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INTRODUCTION

A major public policy response to the perceived
problem of technology-induced cost inflation has
been to attempt restraint of technology diffusion
to hospitals (36). The prime policy instruments
have been State certificate-of-need (CON) pro-
grams. CON programs vary considerably by
State, but all essentially review and either approve
or reject hospital equipment purchases involving
technologies whose capital costs exceed some
specified threshold or whose introduction to the
hospital represents a significant change in serv-
ice (36). NMR imaging devices, with anticipated
sales prices of $800,000 to $2 million (see table
15 in ch. 5), are likely to come under the scrutiny
of CON review in virtually every State. The po-
tential impact of these programs and their pol-

CERTIFICATE-OF= NEED POLICIES

Although CON programs were not originally
intended to constrain the diffusion of medical
technology (36), they have been used for that pur-
pose. ’ To the extent that individual devices had
price tags exceeding the established dollar thresh-
old for CON review, new medical technologies
became subject to CON regulation. As questions
arose regarding the safety, efficacy, and costs
associated with new technologies, a few CON
programs set out to develop technology-specific
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the adoption of NMR imagers is, there-
great interest.

This chapter is organized into four sections. The
first section offers an overview of CON policies
and strategies regarding the review of technology
acquisition by hospitals and other providers. The
second section describes the relationship of CON
review to the FDA premarket approval process.
Several important policy lessons drawn from the
CON experience with CT scanning in the 1970s
are discussed in the third section. The final sec-
tion reviews the current status of CON activities
that relate to NMR imaging devices. 1

‘Readers interested soleiy  In COIN  p~)i]cie+  regdrctln~  .YJi’vIR Im
ager~ ma}’ w l~h t C) read onl}’ the last wc t l~ln  of th I+ ch dpter

resource and utilization standards for guiding the
CON review process. The development of these
standards and the evolution of CON policy toward
medical technology proceeded, however, at a slow
and nonuniform pace in most States (33). Com-
plicating the problem was the fact that CON pro-
grams were being asked to control two inter-
related, but distinct, aspects of technology diffusion
(36): the introduction of new or innovative tech-
nology to the health care field, and the distri-
bution of technology among individual health
care institutions. Introduction, in this case, refers
to the acceptance and adoption of innovation into
clinical practice, whereas distribution implies the
physical allocation of equipment among institu-
tions (36).

Since the advent in 1976 of FDA regulation over
market entry of new medical devices, the role of
CON programs in controlling the “introduction”
aspects of technology diffusion has diminished in
importance, whereas its “distributive” role gen-
erally has been—and continues to be—its most
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important quality. CON agencies frequently play
pivotal roles in determining which institutions
may acquire new technologies. Determinations
based on broad concepts of “need,” including the
relative need demonstrated by competing CON
applicants, are intended to ensure equitable alloca-
tion of new technology among hospitals. CON
efforts to achieve distributional planning goals,
however, have sometimes conflicted with pro-
gram objectives involving cost containment. For
example, as some observers (11) suggest, the
misdirection of cost containment goals in the early
years of X-ray CT scanner diffusion produced a
maldistribution among hospitals that disenfran-
chised whole segments of the hospital industry—
e.g., the municipal hospitals serving disadvan-
taged populations. Avoidance of this “franchis-
ing effect” is important if CON regulation is to
have an even-handed impact on future diffusion
of new technologies, such as NMR imaging devices.

In the past, CON programs have employed dif-
ferent policy orientations to address the issues
associated with technology adoption and distri-
bution (35,135). At various times, health planners
have used strategies such as:

Pro forma denial—denial of all CON applica-
tions for an indefinite period of time as a
means of strict cost control; usually stems
from serious concerns over the safety, effica-
cy, and cost of a technology.
Formalized strategy of delay—temporary
limitation of all CON applications, pending
future availability of better data for CON re-
view; often achieved through moratoria and
application review deferrals.
Predetermined limits on diffusion—limitation
of CON approvals to specific sites or pro-
viders; often conditional on the provision of
clinical data that can aid future evaluation
of the technology.
Uncontested approval–approval of CON
applications for- new technology in the ab-
sence of data on which to base sound CON
decisions or in the face of statutory require-
ments that dictate approval unless need can
be shown not to exist.

Of these four strategies, only the second and
third have been used to advantage by CON agen-

cies. All, however, suffer from their reliance on
the high capital-cost “trigger” that is the hallmark
of CON programs, and from their inability to re-
view technologies in the premarket stages of de-
velopment (36). For these reasons, CON programs
have not been successful in either controlling the
introduction of new technology or assuring equi-
table distribution of equipment among hospitals
(135). A further problem is that CON review of
innovative change places health planners on less
familiar ground where they lack the requisite tech-
nical, medical, and analytic skills needed to an-
swer important questions about safety and effec-
tiveness in the absence of FDA findings (36).
Newly emerging technologies are especially dif-
ficult to review since the information required for
assessment is usually unavailable.

At present, State CON laws generally apply to
the acquisition by hospitals of medical equipment
and devices that exceed specified Federal dollar
thresholds: 3 $400,000 for major medical equip-
ment and $250,000 for new institutional services
(Public Law 97-35, 1981). In order to receive Fed-
eral funds for various health programs, States
must comply with Federal law that requires their
CON statutes to contain provisions for review of
acquisitions, by anyone, of major medical equip-
ment that will be used to provide services to hos-
pital inpatients (182). This requirement is intended
to prevent circumvention of State CON laws
either by hospitals that have been denied plan-
ning agency approval for a specific technology or
by physician groups seeking to acquire and in-
stall major medical equipment in a facility out-
side the hospital (such as a medical arts building)
where technology acquisitions may otherwise
escape CON review. The precise coverage policies
governing CON review vary by State program,
but most do not cover equipment acquisition in
physicians’ offices. Only eight States (Colorado,
Connecticut, Hawaii, Iowa, New Hampshire,
Rhode Island, Virginia, and Wisconsin) plus the
District of Columbia currently have CON laws
that provide more stringent coverage of equip-
ment acquisitions, such as in physicians’ offices,
than the minimum Federal requirements (182).

3States  must use these thresholds in order to comply with Fed-
eral lan”; they may, however, use more stringent thresholds, at their
discretion.



Ch. 9—State Certificate-of-Need Programs • 109

RELATIONSHIP OF CON REVIEW TO THE
FDA PREMARKET APPROVAL PROCESS

In theory, the FDA premarket approval proc-
ess should precede the CON review process, but
in practice, the two often coincide. In most States,
“investigational devices” are exempt from full
CON review, but a notice of intent to acquire such
a device for research or experimental purposes
must nevertheless be filed by the hospital with the
appropriate health planning agency or agencies.
Thus, a hospital may acquire an investigational
device without passing through formal CON re-
view while the device is undergoing FDA review
for possible premarket approval. Once FDA ap-
proval is granted to a medical device, all subse-
quent acquisitions by other providers must under-
go CON scrutiny, provided that the acquisition
involves a setting (e. g., hospital, ambulatory care
center, etc. ) that is specifically covered by appli-
cable State law. FDA premarket approval, there-
fore, is generally a prerequisite for widespread dif-
fusion of a new technology but it does not
necessarily guarantee broad adoption, since CON
review is based on criteria that differ from those
used by the FDA.

Whereas FDA review examines the safety and
effectiveness of a medical device, CON review is
concerned with demonstration of “need.” The def-
inition of “need” varies greatly by State CON pro-
gram and may involve such diverse factors or cri-
teria as: consistency of the proposed project with
State health plans, consistency of the project with
the institutional applicant’s long-range plan, sys-
temwide effects, financial feasibility of the proj-

ect, access to care, quality of care, availability of
services and personnel, construction and archi-
tectural considerations, effects on competition,
competence and character of institutional manage-
ment, and selection of the best alternative means
of providing the proposed service (143). FDA
assurance that a device is safe and effective is not
sufficient to demonstrate need for the device.

The ability of some hospitals to acquire devices
in the “investigational” stage of their development
without having to undergo full CON review con-
tains potential for abuse. As was the case with
CT scanners—and as we are now seeing with
NMR imagers—some hospitals tend to engage in
“anticipatory behavior, “ i.e., they file applications
for CON exemption early in the diffusion proc-
ess in the hope of securing the technology before
competition for the device leads to limited CON
approvals. Once obtained, CON exemption be-
stows coveted status on a hospital relative to that
of its competitors and establishes a “franchise”
which, in practical terms, is not likely to be
revoked by the CON program once FDA status
of the device changes following premarket ap-
proval. Thus, the hospital that acquires NMR im-
aging as an investigational device is likely to keep
the technology later when competing CON ap-
plications may be filed with the review agency.
This “franchising effect” could, in the case of NMR
imaging, work to the detriment of some segments
of the hospital industry.

LESSONS FROM THE EXPERIENCE WITH X-RAY CT SCANNING

Several important lessons have emerged from
the CON experience with X-ray CT scanning dur-
ing the 1970s, the most important of which was
that slowed technological diffusion has its advan-
tages and disadvantages. In the case of X-ray CT
scanning, early CON moratoria in some areas en-
abled health planners and hospitals to delay crit-
ical decisions pending further information. This
delay tactic allowed society to “buy time” until

better decisions regarding technology acquisition
and “need” could be made. On the other hand,
the inability of planners to evaluate the technol-
ogy constrained its diffusion into medical prac-
tice more severely than may have been wise. The
lack of available evaluative mechanisms and cri-
teria for review made it difficult for planners to
dispel the uncertainty surrounding X-ray CT scan-
ning, thereby leading to many controversial and,
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at times, seemingly arbitrary decisions on indi-
vidual CON applications. The net effect was a loss
of credibility by the planners, as evidence of the
truly revolutionary nature of X-ray CT scanning
accumulated over time. The approach of selec-
tively controlled diffusion now being used in some
States (e.g., New York, Illinois, New Jersey) with
regard to NMR imaging devices is more rational,
by comparison (see next section).

A second and equally important lesson was that
shared CT services among hospitals proved unsat-
isfactory for many institutions. Practical con-
siderations, such as access and service volume
needs, worked against the basic principles of shar-
ing, causing many hospitals to abandon their
shared-service arrangements and to acquire their
own X-ray CT scanners. Moreover, some hospi-
tals found that multiple X-ray CT units were re-
quired to meet service demand, making shared
services even less enticing. The same potential
problem exists for the shared-service arrangements
now being proposed for NMR imaging in some
areas of the country.

A third lesson involved the unusual behavior
exhibited by hospitals in response to the incen-
tives created by the CON process. Anticipatory
behavior of the type described earlier was by no
means unexpected. In some States, hospitals were
able to acquire CT scanners before CON laws
took effect. In other States, problems arose when
CON programs failed to recognize the inherent
inequities that were created by the nature of the
process itself, i.e. hospitals that obtained in-
vestigational devices became “grandfathered” once
diffusion of the technology accelerated and insti-
tutions that “played by the rules” were effectively

penalized for not having taken action sooner. In
addition, circumvention of CON authority occurred
in many States where physicians’ offices were not
covered by State law. The ability of private ra-
diology groups to make large capital purchases
enabled these circumventions around the CON
laws to succeed.

In the case of NMR imaging, it will be difficult
to control these observed behaviors. A number
of hospitals have already acquired NMR imagers
at significant cost, including siting and construc-
tion costs for placement of the equipment. In prac-
tical terms, it will be extremely difficult for a
health planning agency to dislodge an NMR unit
from an existing site. Therefore, “franchising” has
already begun and is likely to continue in some
areas, at least in the near term. Without CON
coverage of physicians’ offices and other nonhos-
pital settings, it will be virtually impossible to con-
trol the diffusion of NMR imagers to private
groups who can raise the necessary capital. Thus,
continued circumvention of CON regulation is
equally likely to occur.

Finally, there is the lesson regarding the clini-
cal utilization of X-ray CT scanning. Since its
early diffusion, the clinical use of X-ray CT scan-
ning has evolved and matured. Over the years,
physicians have experimented with the technol-
ogy, compared it with alternative modalities, and
only now are beginning to understand its optimal
application— i.e., when and how to use it as a
diagnostic tool. NMR imaging is more complex
and requires considerable expertise and skill on
the part of the physician. It will be some time
before the technology’s optimal clinical applica-
tion will be understood even among the experts.
The next few years will be a period of clinical ex-
perimentation and learning, as physicians famil-
iarize themselves with the technology and com-
pare it to other diagnostic imaging modalities,
including X-ray CT scanning. The potential im-
pact of NMR imaging on the future practice of
medicine may prove to be as far-reaching as was
the case with X-ray CT scanning in the past dec-
ade. It may, thus, be appropriate to limit diffu-
sion of the technology to selected sites—e.g.,
clinical research or teaching centers or a limited
number of community hospitals, where evalua-
tion of its proper place in clinical medicine may
be conducted.
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CON ACTIVITIES RELATED TO NMR IMAGING DEVICES

NMR imaging is emerging as an issue of great
interest and concern to many Health Systems
Agencies (HSAs) and State Health Planning and
Development Agencies (SHPDAs). There are in-
dications that these agencies, which hold respon-
sibility for local and State CON review, respec-
tively, are beginning to see increasing CON
activity related to NMR imaging. Consequently,
individual agencies in several States are taking ag-
gressive action toward convening expert task
forces, developing criteria and standards for CON
review, and conducting reviews of CON applica-
tions already submitted by hospitals.

As a means of gathering information on CON
activities involving NMR imaging, the National
Health Planning Information Center (NHPIC) sent
out “Program Information Letter 83-15” on July
8, 1983, to all health planning agencies requesting
that they provide information on the number of
actual proposals already reviewed, the number
of anticipated reviews, criteria or guidelines for
review of NMR imagers, and enacted or pending
State legislation governing the placement of NMR
units (194).

By mid-September 1983, 27 SHPDAs and 30
HSAs had responded to the NHPIC Program In-
formation Letter, yielding a cross-sectional view
of CON activities currently under way in many
States (195). Program activities relating to NMR
imaging fall into three main categories: applica-
tions review, criteria or standards development,
and legislation or regulations adoption.

CON Reviews

As of September 12, 1983, 12 SHPDAs and 5
HSAs in the sample had conducted a total of 33
CON reviews for NMR imaging devices (195).
SHPDAs reported review of 28 proposals with 16
approvals and HSAs reported 5 reviews with 3
approvals. The total of 19 approvals excludes
waivers and exemptions for research applications.
In addition, the agencies reported the receipt of
43 letters of intent or new proposals: 18 b y
SHPDAs and 25 by HSAs (195). Capsule sum-
maries of selected CON reviews appear below.

Missouri

Missouri became the first State to approve
NMR imaging in a nonresearch, nonuniversity -
affiliated hospital setting when its CON agency,
the Health Facilities Review Board, approved the
applications of two community hospitals located
in Columbia (64). The review board made these
controversial decisions despite SHPDA recom-
mendations to the contrary (64). The review
board also rejected SHPDA recommendations for
limited diffusion of NMR imaging to only univer-
sity hospital settings and for the formation of a
task force to develop criteria and standards for
CON review of the technology (99).

The two hospitals receiving CON approval are
Columbia Regional Hospital, a 301-bed facility
that is part of the Lifemark investor-owned hos-
pital chain, and Boone Hospital Center, a county-
owned, nonprofit facility with 344 beds (64).

Illinois

In the absence of NMR criteria for CON re-
view, the Illinois CON agency (the Health Facil-
ities Planning Board) has invoked the technolog-
ically innovative equipment clause of the State
CON law to limit the diffusion of NMR imaging
to medical school affiliated hospitals (see later dis-
cussion under legislation or regulations). As of
August 1983, two hospitals affiliated with medi-
cal schools (Rush-Presbyterian-St. Luke’s Medi-
cal Center in Chicago, and St. Francis’ Hospital
in Peoria) had applied for and received CON ap-
proval for NMR imaging devices (72).

Nebraska

Beginning in late 1982 and early 1983, the State
CON agency received multiple applications for
NMR from individual hospitals in Omaha. In an
effort to encourage cooperative planning, the
State agency announced in the spring of 1983 that
it would “batch” NMR applications for simultane-
ous review (205). Three private, nonprofit hos-
pitals (Nebraska Methodist, Archbishop Bergan
Mercy, and Children’s Hospitals) responded by
forming a private corporation, NMR Inc., which
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submitted a single CON application to place an
NMR imager in a freestanding facility where all
three hospitals would share access. In July 1983,
NMR Inc. received CON approval for the acqui-
sition of a superconducting NMR system. Also
receiving CON approval in July for NMR imag-
ing was the University of Nebraska Hospital,
which has referral agreements with two other fa-
cilities, Omaha Veterans’ Hospital and Bishop
Clarkson Hospital (205). One other CON applica-
tion for NMR was reviewed and recommended
for denial; the hospital subsequently withdrew the
application and is now seeking a cooperative ar-
rangement with a second hospital (205).

Kentucky

Albert B. Chandler Hospital, a teaching affiliate
of the University of Kentucky, currently has an
NMR imaging unit, which was granted exemp-
tion from CON review as a research/experimental
device (62). In May 1983, the State CON agency
reviewed and disapproved an application for
NMR from Audubon Hospital, a Louisville facil-
ity that is part of the Humana investor-owned
hospital chain. In making its decision, the SHPDA
invoked the Kentucky State Health Plan, signed
by the Governor, which states that NMR tech-
nology “. . . shall be considered a tertiary level
service and approval of one unit will be consid-
ered for each of the two designated tertiary
centers” 4 in the State (195). The CON decision was
appealed by the hospital and granted reconsidera-
tion by the SHPDA (62). Since Humana leases and
manages the tertiary center in Louisville (Humana
Hospital-University), the corporation argued that
placement of an NMR imager at Audubon Hos-
pital (a Humana-owned facility) would still per-
mit patients from the university hospital to have
access to the technology. Following a public hear-
ing, Audubon Hospital’s application was ap-
proved by the SHPDA.

The University of Kentucky’s Albert B. Chand-
ler Hospital has applied for CON approval to use
its previously installed NMR unit for clinical, as
well as research, purposes.

“’Centers” refers to the two university hospitals in the state: Albert
B. Chandler Hospital in Lexington and Humana Hospital-University
in Louisville (62).

Other jurisdictions in which CON applications
for NMR have been reviewed include: SHPDAs
in Georgia, Tennessee, Texas, Ohio, Iowa, Ari-
zona, Kansas, and California; and HSAs in Mid-
dle Tennessee, New York City, North Central
Georgia, Chicago, and Southeast Kansas.

CON Criteria or Standards Development

As of September 12, 1983, 10 health planning
agencies (HSAs and SHPDAs) had reported to the
National Health Planning Information Center that
they had established NMR-specific review criteria
or guidelines. An additional 15 agencies are in the
process of developing review criteria (195). Two
of these reported that they were using CON re-
view criteria or standards for CT scanners as the
basis for their efforts in NMR imaging (158). Sev-
eral agencies have also formed or are beginning
to form expert task forces or advisory panels. A
brief summary of current State and local efforts
in this regard appears below.

Nebraska

The Statewide Health Coordinating Council
(SHCC) in April 1983 authorized the formation
of a 12-member Task Force on New Develop-
ments in Diagnostic Radiology to develop NMR
guidelines. The Task Force consists of seven
radiologists, one internist, one neurosurgeon, and
one consumer member of the SHCC (205). In Sep-
tember 1983, the Task Force submitted for review
a set of draft guidelines for NMR scanners. The
SHCC also created a separate Task Force on New
Technological Developments, which prepared and
submitted in September 1983 draft guidelines for
review of emerging technologies.

Massachusetts

The SHPDA in Massachusetts is working with
the State CON agency (the Determination of Need
program) to develop criteria and guidelines for
CON review of NMR (28). An Advisory Commit-
tee on NMR is being formed, with representatives
drawn from the State Rate Setting Commission,
the hospital industry, the professional medical
societies, and consumers. It is anticipated that the
State may move toward limited diffusion of NMR
imaging during an initial research/experimenta-
tion phase (28).
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In an apparently independent effort, the Health
Planning Council for Greater Boston (the State’s
largest HSA) developed proposed guidelines for
NMR, which were expected to be adopted in final
form in December 1983 (79). The proposed guide-
lines would allow NMR units to be placed in clin-
ical, nonteaching settings under certain conditions
(79).

Georgia

The Georgia SHPDA, with the aid of medical
specialty societies and other professional groups,
has convened a “blue ribbon committee” of ex-
perts to develop NMR-specific criteria and guide-
lines for review (75). The committee, which is
composed of radiologists, nuclear medicine spe-
cialists, internists, and hospital administrators,
was expected to release a draft final report in the
fall of 1983. The anticipated recommendations are
likely to urge caution, with NMR diffusion tem-
porarily restricted to two medical schools pending
FDA approval and the articulation of reimburse-
ment policies for NMR (75).

Oklahoma

The State CON agency in Oklahoma is now
in the process of assembling a Select Committee
on Technology to recommend criteria and stand-
ards for NMR (25). Two avenues that will likely
be explored are the limited diffusion strategy of
the Illinois CON program and the group applica-
tion/shared-service model encouraged by the
Nebraska CON program (see the earlier discus-
sions of both States’ experiences with CON
reviews).

In addition to these CON programs, other
agencies involved in either task force development
or criteria/standards development include SHPDAs
in the District of Columbia, New Jersey, North
Carolina, Illinois, Ohio, Maryland, Hawaii, Florida,
and Pennsylvania, and HSAs in Southeastern
Massachusetts, Central New Jersey, Eastern
Virginia, North Central Georgia, Western Mich-
igan, Central Arizona, and Northwest Oregon
(69,134,172,195). Several other agencies have de-
veloped either NMR plans (Newark HSA, South-
east Kansas HSA) or position papers (Southeastern
Pennsylvania HSA, Southwestern Pennsylvania

HSA). Developmental activities of this nature are
expected to continue and expand in other areas
of the Nation (13).

The American College of Radiology (ACR), a
medical specialty society, has been contacted by
many State CON agencies requesting information
on NMR imaging. In response to these requests,
the ACR (through its Commission on NMR, Sub-
committee on Government Relations) prepared a
document, “Guidelines for Preparation of CON
Applications, “ intended to assist State CON agen-
cies in performing reviews of NMR-related CON
applications.

State CON Legislation/Regulations

During 1983, significant developments occurred
in several States regarding CON legislation or reg-
ulations that affect the review of NMR imag-
ing devices. A sampling of major developments
follows.

New York

The New York State Hospital Review and Plan-
ning Council, the CON body in the State, drafted
regulations that call for a 2-year demonstration
period in which NMR imaging will be restricted
to a select number of hospitals (127). During this
period, data on the technology’s safety, efficacy,
and cost effectiveness will be gathered and an-
alyzed. Upon completion of the demonstration,
a determination of need will be made and, pro-
vided that neither cost effectiveness nor quality
of care is at issue, all participants in the demon-
stration as well as any other hospitals in the State
may then apply for CON approval. The proposed
regulations were expected to be reviewed and ap-
proved by the council in the fall of 1983. The
council made the decision in April 1984 to per-
mit placement of NMR imagers in no more than
13 teaching hospitals during the demonstration
period (19).

The application for NMR submitted by New
York Hospital is generally credited with having
precipitated this regulatory process (127). The
hospital’s application was approved with the un-
derstanding that it could not receive reimburse-
ment for NMR unless it was selected to partici-
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pate in the planned demonstration. The Major
Medical Equipment Committee of the Council will
commence development of NMR review criteria
or standards once the demonstration gets under
way and preliminary data are produced.

Illinois

As alluded to earlier in the discussion of CON
reviews, the Illinois Department of Public Health
and the Illinois Health Facilities Planning Board
adopted regulations on March 1, 1983, that set
forth specific “Standards and Criteria for Review
of Applications for Permit for Technologically In-
novative Equipment or Innovative Programs”
(195). These regulations stipulate that any such
equipment or programs must be restricted to only
medical school settings until FDA premarket ap-
proval for the technology is granted and CON
guidelines or criteria for review have been estab-
lished. This effectively limits NMR diffusion to
only 11 hospitals in the State (one hospital per
medical school). NMR imaging is among the first
technologies to be regulated under these rules (72).

District of Columbia

In September 1982, the CON law in the District
of Columbia was amended to permit the designated
CON agency the right to declare a 180-day “hold-
ing period” on the review of any new technology
whose safety, efficacy, and clinical use are not
clearly understood or are in question (134). The
CON agency has, since that time, drafted general
criteria and standards for CON review. Two
clauses specifically relate to new technology. One
requires that applicants demonstrate to the SHPDA
director’s satisfaction that the technology is
beneficial in controlled trials. The second clause
requires applicants to demonstrate need for tech-
nology acquisition relative to actual or potential
need for such technology at other institutions in
the District. The agency received a CON applica-
tion for NMR imaging from an area hospital in
February 1984 and immediately invoked the 180-
day moratorium provision pending development
of review criteria (203). The agency has convened
a technical advisory panel and expected to develop
criteria and standards for review of NMR imagers
by August 1984.

New Jersey

In November 1983, the New Jersey SHCC ap-
proved a proposal that would restrict CON ap-
proval of NMR imagers to no more than four sites
over an evaluation period of 2 years (69). In se-
lecting the four sites, preference will be given to
the State’s 16 major teaching hospitals. Data
gathered from the four installations would be used
to guide decisionmaking on future NMR diffusion
in New Jersey. In an unprecedented move, the
State Commissioner of Health asserted that these
new NMR regulations would apply to physicians’
offices as well as other health care facilities (69).
Under present New Jersey law, physicians in pri-
vate practice are exempt from CON review (195).
However, the State Department of Health views
the purchase of NMR by physicians’ groups as go-
ing “far beyond the private practice of medicine”
(69).

Utah

The CON law in Utah was amended in May
1983 to exempt all medical equipment from CON
review (74). NMR imaging devices, therefore, will
not be subject to CON review in Utah, as the State
appears to be pursuing a strategy of uncontested
approval for all medical equipment purchases.

California

The State of California has also passed legisla-
tion that eliminates the dollar thresholds for CON
review of major medical equipment purchases
(201). As in Utah, NMR imaging devices will not
be subject to CON review in California.

Future Prospects

The general consensus among health planners
and CON agency staff members who were con-
tacted for this study was that the level of CON
activity related to NMR imaging is likely to in-
crease dramatically over the next year, Once
HCFA renders a policy decision regarding Medi-
care coverage, planners expect to see a rapid in-
crease in the number of CON applications filed
by hospitals around the Nation. s In anticipation

‘Several proposals are now before the Congress that would raise
the CON thresholds for equipment review to $1 million or higher.
If such legislation was enacted in the next few months, some States
might follow suit and amend their statutes, effectively exempting
the less expensive NMR systems from CON review.



Ch. 9—State C’ert~ficate-of-Need Programs • 115
—

of this onslaught of paperwork, CON agencies at
both State and local levels in the national health
planning structure are continuing to push forward
in the creation of special task forces and in the
development of criteria and standards for CON
review.

Of the four strategies previously described for
CON treatment of medical technologies, at least
three appear to be operating with respect to NMR
imaging. The New York, Illinois, Ohio, Kentucky,
and New Jersey SHPDAs; and the Eastern Vir-
ginia HSA all appear to be employing predeter-
mined limits on diffusion, whereas the Southeast
Kansas HSA and the District of Columbia SHPDA
have adopted moratoria on NMR pending further
study and planning (38,69,117,195). Nebraska, by
contrast, is encouraging shared-service arrange-
ments. Both Utah and California, at this time, ap-
pear to be using a strategy of uncontested approv-
al. No CON program, on the other hand, has
adopted a policy of pro forma denial.

are the site considerations that are unique to NMR
imaging. Unlike the placement of CT scanners,
NMR installation is costly and is likely to have
considerable impact both on hospital plant con-
figuration and on the organization of staff. NMR
placement can be disruptive to the hospital, mak-
ing internal management of the technology and
its use far more difficult than was (or is) the case
with CT. Shared service arrangements among
hospitals may prove fragile, owing to the fact that
host institutions may experience difficulty in ra-
tioning the use of NMR imaging among partici-
pants. Utilization of NMR units may increase tre-
mendously as physicians discover new clinical
applications and perform “sequential scanning. ”
Should NMR imaging come to be used in this
way, hospital administrators will find it difficult
to ration NMR use among medical staff members,
let alone among other hospitals. Interspecialty
disputes over the use of NMR imaging may fur-
ther cloud the issues of appropriate utilization and
rationing.

NMR imaging is likely to differ from the CT
experience in several ways. First, and foremost,


