-'

B.
Criticism Of Utilization Review Procedures

Under Part B Of Medicare

The basic criticism of utilization review under Part B of medicare

arises out of the fact that the responsibility for such review is largely

ih the hands of non-medical personnel employed by various carriers.

The Senate Comnittee on Finance has stated:

1/ Staff Reprt at 114.
"J See footnote 7, sura, and accompanying text.
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Apart from the problems experienced In connection
with their determinations of 'reasonable' charges, the
performance of the carriers responsible for payment for
physicians' services under medicare has also varied
widely in terms of evaluating the medical necessity and
appropriateness of such services. Moreover, ever since
medicare began, physicians have expressed resentment
that their medical deterainatigns are challenged by
insurance company persornel.1/

Duwing hearings on medicare and medicaid, members of the medical

profession indicated displeasure at having non-medical personnel reviewing

the medical decisions of doctors. One officer of a medical society stated.

I think what we are saying is that if there are
professionals, both on the private and public level,
there would be po problem in the peer review mechanism.
The great fear that patients and physicians would have
is that there would be any system instituted whereby
nouphysician personnel would attempt to evaluate
professional activity. Clearly it would not be a very
proper situation.

Unfortunately and very regrettably in some sections
of the country where there are carriers, insurance carriers,
who have not put forth the kind of effort necessary to get
effec.'ive cooperation from the profession, there are
nonprofessionals attempting to evaluate medical problems.

Thus, vhile the criticism of utilization review procedures under

Pa.t A of medicare is based largely on the ineffectiveness of institutional

review, the criticism of the utilization review procedures under Part B is

based largely upon (1) the varying performance records of the different

carriers and (2) the fact that non-medical personnel are supervising and

often overruling the medical decisions of professional doctors.

i~/ Sen. R. No. 92-1230 at 256.

Hearings on Medicare and Medicaid Before a Subcomn. of the Senate
Coma. on Finance, 91st Cong., 2d Sees. 651 (1970) (Comment of
Dr. Andrew L. Thomas, Secretary, House of Delegates, National
Medical Association).

26-964 o - 74 - 3
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Criticism Of Utilization Review
Procedures Under Medicaid

Because the single state agency responsible for monitoring each state's

utilization review program under medicaid is allowed to designate the

utilization review committees ret up under Part A of medicare as its

utilization review mechanism, it necessarily follows that the criticisms

of the institutional review procedures of Part A of medicare apply with

equal force to institutional review procedures of mdicaid.

In addition, there is evidence that state agencies are not well suited

to review the medical opinions of doctors. A representative of the

New York Department of Health has stated:

I would say that generally health departments are
not particularly enthusiastic about this kind of activity.
They have not been trained historically 2§d by activity to
be tV i kind of monitors that ere needed.z-

IV.

The Utilization Review Procedures
Established pX The Challenged Legislation

Section 249F of Title II of the 1972 amendments to the Social Security

Act, codified at 42 U.S.C. §§1320c-1320c-19, added a new Part B to

Title XI of the Social Security Act. This new Part, entitled "Professional

!8 See page 9, sup-a.

Mf Hearings on medicare and Medicaid Before a Subcom. of the Senate
Conm. on Finance, 91st Cong., 2d Sess. 520 (1970) (Co:ent of
Dr. Lowell E. Bellin, First Deputy Conmissioner, Department of Hlealth,
New York, N.Y.).

2g/ Act of Oct. 30, 1972, Title II, §249F, 86 stat. 1429-450

do 14 a



Standards Review," is the legislation challenged in the instant suit.

The purpose behind the new legislation is to insure that payment

for services performed under mdicare and medicaid will be made:

(1) only when, and to the extent, medically necessary,
as determined in the exercise of reasonable limits of
professional discretion; and

(2) in the case of services provided by a hospital
or other health care facility on an inpatient basis,
only when and for such period as such services cannot,
consistent with professionally recognized health care
standards, effectively be provided on an outpatient basis
or more e'.onomically in an inpatient health care facility
of a different type, as determined in the exercise of
reasonable limits of professional discretion. 42 U.S.C.
51320c.

The challenged legislation establishes a number of new organizations

and creates certain new limitations of liability. For purposes of clarity,

therefore, this discussion of the legislation will be broken down into

various topics.

A.

Professional Standards Review Organizations

The legislation provides that the Secretary-shall, not later than

January 1, 1974, establish throughout the United States "appropriate areas"

with respect to which "Professional Standards Review Organizations"

(hereinafter referred to as "PSRO's") may be designated. At the earliest.

practicable date after the designation of an appropriate area, the Secretary

m=st enter into an agreement with a "qualified organization" whereby such

organization is designated as a PSRO for such area. 42 U.S.C. §132 0c-l(a).-

Il/ The organization is first conditionally designated the PSRO; if the
performance of the organization is satisfactory, the conditional status
ceases, 42 U.S.C. §1320c-l(a). The limitations of a conditional status
are set forth Li 42 U.3.C. A13tCc-3. The agreement between the organization
end tiate Sccrearl is fur a 12r.tatin period cnithio.er pty U.y
terminate I.t earlier under certain prescribed conditions. 42 U.S.C.
§1320c-l(d).
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A "qualifed organization" In defined by the legislation as a

nonprofit professional association composed of licensed doctors practicing

in the appropriate area, the membership of which includes a substantial

proportion of all such doctors in the area. The organization must be

organized "in a manner which makes available professional competence to

review health care services of the types and kinds with respect to which

(PaOR's] have review responsibilities," and have membership voluntary an&.-,

open to all doctors in the area without requiring 1 ership in or parent

of dues to any organized medical society; further, the organization cannot

prevent any of its members from serving on or working with a PSRO, 42 U.S.C.

513200-l(b)(1)(A). In addition, the Secretary must find that the organi-

zation is willing and able to perform the functions of a PSRU before it

can be designated as such. 42 U.S.C. Sl320c-l(b)(2).J' 1

P/ Until January 1, 1976, the Secretary must notify the practicing
physicians in the area of his intention to enter into an agreement
designating an organization as a PSRO. allowingg such notice, at
the request of ten percent or more of the practicing physicians in
the area, the Secretary is required to poll the practicing physicians
in the area to determine whether or not the organization substantially
represents them. If more than 50 percent of the practicing physicians
in the area responding to the poll indicate that the organization does
not substantially represent them, the organization cannot be designated
a PsRO. 12 U.S.c. §1320c-l(f).

j_/ There is another legislative definition of "qualified organization":

[S]uch other public, nonprofit private, or other
agency or organization, Ahich the Secretary determines,
in accordance with criteria prescribed by him in
regulations, to be of professional competence and
otherwise suitable . . . . 42 U.S.C. §1320c-l(b)(1)(B).

In regard to this type of organization, the Senate Committee on Finance
stated:

Physician oroanizations or groupings would
be completely free to underta~e or to decline



a 17-

Duties and Responsibilities of PSRO's

Each PSRO is requL'-4 to assume, at the earliest date practicable:

, . responsibility for the review of the professional
activities in such area of physicians and other health
care practitioners and institutional and noninstitutional
providers of health care services in the provision of
health care services and items for which payment may be
made (in whole or in part) under this chapter for the
purpose of determining whether ---

(A) such services and items are or were
medicall.y necessary;

(B) the quality of such services meets
professionally recognized standards of health
care; and

assumption of the responsibilities of organizing
a PSRO. If they decline, the Secretary would be
empowered to seek- alternative applicants from among
other medical organizations, State and local health
departments, medical schools, and failing all else,
carriers and intermediaries or other health insurers.
In no case, however, could any organization be
designated as a PSRO which did not hate professional
medical competence. And, in no case could any final
adverse determinations by a PSRO with respect to the
conduct or provision of care by a physician be made
by anyone except another qualified physician.

Sen. R. No. 92-1230 at 259-60. The Secretary cannot enter into an
agreement with a section 1320c-l(b)(1)(B) organization until
January 1, 1976, nor after such date unless there is no organization
described by section 1320c-l(b)(1)(AS in the appropriate area.
42 U.S.C. §1320c-l(o )(1. If the Secretary has an agreement with a
section 1320c-l(b)(1 B organization he cannot renew it if he determined
(1) that there is a section 1320c-l(b)(l)(A) organization in the area
ready and able to assume the functions of a PSRO and (2) thet the
selection of the section 132Oc-l(b)(1)(A) organization would result
in substantial improvement of the PSRO functions in the area.
42 U.S.C. §1320c.l(c)(2).
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(0) in case such services and items are proposed
to be provided in a hospital or other health care
facility on an inpatient basis, such services and
items could, consistent with the provision of
appropriate medical care, be effectively provided
on an outpatient basis or more economically in an
inpatient health care facility 547 differenttp. !?U.s.C. 5132oc.. (a)(1).-

2he challenged legislation places an obligation upon practitioners and

providers of health care services to assure that services provided under

medicare or medicaid ars medically necessary and of professional quality;

further, practitioners and providers are obligated to support such assurances

-with such evidence as may reasonably be required by a PSRO. 42 U.S.C.

1320S-9(a)(1). The legislation also requires practitioners and providers

not to take awy action which would authorize any individual to be admitted

as an inpatient unless inpatient treatment was medically necessary.

42 U.S.C. §1320c-9(a)(2).

If a PSRO, acting pursuant to 42 U.S.C. §1Oc-6, reports to the

Secretary that a particular practitioner or provider of services has

(1) failed, in a substantial number of cases, to comply with any of the

above-cited obligations or (2) grossly and flagrantly violated any such

obligation in one or more instances and recommends sanctions against such

practitioner or provider, and the Secretary agrees with the report and

recommendation of the PSRO, practitioner or provider may be excluded from

g/ Pending the assumption by a PSRO of full review responsibility, the
utilization review procedures discussed previously remain in effect.
42 U.S.C. §1320c-2. Once a PSRO begins to assume its review
responsibilities, "hover, the Secretary can waive any or all of
the present review procedures. 42 U.S.C. §1320c-1(e).
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participation in the medicare and medicaid programs. 42 U.S.C.

61320c-9(b)(1). The legislation provides for notice and hearing of such

determinations. 42 U.S.C. S1320c-9(b)(4).

Each PSRO will have the authority to determine, in advance, whether

(1) any elective admission to a hospital or other health care facility, or

(2) any other health care service which will consist of e.jnded or costly

courses of treatment, is medically necessary or could be provided for in a

more economical manner. 42 U.8.C. §1320c-.4(a)(2). If a PSRO determines

that services provided or about to be provided are not medically necessary

or could be performed in a more economical manner, no federal funds may

be used as payment for such services. 42 U.S.C. §1320c-7. However, a

PSRO cannot have any person other than a licensed physician make a final

determination as to the professional conduct of any other physician.

42U.s.c. S 13-o 4(W
Each PSRO is required to determine and publish the types and kinds

of cases with respect to which it will exercise the authority conferred

upon it under section 1320c-4(a)(2). 42 U.S.C. S1320c-4(a)(3). Also,

each PSRO is responsible for maintaining a regular review of profiles of

care and services provided to patients, utilizing to the greatest extent

2/An alternative sanction is to require the errant practitioner or
provider to pay to the United States an amount not in excess of the
actual or estimated cost of the medically improper or unnecessary
services so provided or (if less) $5,000. 42 U.S.C. §1320c-9(b)(3).

Lf The legislation provides for a hearing and review by the Secretary
of all PSRO determinations denying payment for services where the
amount in controversy is $100 or more. If the amount in controversy
is $1,000 or more, the aggrieved party is entitled to judicial review
of an adverse determination by the Secretary. 42 U.S.C. §1320c-8.



- 20 -

possible, "methods of coding which will provide maxinim confidentiality

u to patient identity and assure objective evaluation consistent with

the purposes of this part." Profiles are also to be maintained on each

health care practitioner and provider of services to determine whether

the services ordered or rendered are consistent with the criteria net

forth in section l32Oc-4(a)(l). 42 U.S.C. §132Oc-4(a)(4). R/

Each PSRO has the power to (1) make arrangements to utilize the

services of practitioners or specialists; (2) undertake professional

inquiry of services it has a responsibility to review; (3) examine records

of any doctor pertinent to the providing of services under medicare or

medicaid; and (4) inspect the facilities in which care is rendered or

services performed under medicare or medicaid. 42 U.S.C. §l32Oc-4(b).-

However, the utilization review of a PSRO is limited to health care services

provided by or in institutions, unless the PSRO requests to be charged %with

the duty and function of reviewing other health care services and the

Secretary approves of such request. 42 U.S.C. i32Oc-14(g).

The challenged legislation also provides thht a PSRO must give notice

to any practitioner or provider of any determination (1) denying any request

L_/A PSRO may utilize the services of a hospital or health care facility
review conittee (see pages 3-5, supra) if the PSRO is satisfied as to
the effectiveness of such review committee. 42 U.S.C. §1320c-4(e).

L8/Physicians assigned the review of hospital care must have active staff
rivileges in at least one hospital within the designated area.
2 U.S.C. §132Cc-4(a)(5). However, a physician cannot review services
ovided by an institution in which he has a financial interest.
u.s.c. §1320c-4(a)(6).
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for approval of health care service or (2) that such practitioner or

provider has violated any ob:.igation imposed upon him by the legislation.

42 U.S.C. 61320c-lo.

Le

Norms Of Health Care Services

Each PSRO is required to apply professionally developed norms of

care, diagnosis, and treatment based upon typical practice in its area

as principal points of evaluation and review. 42 U.S.C. $l32Oc-5(a).

Such norms are to include (1) the types and extent of health care services

'considered within the range of appropriate diagnosis and treatment for a

particular illness or condition and (2) the most economical type of health

care facility considered medically appropriate for a particular illness or

condition. 42 U.S.C. 6132Oc-5(b).

Consistent with the development of norms, each PSRO is required to

specify the appropriate time after the admission of a patient for inpatient

treatment vhen the attending physician mst certify that further inpatient

treatment is necessary. Such certification mast be accompanied by information

sufficient to enable a reviewing PSRO to evaluate such medical necessity.

42u.c.c. 613o0os(d).

D.

Statewide Professional Standards Review Council

The challenged legislation provides that in any State in which

there are located three or more PSRO's, the Secretary shall establish a

Statewide Professional Standards Review Coudcil (hereinafter referred to
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as "Council"). 42 U.S.C. §1320c-11(a). The membership of a Council shall

be appointed by the Secretary and shall consist of (1) one representative

from each PSRO in the State, (2) four physicians, two of whom may be

designated by the State medical society and two of uhom may be designated

by the State hospital association, and (3) four persons knowledgeable in

health care who are selected as representatives of the public in such State

(at least two of- whom shall be recommended by the Governor of the State).
42u.s.c. 630-~)

It is the duty of each Council to (1) coordinate the activities of,

and disseminate information among, the PSRO's within the State; (2) assist

the Secretary in evaluating the performance of each PSRO; and (3) assist the

Secretary in developing and arranging a qualified replacement PSRO if the

Secretary deems such replacement necessary. 42 U.S.C. §1320c-ll(c).

National Professional Standards Review Council

The challenged legislation establishes a National Professional

Standards Review Council (hereinafter referred to as "National Council").

The National Council consists of U physicians of recognized standing and

distinction, not otherAse employed by the federal government, appointed

by the Secretary. 42 UoS.C. §§1320c-12(a) and 1320c-12(b).

The National Council's duties are (1) to advise the Secretary in the

administration of the challenged legislation, (2) to provide information

and data to PSRO's and Councils which will assist such organizations in the

performance of their duties, (3) to review the operations of PSRO's and

Councils, and (4) to make or arrange for the making of studies and
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investigations with a view to developing and recommending to the Secretary

and Congress measures to help accomplish more effectively the purposes of

the challenged legislation. 42 U.S.C. §1320c-12(e).

Limitations of Liability

The challenged legislation provides that no person furnishing

information to any PSRO shall be criminally or civilly liable by reason

of the furnishing of such information unless (i) such information is

unrelated to the performance of the duties and functions of such PSRO,

.or (2) such information is false and the person providing such information

knew, or had reason to believe, that such information was false. 42 U.S.C.

sl32oc-16(a).

The legislation further provides that no person, employed by or

serving upon a PSRO, shall be criminally or civilly liable for any act

performed by him in the performance of such duties provided he has exercised

due care. This limitation does not lie, however, if such act was motivated

by malice toward any person affected by such action. 42 U.S.C. §1320c-16(b).

Finally, the legislation establishes the following limitation of

liability:

No doctor of medicine or osteopathy and no provider
(including directors, trustees, employees, or officials
thereof) of health care services shall be civilly liable
to any person under any law of the United States or of
any Sttte (or political subdivision thereof) on account
of any action taken by him in compliance with or reliance
upon professionally developed norms of care and treatment
applied by a Professional Standards Review Organization
0 . . operating in the area where such doctor of medicine
or osteopathy or provider took such action but only if --



(1) he takes such action (in the case
of a health care practitioner) in the exercise
of his profession as a doctor of medicine or
osteopathy (or in the case of a provider of
health care services) in the exercise of his
functions as a provider of health care services,
and

(2) he exercised due care in all professional
conduct taken or directed by him and reasonably
related to, and resulting from, the actions taken
in compliance with or reliance upon such profes-
sionally accepted norms of care and treatment.
42 U.S.C. 51320c-16(o).

Xe

The Instant Litigation

On June 26, 1973, the instant lawsuit was filed. Plaintiffs are

the Association of American Physicians and Surgeons (hereinafter referred

to as "Association"), a not-for-profit corporation whose membership is

composed of medical practitioners; and three medical practitioners who are

not members of the Association. The defendant is the Secretary of Health,

Education and Welfare.

Plaintiffs seek (1) a declaratory Judgment that the challenged

legislation "is unconstitutional .on its face" and (2) a permanent injunction

restraining the defendant from implementing or enforcing the legislation.

Plaintiffs have alleged that enforcement of the challenged legislation

will violate plaintiffs' constitutional rights in, 14 different ways.

Stripped of their considerable surplusage, these 14 allegations may fairly

be grouped in the following contentions:

1. Enforcement of the challenged legislation will
deprive plaintiffs of their right to practice their
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profession in violation of the fth amendment to
the United States Constitution.

go Enforcement of the challenged legislation will
interfere with the relationship between plaintiffs
and their patients in violation of the fifth amendment.-

3. Enforcement of the challenged legislation will invade
the privacy of plaintiffs and their patients in v j3ation
of the first, fourth, fifth and ninth amendments.Da

k. The challenged legislation istOgue and uncertain in
violation of the fifth amendmente-/

5. The chVa.enged legislation imposes limitations of
liability which Congress has no power to iMpose and the
imposition of duties upon plaintiffs witho•valid limitations
of liability violates the fifth amendment.-

6. The legislation creates presumptions inconsistent
with the presumption of competence, good moral character,
and regularity of conduct and motive created biqlaintiffs'
licensure in violation of the fifth amendment..-

•7. The legislation empowers biased private organizations to
exercise quasi-judicial athority over plaintiffs in violation
of the fifth emendment.W./

Each of these contentions will be discussed separately. In addition,

f Complaint, part IV, ¶1

i02 Complaint, part IV, "2, 3, 5, 7, and 9

,U/ Complaint, part IV, M and 10

_/ Complaint, part IV, 18

•/Complaint, part IV, '112, 13 and 14

/ Complaint, part IV, ¶6

c/ complaint, part 1v, il1

I
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the Issues of plaintiffs' standing to maintain the instant suit, this

court's jurisdiction over the subject matter, and the reasonableness of

the challenged legislation will be discussed.
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THE CHALLENGED LEGISLATIONI DOES NOT
DEPRIVE PLAINTIFFS OF THEIR RIGHT

TO PRACTICE T¶EIR PROFM SIOMT

Plýintiffs allege:
A PSRO will have the authority under the law

to disapprove payments for services to Plaintiff
Physicians, without prior notice or opportunity
for hearing. A PSRO will also have the powerQto
recommend the imposition of sanctions agaih-st
Plaintiffs upon a finding of 'unwillingness or
lack of ability substantially to comply' with the
law. Upon such a recommendation, the Defendant
could, in addition to any other sanction provided by
law, temporarily or permanently exclude Plaintiffs
from eligibility to provide services on a reimbursable
basis under the Social Security Act, or require as a
condition of continued eligibility that Plaintiffs pay
the actual or estimated cost of the services found to
-be medically improper or unnecessary, up to the amount
of $5,000 .... . /

Although the complaint in the instant case suffers from an acute lack

of specificity, it would appear that this allegation is basis for plaintiffs'

contention that enforcement of the challenged legislation would interfere

with their right to practice their profession in violation of the fifth

amendment to the United States Constitution.

The first part of the allegation asserts that PSRO's may disapprove

of payments for services "without prior notice or opportunity for hearing."

The utter lack of merit of this assertion can be shown by merely reading

-the legislation. Title 42, United States Code, Section 1320c-lO provides:

C _/ Complaint, part III, ¶il.
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Whenever ay Professional Standards Review
Organization takes amy action or makes any
determination --

(a) which denies any request, by a
health care practitioner or other provider
of health care services, for approval of a
health care service or item proposed to be
ordered or provided by such practitioner or
provider; or

(b) that any such practitioner or provider
has'violated any obligation imposed on such
practitioner or provider under section 1320c-9
of this title,

msh organization shall, immediately after taking
such action or making such determination, give
notice to such practitioner or provider of such
determination and the basis therefor, and shall
provide him with appropriate opportunity for
discussion and review of the matter,

Title 42, United States Code, Section 1320c-8 provides that "a provider

or practitioner who is dissatisfied with a determination made by a [PSRO]"

may demand a hearing before the Secretary if the amount in controversy

exceeds *100. If the amount in controversy exceeds $1,000, the practitioner

or provider is entitled to judicial review of an adverse decision by the

Secretary.

* The second part of the allegation asserts that the challenged

legislation would interfere with plaintiffs' right to practice their

.profession; however, the allegation clearly sho.s that the most severe

sanction that c9uld be Imposed upon practitioners or providers by a PSRO

(with the approval of thd Secretary) is disqualification from the Medicare

and medicaid programs. Thus, plaintiffs mtst contend that their right to

/Se._ee pages 18 - 19, s .
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receive reimbursement under these social proexams is tantaount to their

right to practice their profession. Such a contention cannot stand.

Under the challenged legislation, plaintiffs would be able tr) take

any action they wish to take regarding their profession. They ray treat any

patient they wish to treat; they may use any method of treatment they which

to use. The Senate Committee on Finance has stated:

PBRO disapproval of the medical necessity for continued
- hospital care beyond the norm for that diagnosis will not

mean that the physician must discharge-his patient. The
physician's authority to decide the date of discharge as
well as whether his patient should be admitted in the first
place cannot be and are not taken from him by the PSRO.
The review responsibility of the P810 is to determine whether
the care should be paid for by medicare and medicaid. By
makin this determination in advance, the patient, the
institution, and the physician will all be forewarned of the
desirability of making alternative plans jRy providing care
or financing the care being contemplated.-

Plaintiffs also allege:

In certain categories of cases, Plaintiff
Physicians will be required to obtain approval
from a PSRO before they may hospitalize a patient,
or enter upon a particular course of treatment,
and the PSRO is empowered to deny approval if it
deems the hospitalization or treatment medically
unnecessary within the meaning of the law, or if
it concludes that the particular physician seeking

:approval would not render servic ,in conformity
with the norms of the law...

This allegation simply is not true. The challenged legislation in no way

interferes with plaintiffs' right to treat beneficiaries of medicare or

medicaid except insofar as reimbursement under these programs is sought.
As one Senator noted:

18/ Sen. R. No. 92-1230 at 263-64.

3/ Complaint, part Iii, ¶10.



30-

The physician's privilege of admitting patients
to a hospital is absolutely not affected by this
amendment. His admission privileges will continue to
be governed solely by the limitation presently imposed
upon him by the organized medical staff of his hospital.
The amendrnt simply provides that a proposed hospital
admission, if disapproved by the (PSRO] in advance will
not be payable under Medicare or Medicaid. Thus, the
doctor can still admit his patient -- but he, the patient
and the hospital would have to look beyond lMedicaid for
payment. This is similar to the present practice of Blue
Cross - Blue Shield and private health insurance with
one important improvement. Instead of care being provided
and then having payment denied, with the Bennett Anendment,
everyone will tnow where they stand in advance rather than
after the fact .!-/

Plaintiffs are perfectly willing to accept their fees under the medicare

and medicaid program; they are apparently unwilling, however, to accept any

regulation over the payment of such fees. In Wickard v. Filburn, 311 U.S.

111, 131 (1942), the Court stated:

It is hardly lack of due process for the Government
to regulate that which it subsidies.

In the instant case, it is hardly lack of due process for the Government

to insure that the sums it pays out under the medicare and medicaid programs

are used only for services which are medically necessary and delivered in

the most economical manner possible.

THE CM LMED LEGISLATION DOES HOT
INTERFERE WITH VE REIATIONSPIP BEEIM

PIAIZTTIFFS MID THEIR PATEITS IN
VIOLATION OF THE FF11H A.ID.ENT

Plaintiffs allege:

Plaintiffs' ability to render, and their patients'
ability to receive health care in accordance with the

.!±2116 Cong. Rec. 32845 (1970) (Statement of Senator Bennett)."
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highest standards of medical practice will be seriously
impaired if Plaintiffs are required to conform their
medical Judgments to a system of pre-set norms or
diagnosis, treatment and care. Proper medical practice
demands that, in diagnosing and treating a patient, a
physician take into consideration a host of often-changing
factors that aro unique to each patient, and inherently
incapable of reduction to 'norms'. Superimposition of
a system of norms of diagnosis and treatment upon the
Judgments of medical practitioners will have a chilling
effect on the case-by-case practice of medicine and
innovative progress in medical practice, to the ultimate
detriment of Plaintiffs and their patients.

this allegation appears to be the basis for plaintiffs' assertion

that the challenged legislation unconstitutionally interferes with the

relationship between plaintiffs and their patients. It is obvious,

however, there are at least two things seriously wrong with this allegation.

First of all, the norms which plaintiffs assert will have a "chilling

effect" on the doctor-patient relationship have yet to be established. Thus,

because it is impossible to determine what effect a particular norm might

have prior to its creation, it would appear plaintiffs have not presented

the court with an actual case or controversy. As the Court stated in

United Public Workers v. Kitchell, 330 U.S. 75, 89-90 (197):

The power of courts, and ultimately of thfs
Court, to pass upon the constitutionality of acts
of Congress arises only when the interests of
litigants require the use of this Judicial authority

" for their protection against actual interference. A
hypothetical threat is not enough.

It is clear that the threat posed by the proposed norms will remain

hypothetical until such time as the norms are actually established and



enforced.

Secondly, there is absolutely no authority for plaintiffs' assertion

that the relationship between a doctor and his patient is within the

definition of "life, liberty, or property" as protected by the Due Process

Clause of the fifth amendment. It is already well settled that a bene-

ficiary's right to receive Social Security benefits is not within that

definition. Richardson v. 'echer, 404 U.S. 78, 80 (1971). It would

appear obvious, therefore, that a relationship created to pass those

benefits from the beneficiaries of the Social Security Act to the plaintiffs

is not entitled to any greater protection or stature.

THE CHALIMED LEGISLATION DOES NOT I3VADE
THE PRIVACY OF PLAIIITIFFS AND THEIR PATIENT

IN VIOLAO•lTO OF THE FIRST, FOT, FIFTH, AND
INTH AMI•ENTS

Plaintiffs allege:

If Plaintiffs are required to supply information
concerning their patients to PSRO's for use in creating
physician and patient profiles, and maintain and disclose
information necessary to convince a PSR.) that they are

ý/ If the norms are established in conformity with Congress' intent, as
they must be, it appears that the "chilling effect," which plaintiffs.
indicate the norms will engender will never occur. The Senate Committee
on Finance has noted:

Neither should the use of norms as check-points,
nor any other activity of the PSRO, be used to stifle
innovative medical practice or procedures. The intent
is not conformism in medical practice -- the objective
is reasonableness.

Sen. R. No. 92-1230 at 263.
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complying with the law, Plaintiffs wll no longer be able
to afford their patients the privacy and confidentiality
in their relationship that is necessary to foster the
full and cpn4id coziunication essential to diagnosis and
treatment•_.•

This allegation is obviously the basis for plaintiffsI assertion that

the challenged legislation violates the privacy of plaintiffs and their

patients in violation of first, fourth, fifth, and ninth amendments.

In Felber v. Foote, 321 F. Supp. 83 (D. Conn. 1970) (three Judge

district court), a physician Ihallenged the constitutionaltyo-*------

Connecticut statute requiring him to report the names of "drug-dependent"

patients to the Connecticut State Commissioner of Health. The physician

argued that the statute invaded his right of privacy and required him to

violate "unspecified professional standards of conduct or ethics."

In finding the statute constitutional, the court stated:

Plaintiff further makes the unwarranted assumption
that the special nature of the doctor-patient relationship
affords him a constitutionally protected right to privacy
in his conduct of the relationship. There is no 'general
constitutional right to privacy.' . . . Id. at 88.

After discussing the cases cited by the physician in support of his

argument, the court held:

In short, the right to privacy asserted by the
plaintiff is not supported by the Constitution or any
federal law. Id. at 89.

The Connecticut statute provided that the physician's report was

inadmissible in criminal prosecutions. The protection awarded the

information required by the challenged legislation is much greater.

W./ Complaint, part III, 113.



Title 42, United States Code, Section 132Oc-15, provides:

(a) Ary data or information acquired by any
Professional Standards Review Organization, in
the exercise of its duties and functions, shall be
held in confidence and shall not be disclosed to
anmy person except (i) to the extent that may be
necessary to carry out the purposes of this part
or (2) in such cases and under such circumstance& as
the Secretary shall by regulations provide to assure
adequate protection of the rights and interests of
patients, health care practitioners, or providers of
health care.

(b) It hall be unlawful for any peY3ion to disclose
any such information other than for such purposes, and
any person violating the provisions of this section shall,
upon conviction, be fined not rore than $1,000 and
imprisoned for not more than six months, or both, together
vith the costs of prosecution.

It is submitted that the decision in Felber v. Foote, suora, is

dispositive of plaintiffs' assertion that the challenged legislation

invades their right to privacy.

IV.

THE CHALIMIGED LEGISIATIOH IS NOT VAGUE AID
U11CERTAIH IN VIOLATIOT OF THE FIFTJ{ A>IID. MIT

Plaintiffs allege that the duties and obligations imposed upon them

by 42 U.S.C. §1320c-9 are stated in such vague and uncertain ter= "that

Plaintiffs must necessarily guess at their meaning" contrary to the

fifth amendment.

In United States v. Petrillo, 332 U.S. 1, 7-8 (1947), the Court stated:

. the Constitution does not require impossible
standards. The language here challenged conveys
sufficiently definite warning as to the proscribed
conduct w:hen measured by coon understanding end
practices. The Constitution requires no more.

~/Complaint, 'part IV, 7I84
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Physician Plaintiffs# all highly qualified members of the medical

profession, claim that they must guess at the meaning of the phrases

"medically necessary," "quality which meets professionally recognized

standards of health care," "professionally recognized health care standards,"

and so forth.

In determining whether the language of a statute is unconstitutionally

vague, the test to be applied is whether men of commn intelligence must

necessarily guess at its meaning. Hosack v. Smiley, 276 F. Supp. 876,

878.(D. Colo. 1967), aff'd., 390 U.S. 744 (1968). Since the challenged

legislation imposes its duties only upon practitioners and providers of

service, the test must be rephrased to include only members of the medical

profession of common intelligence. Accordingly, in order to hold the

challenged legislation unconstitutionally vague, this Court must hold that

mc:bera of the =cdical profession of coc-cn intc'll~gence =.wt guess at the

meaning of the phrases "medically necessary," "professionally recognized

health care standards," "proper care" and so forth. Not only would such

a holding have a frightening effect on the recipients of medical care, but

it also would be totally unjustified by common experience. Congress has

done the best it can with the language of the challenged legislation; to

require, as plaintiffs seem to argue, that Congress must specify in its

legislation vhen a kidney must be removed or how long a gall bladder case

should be hospitalized would be to impose a higher standard of legislative

specificity than that demanded by the Constitution.

Complaint, part II, Ms2, 3, and 4.

S
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¶ V.

TH CHAL ED LEISLATION DOES NOT VIOLATE THE
FIFTH AMEIIM4ENT BY I.200SINO LIIITATIONS OF

LIABILITY WHICH.CONMRESS HAS 110 POWER TO.
IMPOSE AID IPOSIM01 DUTIES UPOX

PLAINTIFFS WITHOUT VALID LIM4ITATIONS OF LIABILITY

Plaintiffs allege (1) that Congress has no power to grant legal

Iammity against common law tort liability, and (2) if the imunity

provisions of. the challenged legislation are enforceable, the challenged

legislation imposes duties and obligations on plaintiffs which may uncon-

stitutionally expose them to civil liability.

It is readily apparent that this case is not in a proper posture to

adjudicate the constitutionality of the limitations of liability. As

plaintiffs impliedly admit, the only persons having the right to challenge

the constitutionality of the statutory limitations of liability are the

beneficiaries of medicare and medicaid. Accordingly, plaintiffs have

Complaint, part IV, %112 and 13.

W6 See pages 23-24, suwra. Apparently, plaintiffs are only challenging
the limitations of liability set forth in 42 U.S.C. §1320c-1 6 (c).

17 Complaint, part IV, ¶14.

Qj Plaintiffs allege:

The legal immunity against common law
tort liability granted to medical practitioners,
providers and others by Section 1167 of said
law (42 U.S.C. §1320c-1 6] violates rights of
federal health care recipients guaranteed by the
Fifth and Seventh Arendments to the United States
Constitution . ...

Complaint, part IV, ¶13.
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not presented this issue in the form of an actual cue or controversy.
kin

9Olden v. Zifiekler', 394 U.S. 103 (1969).-•

It is also readily apparent that Congress does have the power to

impoCe such limitations of liability. In Silver v. Silver, 280 U.S. 117,

122 (1929), the Court stated:

. . . the Constitution does not forbid the creation
of new rights, or the abolition of old ones recognized
by the comon law, to attain a permssiuble1 ---a
object.

There are numerous cases upholding Congressional limitations of liability.

Bees L.A., Carr v. United States, 4n*F.2d 1007 (Ith Cir. 1970) (abolition

of comon law right of action. against fellow employee held constitutional);

Stu v. United Air Lines, 382 F.2d 780 (7th Cir. 1967) (abolition of right

to jury trial for wrongful discharge from employment held constitutional).

Despite the fact that the limitations of liability established by

the challenged legislation are obviously constitutional, this court is

nevertheless requested by the movant to defer a ruling on this issue until

an actual case or controversy exists regarding the constitutionality of

such limitations.

In nlast v. Cohen, 392 U.S. 83, 99-100 (1968), the Court stated:

. . . when standing is placed in issue-in a
case, the question is whether the person whose
standing is challenged is a proper party to
request an adjudication of a particular issue
and not whether the issue itself is justiciable.
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VI.

THE CHALLEMED LEGISLATION DOES NOT VIOLATE
THE FIFTH AMMMIDUiT BY CREATING PRESUM4PTIOMS

INCON3ISTE•N WITH THE PRESS.MTIONS OF
C4PETENCE, GOOD M4ORAL CARCTER,

AND REGULARITY OF CONDUCT MD 1"OTIVE CREATED
BY PLAINTIFFS' LICE-SURE

Plaintiffs allege:

Under Section 1160 of the law (42 U.S.C. §132Oc-9],
Plaintiffs will have the burden of demonstrating by
evidence in such form and fashion and at such times as
a PBRO my require that they are complying with the
norms of practice and cost control measures established
by the law, and that they are assuring, to the extent
of their influence and control, compliance with the
law by their patients and the institutions in which they
practice .2/

This allegation is apparently the basis for plaintiffs' assertion

that the challenged legislation violates the fifth amendment by creating

presumptions inconsistent with the presumptions of competence, good moral

character, and regularity of conduct and motive created by plaintiffs'

licensure. This assertion is frivolous.

Stripped of its verbiage, plaintiffs' contention is that the federal

government is constitutionally prohibited from requiring evidence of

performance of services from those persons to whom the government pays money

for such services. As Chief Justice WThite once noted: "To state the

proposition is to refute it."

In Perkins v. "Lukens Steel Co., 310 U.S. 113, (1940), governmental

contractors challenged the enforcement of a federal statute requiring the

50/ Complaint, part III, ¶712.

•/_The Employers' Liability Cases, 207 U.S. 463, 502 (1908).
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contractors to pay wages at least as high as the prevailing minimum wages

in the locality. In refusing to enjoin enforcement of the act, the Court

stated:

Like private individuals and businesses, the
Government enjoys the unrestricted power to produce
its own supplies, to determine those with whom it will
deal, and to fix the terms and conditions upon which
it will make needed purchases. Acting through its
agents as it =ust of necessity, the Government may for
the purpose of keeping its own house in order lay down
guide posts by which its agents are to proceed in the
procure-ent of supplies, and which create duties to the
Government alone. Id. at 127.

Since it is firmly established that the Government my fix the terms and

conditions upon which it may purchase supplies, it necessarily follows

that Congress has the power to fix the terms and conditions upon which it

may procure the services of professional personnel. Congress has created

such terms and conditions in the challenged legislation; they should remain

undisturbed by the judiciary.

VII.

THE CI{•A!ILEUED LEGISLATION. DOES NOT VIOLATE THE
- FIFTd A15221•• iUT BY EI.MOW,"MIG QUASI-JUDICIAL AUrIOPUITY

OVER PIIITIys TO BIASED PRIVATE 0.?A1ITATIOf S

Plaintiffs allege:

Said law, and in particular Section 1152 of said
law (42 U.S.C. §1320c-1], empowers private organizations
that are inherently biased against Plaintiffs by their
contractual relationship with Defendant and their
economic self-interest, to exerci,/quasi-judicial
authority over Plaintiffs . ..

•/Complaint, part IV, IJU.



Plaintiffs apparently are asserting that they are being deprived

of "life, liberty, or property" by a partial tribunal in violation of

the fifth amendment. This assertion is incorrect for several teauons.

First of all, the PSRO'i are incapable of depriving plaintiffs of

their "property" as protected by the fifth amendment. As noted previously,

the right to receive reimbua-sement under the medicare and medicaid program

is not protected by the fifth amendment.

Secondly, no inference of partiality can be drawn solely from the

fact that PSRO's are private organizations. Courts have lcng recognized

that federal &Zencies can contract with private organizations in order to

have such organizations perform governmental functions. Se, e.g.,

State of Texas v. National Bank of Comerce of San Antonio, 290 F.2d 229

(5th Cir.), cer. denied 368 U.S. 832 (1961). The only issue which may

be raised by plaintiffs is whether the administrative scheme allows for a

hearing on the private organization's determinations. Coral Gables

Convalescent Home. Inc. v. Richardson, 340 F. Supp. 66 (S.D. Fla. 1972).

It is obvious the challe-ed legislation meets the requirements of

procedural due process.

Plaintiffs have presented no basis, other than a bald allegation,

for their assertion that PSRO'a will be biased against them. The

assertion is remarkable In that one major factor behind the enactment of the

challenged legislation was to eliminate the bias of profit-motivated fiscal

3/ See pages 28-32, gunr_.

See pages 27-28, supr.



Intermediaries which the non-profit PSRO's are eventually to replace.

VIII.

THIS COURT LACKS JURISDICTION OVER
THE SUBJECT MOMR OF THE IISTAI•T SUIT

Plaintiffs allege this court has jurisdiction over the subject matter

of the instant suit pursuant to 28 U.S.C. §1331. That section provides:

(a) ýIhe district courts shall have original
jurisdiction of all civil actions wherein the
matter in controversy exceeds the sum or value of
$10,000, exclusive of interests and costs, and
arises under the Constitution, laws, or treaties of
the United States.

Although plaintiffs have alleged that the matter in controversy exceeds

$10,000, exclusive of interest and costs, they have failed to make any

factual assertions of financial detriment.

In suits brought for injunctive relief, the amount in controversy is the

value of the right to be protected or the extent of the injury to be prevented.

Goldspith v. Sutherland, 426 F.2d 1395, 1398 (4th Cir.), cert. denied,

400 U.S. 960 (1970). Since plaintiffs have failed to show injury to any

legally enforceable right, it is urged that the amount in controversy is

not in excess of $10,000. Accordingly, this court lacks jurisdiction over

the subject matter.

IX..

S- THE CIALIGED LEGISLATION IS A VALID
EXERCISE OF COIGRFSSIONAL P(rt,•ER

A rather lengthy statement of facts has been set forth herein in

order to show the court the congressional purposes behind the challenged

6 page 12, su 1.

q6/ C0imlainto part 1, 451.



legislation. A sumra of the statement. is as follows.

the costs of medicare and medicaid were found by congressional

committees to be increasing at a frightening pace. The increase In the

costs of these social programs'was found to be attributable in a large

part to the overutilization of medical services. Prior legislative attempts

to prevent overutilization were found by Congress to be ineffective for a

number of reasons set forth herein. In the challenged legislation, Congress

sought to remedy the defects of the prior systems. Where single institution

review committees were found to be ineffective, Congress formed review

organizations covering many institutions. Where profit-motivated fiscal

intermediaries suffered from a conflict of interest by having utilization

review duties placed upon them, Congress formed non-profit review organi-

zations which would suffer no such conflict. Where doctors complained of

having their medical decisions reviewed by non-medical personnel, Congress

insured that all medical decisions would be reviewed only by professional

medical personnel.

The challenged legislation was the product of considerable give and

take within Congress' chambers. Many persons and organizations, including

the plaintiff organization, testified or otherwise made their views known

to Congress.

Defendant does not at this time urge upon this Court that the challenged

legislation is a wise law or an efficient law; the sole issue before this

Court is whether the challenged legislation is a valid law. It is

respectf'ully submitted that it is.

I/ Hearings on H.R. 1 Before the Senate Co..n. on Finance, 92d Cong., 1st and
2d Sess. 33?0-9' (19.•.-72) (Stater.ent of Lvr. Rt.n.el Solari, Vice-Chairr.an
of the California Ch.ater Ol the Associaeton of kerican Physicians and
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C• O= ION

It is respectfully urged that defendant's motion for swary

Judgment be granted for the reasons stated herein.

Respectfully submitted,

JAKES R. THOTON
United States Attorney
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