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.01 Incorporation by Reference. This chapter is incorporated by reference in the Code of

Maryland Regulations.

.02 Introduction.

A. Purposes of the State Health Plan for Facilities and Services.

The Maryland Health Care Commission has prepared this chapter of the State Health
Plan for Facilities and Services ("State Health Plan" or "SHP") to meet the current and future

health care system needs of all Maryland residents.
The State Health Plan serves two purposes:

(1) It establishes health care policy to guide the Commission's actions
and those of other health related public agencies, and to foster specific actions in the
private sector. Health related activities of state agencies must, by law, be consistent
with the Plan to the extent their budgets permit.

(2) It is the foundation for the Commission's decisions in its regulatory
programs. These programs ensure that changes in services for health care facilities
are appropriate and consistent with the Commission's policies. The SHP therefore
contains policies, standards and service-specific need projection methodologies that
the Commission uses in making Certificate of Need decisions.

The Commission views the State Health Plan, of which this chapter is a part, as a policy
blueprint for shaping and reshaping the health care system toward these ends, through the action
of public agencies and the cooperation of the private sector. The Commission also takes an
active role in promoting change in the system, including the reallocation of resources to achieve
a health care system that is cost-effective, and that balances considerations of affordability,

access, and quality.

B. Legal Authority for the State Health Plan for Facilities and Services

The State Health Plan for Facilities and Services is adopted under Maryland's health planning
law, Maryland Code Annotated!, Health-General § 19-118(a)(2). This Chapter fulfills

1
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1 Unless otherwise noted, statutory references are to the Health General Article.

the Commission’s legal responsibility to adopt a State Health Plan for Facilities and Services at
least every five years and to review and amend the Plan annually, or as necessary.
Health-General Article §19-121(a)(2) states that the State Health Plan shall include:
(1) The methodologies, standards, and criteria for certificate of need review;
and
(i1) Priority for conversion of acute capacity to alternative uses where

appropriate.

The authority of the Plan with respect to the responsibilities of other state agencies and
departments is stated in §19-121(f):

All state agencies and departments, directly or indirectly involved with or
responsible for any aspect of regulating, funding, or planning for the health care industry
or persons involved in it, shall carry out their responsibilities in a manner consistent with
the State Health Plan for Facilities and Services and available fiscal resources.

In addition, § 19-115(b) provides that the Governor shall direct, as necessary, a State officer

or agency to cooperate in carrying out the function of the Commission.

C. Organizational Setting of the Commission.

The Commission is an independent agency located within the Department of Health and
Mental Hygiene for budgetary purposes. The purposes of the Commission, as provided under
§19-103(c), are to:

(1) Develop health care cost containment strategies to help provide access to
appropriate quality health care services for all Marylanders, after consulting with the Health
Services Cost Review Commission;

(2) Promote the development of a health regulatory system that provides, for
all Marylanders, financial and geographic access to quality health care services at a reasonable
cost by advocating policies and systems to promote the efficient delivery of and improved access
to health care services, and enhancing the strengths of the current health care service delivery

and regulatory system;
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3) Facilitate the public disclosure of medical claims data for the development
of public policy;

4) Establish and develop a medical care data base on health care services
rendered by health care practitioners;

(5) Encourage the development of clinical resource management systems to
permit the comparison of costs between various treatment settings and the availability of
information to consumers, providers, and purchasers of health care services.

(6) In accordance with Title 15, Subtitle 12 of the Insurance Article, develop a
uniform set of effective benefits to be included in the Comprehensive Standard Health Benefit
Plan, and a modified health benefit plan for medical savings accounts;

(7) Analyze the medical care data base and provide, in aggregate form, an
annual report on the variations in costs associated with health care practitioners.

(8) Ensure utilization of the medical care data base as a primary means to
compile data and information and annually report on trends and variances regarding fees for
service, cost of care, regional and national comparisons, and indications of malpractice
situations;

9) Establish standards for the operation and licensing of medical care
electronic claims clearinghouses in Maryland;

(10)  Reduce the costs of claims submission and the administration of claims for
health care practitioners and payers;

(11)  Develop a uniform set of effective benefits to be offered as substantial,
available, and affordable coverage in the non-group market in accordance with §15-606 of the
Insurance Article;

(12)  Determine the cost of mandated health insurance services in the State in
accordance with Title 15, Subtitle 15 of the Insurance Article; and

(13) Promote the availability of information to consumers on charges by
practitioners and reimbursements from payers.

The Commission has sole authority to prepare and adopt the State Health Plan for

Facilities and Services and to issue Certificate of Need decisions and exemptions based on that

Supp. 1



COMAR 10.24.12

Plan. Subsection §19-121(e) requires the Secretary of Health and Mental Hygiene to make
annual recommendations to the Commission on the Plan and permits the Secretary to review and
comment on the specifications used in its development. However, §19-110(a) prohibits the
Secretary from disapproving or modifying any determinations the Commission makes regarding
the State Health Plan. The Commission pursues effective coordination with the Secretary and
State health-related agencies in the course of developing its plans and plan amendments. As
required by statute, the Commission coordinates with the hospital rate-setting program of the
Health Services Cost Review Commission to assure access to care at reasonable costs. The
Commission also coordinates its activities with the Maryland Insurance Administration. Any
changes to the State Health Plan are also submitted to the Governor and become effective 45
days thereafter, unless the Governor notifies the Commission of an intent to modify or revise the

Plan or any amended chapter.

D. Plan Content and Applicability.

This chapter of the State Health Plan for Facilities and Services is applicable to all
matters regarding obstetric services, and supersedes all material regarding obstetric services
currently found in the Acute Inpatient Services Chapter, COMAR 10.24.10. The policies in this
chapter of the State Health Plan for Facilities and Services are intended to encourage rational
decisions about obstetric service capacity, cost effectiveness, institutional efficiency, appropriate
utilization, and maintenance or improvements in access and quality of care.

Under §19-120(a)(4)(j) of the Health-General Article, Annotated Code of Maryland, a
Certificate of Need is required for the establishment of an obstetric service. A merged asset
system may be granted an exemption from Certificate of Need review to establish an obstetric
service at a member hospital if another member hospital in Maryland has an approved obstetric
service, regardless of whether the proposed new site may be located in a different jurisdiction, if
the Commission finds that the proposed service reconfiguration is not inconsistent with this
chapter of the SHP, will result in more efficient and effective delivery of health care services and

is in the public interest.

Supp. 1



COMAR 10.24.12

.03 Issues and Policies

A. Introduction.

Improving perinatal outcomes for both mother and baby is an important public
policy goal in Maryland. Infant mortality is the focus of The Governor's Commission on Infant
Mortality Prevention. The goals and priorities of this Commission include reducing the
percentage of low birth weight births in Maryland, and addressing racial disparities in infant
mortality. The Perinatal and Maternal Health Division in the Department of Health and Mental
Hygiene's Center for Maternal and Child Health (MCH) supports perinatal systems building
through public outreach and provider education with several programs. MCH collaborated with
the Maryland Institute of Emergency Medical Services System (MIEMSS) to define hospital
standards for levels of perinatal care, and is working with MIEMSS on the accreditation process
for hospitals participating in the perinatal referral and transport system. MCH administers the
Improved Pregnancy Outcome Program to improve pregnancy outcomes in each jurisdiction.
Through this program, the Fetal Infant Mortality Review process operates in each jurisdiction.
MCH also administers the Crenshaw Perinatal Health Initiative, and oversees maternal morality
review, fetal and infant morality review and the Pregnancy Risk Assessment Monitoring System
survey. With the Vital Statistics Administration, the MHC reviews maternal mortality data. The
Department's Vital Statistics Administration also reports infant mortality statistics in the
Maryland Vital Statistics Annual Report, and in an annual report on infant mortality in Maryland.

Infant mortality has consistently been higher in Maryland than in the United States, and
this disparity has increased in recent years, according to the Department's Health Improvement
Plan.? In 1998 the U.S. neonatal mortality rate, or deaths occurring in the first 28 days of life,
was 4.8 deaths per 1,000 live births, while the Maryland rate was 6.3 deaths per 1,000 live births,
more than 31 percent higher that the U.S. average rate. By 2002, the gap had narrowed, with
Maryland's rate at 5.5 and the U.S. rate at 4.7. Causes of neonatal death are most often
associated with premature birth or very low birth weight. In fact, low birth weight is associated

with a poor pregnancy outcome for both baby and mother.
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2 “Health Improvement Plan, Public Health Action for the First Decade, 2000-2010”, A Product of: Healthy
Maryland Project 2010, Working Draft #4, August 2000.
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B. Statement of Issues and Policies.

(1) A System of Perinatal Care in Maryland.

One effective strategy for addressing poor pregnancy outcomes is management of known
high risk deliveries to assure they receive care in the most appropriate setting. Maryland has an
effective perinatal system that fosters referral and transfer of high risk deliveries to designated
perinatal centers. This system assures that high risk deliveries are treated at the nearest obstetrics
program with the appropriate level of capabilities. The perinatal system standards developed by
DHMH are designed to improve hospital-specific birth outcomes. The statewide perinatal
system includes defined levels of care based on the standards for Level I, Level II and Level III-
or-higher for both obstetric and nursery capabilities. A Level IlI-or-higher nursery service is
considered a neonatal intensive care unit (NICU), and is regulated as a specialized service under
the health planning statute. These levels of perinatal care are described in Appendix A.

Although outcomes improve for high risk deliveries, particularly low birth weight
infants, at Level Ill-or-higher perinatal centers, outcomes for term and normal birth weight
infants may not differ between the perinatal level of services.> Therefore, it is appropriate for
hospitals to have different levels of care in order to support this statewide system of care as
reflected in the Maryland Perinatal System Standards. The following policies are established to

maintain a high standard of quality in Maryland’s perinatal services.

Policy 1.1 Each hospital providing obstetric services in Maryland shall comply with the
essential requirements for its level of perinatal program, as defined in the
most current version of the Maryland Perinatal System Standards.

Policy 1.2 A Level I or Level II nursery, consistent with the needs of the service area
shall be established when a hospital initiates an obstetric service. The
Commission will only consider a Level IlII-or-higher designation, which
includes a Neonatal Intensive Care Unit that requires a separate Certificate
of Need, at hospitals that have been operating at high program volumes, as
defined in this chapter, for at least three years.
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(2) Health Care Insurance Coverage.

Because lack of prenatal care is strongly associated with an increased risk for low birth
weight infants, premature delivery, and maternal and infant mortality and morbidity, improved
access to prenatal care is a second strategy to improve maternal and infant outcomes. Statistics
show that the incidence of very low birth weight babies increases significantly when prenatal
care is received later in pregnancy.*> More than three percent of all births in Maryland in 2002
received late (beginning in the third trimester) or no prenatal care (2,584, up from 2,144 in
1999), and these births were associated with almost 14 percent of very low birth weight and low
birth weight (3.1 and 10.7 percent, respectively) births in that year."® Maryland's percentage of
women receiving late or no prenatal care has increased from 2.6 percent in 1997 to 3.6 percent in
2002, whereas the U.S. average has declined from 3.9 percent to 3.6 percent in the same time
period. This lack of early prenatal care, which is crucial to improved pregnancy outcomes,
precludes timely diagnosis and management of maternal and fetal problems that can be more
common among medically and socio-demographically disadvantaged women.".”

Availability of health care coverage alone does not assure access to prenatal care. Over
96 percent of hospital obstetric discharges in Maryland are paid for by commercial HMOs,
commercial insurance or the Maryland Medical Assistance program, indicating that the
availability of paid prenatal care is fairly high. The Medical Assistance program was the payer
source for over 21,600 (30 percent) obstetric discharges in 1999%. Over 16,400 of those
discharges were patients in the managed care or MCO program. Even so, 5,200 Medicaid
discharges were covered by Medicaid’s fee-for-service program rather than the MCO program,
another indicator of potential problems receiving prenatal care.® This program provides full
services for women not eligible for the MCO plan (residents without citizenship), and for those
eligible but who register late. Only 1,514 of the over 71,000 obstetric discharges in 1999 were

categorized as self pay and charity care (2 percent), or without insurance coverage at the time of

4 Paneth, N, et.al., "The Choice of Place of Delivery. Effect of Hospital Level on Mortality in all Singleton Births
in New York City"; 4m J Dis Child, 1987 Jan; 141 (1): 60-4.

5> [Maryland Vital Statistics Annual Report, 1999, Table 20, p.73.]

% Maryland Vital Statistics, Annual Report, 2002.

7 “Barriers to Enrollment in Medi-Cal Lead to Inadequate Prenatal Care for Some Disadvantaged Women in
California”, AHRQ Research Activities;, No. 249, May 2001, p.5.

8 Maryland Hospital Discharge Abstract Database.

% Eligibility for Maryland Medical Assistance for pregnant women is 250 percent of the federal poverty level
($44,125 for a family of four, as of July 1, 2001).
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delivery. Hospitals should contribute to efforts to identify and inform pregnant women of their
potential availability for medical assistance whenever possible. Because all hospitals have
provisions built into their rate structure for the provision of charity care, it is important they have
a charity care policy covering obstetric patients.

Neither adequate coverage for prenatal care nor early entry to prenatal care can assure
that the care is complete. Reasons for delayed or missed prenatal care are varied, but are likely
related more to problems of awareness or social issues than to lack of financial access. The
Maryland Commission on Infant Mortality Prevention released a report in November 2000 titled
Impact of Managed Care on Prenatal Care Use. A major issue identified in the report was
the barriers to prenatal care. The report recommends greater efforts using community health
workers and community-based advertising and awareness about Medicaid eligibility and other
community resources. The local health departments’ Healthy Start Programs and DHMH’s
Improved Pregnancy Outcome Program are two public programs helping to reduce barriers to
prenatal care in each Maryland jurisdiction. The following policies are established to help

reduce the barriers to prenatal care.

Policy 2.1 All Marylanders should have access to appropriate hospital obstetric services
regardless of their ability to pay for those services.

Policy 2.2 All Maryland hospital obstetric programs should provide information on
Medicaid eligibility and other publicly funded programs for those patients
without adequate insurance coverage.

Policy 2.3 All hospital obstetric programs should, in cooperation with their community,
local health department, and the Department of Health and Mental Hygiene,
identify and target the uninsured, underinsured and indigent patients in
their service area who may need prenatal care and obstetric services, and
offer free or reduced price perinatal care including educational programs,
prenatal health screenings, prenatal care and obstetric services.

3) Perinatal Outcomes Assessment.

A significant amount of evidence in the literature suggests a relationship between hospital
volumes and improved outcomes. In a recent review of this issue, the Institute of Medicine notes
that in a literature review of the relationship between volume of health services and health
related outcomes, a statistically significant association between higher volume and better

outcome was observed in three quarters of the studies reviewed, and in all of the studies judged

9
Supp. 1



COMAR 10.24.12

to have the soundest research methods.” The report states that volume is only an imprecise
indicator of quality, but may be the best available proxy indicator of quality particularly when
combined with the development of appropriate processes of care that underlie the relationship.
However, there is little information on the clinical processes of care or the necessary institutional
experience that contribute to reducing variations and promoting better outcomes.
Research specific to obstetric services focuses primarily on low birth weight infants.
This research indicates that outcomes for low birth weight infants are better at Level III centers,
those with neonatal intensive care units, and supports the regional system for high risk deliveries.
Some research also indicates mortality for normal birth weight infants does not differ by level of
perinatal center '°. One study finds that differences in perinatal complication rates are not
statistically significant based on volume for all birth weights''. However, there is some
indication in the literature that volume may have an association with cost effectiveness' ' 14,
There are many strategies to improve outcomes, such as minimum program volumes,
educational strategies to correct avoidable medical errors and improve professional skills, public
disclosure of data on volume and other quality indicators or use of professionally accepted
guidelines that are intended to promote better outcomes. For example, the American Academy
of Pediatrics and the American College of Obstetricians and Gynecologists have published

12

“Guidelines for Perinatal Care” that applies specifically to hospital obstetric programs,
describing the structures and clinical processes of care believed to be associated with better
outcomes.

Another example is the comparative performance evaluation tool or "report card". In
1999, the MHCC was charged with developing and implementing a system to comparatively

evaluate the quality of care outcomes and performance measurements of hospitals on an

objective basis, § 19-135(e). The purpose of developing a performance measurement system is to

%“Interpreting the Volume-Outcome Relationship in the Context of Health Care Quality; Workshop Summary”;
Maria Hewitt for the Committee on Quality of Health Care in America and the National Cancer Policy Board;
Institute of Medicine; Washington, D.C.; 2000.

10 Paneth, N. et.al., ibid.

' Garcia, et.al., “Effect of Academic Affiliation and Obstetric Volume on Clinical Outcome and Cost of
Childbirth”; Obstetrics & Gynecology; Vol. 97, No. 4, April 2001, pp. 567-576.

12 Garcia, et.al., ibid.

13 Virginia Health Planning Agencies, “Obstetrics Program Volume and Infant Mortality; Virginia Hospitals, 1979-
1989”; December, 1991.

14 "The Status and Future of Small Maternity Services in lowa"; Hein, H.A., JAMA; 1986, Apr 11; 255(14): 1899-
903.
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provide an incentive for hospitals to improve the quality of care, and to educate consumers. The
enabling legislation states that this can be accomplished by establishing a common set of
performance measurements and disseminating the findings of the performance measurements to
providers, consumers, and other interested parties. The Commission issues these findings in a
report specific to hospital obstetrics services as an integral part of the hospital report. While this
report currently presents descriptive information on Maryland hospitals' obstetric services and
types of deliveries, future versions of the report will include process and outcome measures.

To support public and private efforts to improve perinatal outcomes, the following

policies are established.

Policy 3.1 The Commission supports efforts of the Department of Health and Mental
Hygiene and the Maryland chapter of the American Academy of Pediatrics
to identify ways to improve pregnancy outcomes, including the development
of a database to investigate the relationship between obstetric volume and
outcomes.

Policy 3.2 The Commission supports the public dissemination of comparative
performance measures related to obstetric services, as part of its hospital
performance evaluation system.

(4) Cost Effectiveness of Additional Obstetric Services.

The benefits to a hospital and its community of establishing an obstetric service must be
weighed against the potential costs to the whole system of perinatal services in Maryland.
Several factors impact cost effectiveness.

To be cost effective, a service must be able to maintain expensive resources, including
providers, equipment and support staff. Birth rate projections indicate relatively stable demand
for at least the next 20 years. Thus any newly established obstetric service will be re-allocating
stable volumes rather than allocating new admissions. New programs would necessarily result in
lower volumes at existing programs. Lower patient volume means a total loss of the revenue
associated with those volumes, but only a partial decrease in the expenses associated with those
volumes. Cost pressures and hospital rates have been increasing, and are expected to continue
over the next several years. Additional overhead expenses due to duplication of the
infrastructure needed to support new programs will likely add costs to the health care system.
Obstetric programs require professional staff, currently in short supply, to be available 24 hours
per day, seven days per week. Duplication of services will add direct staffing costs and indirect

overhead to the system, and increased competition for nurses could further increase staffing

11
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costs. In addition, increased competition for patients could result in capital expenditures to
capture market share, putting additional pressure on hospital rates, and leaving some hospitals to
carry an increasing burden of high risk, high cost patients.

Commission review of data from the Maryland Health Services Cost Review
Commission (HSCRC) on obstetric program expenses indicates that, among hospitals with Level
I and II perinatal programs, the higher cost programs are all among the lower volume programs.'®
The higher cost programs have obstetric volumes of 1,200 cases or less. Some low volume
programs have very low expenses per case, indicating a large degree of variability in expenses
among the low volume providers. On the other hand, large volume programs showed much less
variability in expenses per case.

In calendar year 1999, Maryland’s hospital obstetric program volumes, including non-
delivery obstetric cases, ranged from approximately 250 to 7,300 cases. The average was 2,001
and the mid point was 1,721. Low volume as well as higher volume programs can be found in
both metropolitan and non-metropolitan areas. Obstetric programs can be classified based on

program volumes as follows'”:

Program Size by Number of Obstetric Discharges Annual Number of Cases
High Volume Programs Very High Volume 4,000 +
High Volume 2,000 - 3,999
Medium Volume Programs Medium Volume 1,000 — 1,999
Low Volume Programs Low Volume 500 -999
Very Low Volume <500

In metropolitan areas, where a critical mass of patients should be able to support higher
volumes, public policy can promote cost effective obstetric services. In non-metropolitan areas,
it may not be possible for all hospitals to maintain high volume, cost effective obstetric programs

and provide adequate access within established travel time standards. In these cases, the

16 Health Services Cost Review Commission’s Quarterly Statistical Reports, FY2000.
17" Effect of Academic Affiliation and Obstetric Volume on Clinical Outcome and Cost of Childbirth; Garcia, et.al., Obstetrics &
Gynecology; Vol. 97, No. 4, April 2001, pp. 567-576.
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potential inefficiencies and risks of small obstetrics programs can be minimized by conformity

with Maryland’s perinatal system standards.

The Commission will approve an application to establish an obstetric program only if it
offers the best balance between program effectiveness and costs to the health care system as a
whole. New programs should have a positive impact on patients and on the health care system in
terms of the rates charged, quality, and financial and geographic access. The impact of a new
service on existing providers should not inappropriately diminish the quality of care, financial
and geographic access to care, or cost effectiveness. The incremental cost to the health care
system must be justified by the value added by increased geographic access of a new service
considering the total cost of the service, including duplication of fixed costs, and effects on other
providers. Based on the HSCRC’s data indicating greater cost effectiveness at obstetric
programs over 1,200 cases annually, and the classification of program size in the Garcia study,
the Commission establishes the annual volume of cases necessary for cost effectiveness as 1,000
in metropolitan areas and 500 cases in non-metropolitan areas. A hospital will be required to
close a new obstetrics program if it cannot achieve these volumes within three years. An
existing program’s volumes should not decline below 1,000 cases annually as the result of
Commission action approving additional obstetrics capacity. Therefore, the Commission

establishes the following policies:

Policy 4.1 The burden of demonstrating need for additional obstetric program capacity
rests with the applicant. In determining whether a new obstetric service
should be established, the Commission shall consider, at a minimum,

(a) the historical and projected service area of the applicant hospital,
obstetric service utilization forecasts, the number of providers of hospital
obstetric services in the applicant hospital’s service area, the anticipated
medical staff which will utilize the proposed obstetric service and the
proportion of their patients expected to use the proposed service;

(b) information on the number of uninsured, underinsured, indigent and
otherwise underserved obstetric patients in the applicant’s primary service
area, and an estimate of the number of women not receiving adequate
prenatal care;

(c) any data and/or analyses provided by the applicant outlining
improvements in the delivery of obstetric services to the defined service area
population anticipated to result from implementation of the proposed

13
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project, such as improvements in patient care outcomes, lower costs than
that currently available in the service area, improvements in geographic or
financial access to care, improvements in continuity of care, or improvements
in the acceptability or cultural competency of obstetric care for the defined
service area population or specific segments of that population;

(d) any demographic or health service utilization data and/or analyses
providing a perspective on the need for the proposed project which is
significantly different from that found in the Commission’s forecast of
obstetric service utilization; and

(e) any other relevant information on the unmet needs for obstetric
services in the service area.

New perinatal programs should only be established in service areas projected
to have stable or declining levels of demand for hospital obstetric services if
the establishment of the new program will demonstrably benefit the service
area population in access, quality and/or cost effectiveness, and the value of
this benefit is determined by the Commission to be greater than the increased
cost resulting from distributing the projected volumes for hospital obstetric
and nursery services over a larger number of hospital programs.

Hospital obstetrics programs should maintain a minimum volume of at least
1,000 obstetric cases per year in metropolitan jurisdictions or 500 cases per
year in non-metropolitan jurisdictions, and 2,000 discharges annually for a
Level IIT or higher program, to assure cost effectiveness.

As a condition of CON and CON exemption approval for additional
obstetrics program capacity, the Commission will require an applicant to
agree to close the obstetric service if the new service fails to meet the 1,000
case minimum volume of obstetric discharges for metropolitan areas, or the
500 case minimum volume for non-metropolitan areas, for any two
consecutive years.

Low volume and very low volume obstetric programs should work with the
Health Services Cost Review Commission to assure the cost effectiveness of
the obstetric and nursery services.

(5) Geographic Access.

Geographic access to obstetric services in Maryland, as measured by travel times, is

excellent. Approximately 98.5 percent of Maryland’s female residents between the ages of 15

Supp. 1
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and 44 are within 30 minutes one-way average automobile travel time from a hospital obstetric
service. New obstetric programs, while able to further reduce travel times, will not substantially

improve geographic access. The potential for closures of hospitals or hospital obstetric services,
on the other hand, could have a negative impact on geographic access, particularly in non-
metropolitan areas. Therefore, the following policy is established to guide downsizing and

relocation decisions.

Policy 5.1 Hospital obstetrics services should be no more than a 30 minute one-way
average automobile travel time under normal driving conditions for at least
90 percent of the population.

15
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.04 Review Standards

The standards in this section are intended to guide Certificate of Need and CON
exemption reviews involving new acute hospital inpatient obstetric services, existing services
proposed to be relocated to newly constructed space, and existing services proposed to be located
in renovated space. Standards (1) through (6) apply to all applicants. Standards (7) through (14)
apply only to applicants for a new perinatal service. Standard (15) applies only to applicants
with an existing obstetric service.

(1) Need. All applicants must quantify the need for the number of beds to be assigned to
the obstetric service, consistent with the approach outlined in Policy 4.1. Applicants for a new
perinatal service must address Policy 4.1.

(2) The Maryland Perinatal System Standards. Each applicant shall demonstrate the
ability of the proposed obstetric program and nursery to comply with all essential requirements
of the most current version of Maryland's Perinatal System Standards, as defined in the perinatal
standards, for either a Level I or Level Il perinatal center:

(3) Charity Care Policy. Each hospital shall have a written policy for the provision of
charity care for uninsured and under-insured patients to promote access to obstetric services
regardless of an individual's ability to pay.

(a) The policy shall include provisions for, at a minimum, the following:
(1) annual notice by a method of dissemination appropriate to the hospital's
patient population (for example, radio, television, newspaper);
(i1) posted notices in the admissions office, business office and emergency
areas within the hospital
(ii1) individual notice provided to each person who seeks services in the
hospital at the time of community outreach efforts, prenatal services, preadmission, or admission,
and
(iv) within two business days following a patient's initial request for charity
care services, application for medical assistance, or both, the facility must make a determination
of probable eligibility.
(b) Public notice and information regarding a hospital's charity care policy shall be

in a format understandable by the target population.

16
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(4) Medicaid Access. Each applicant shall provide a plan describing how the
applicant will assure access to hospital obstetric services for Medical Assistance enrollees,
including:

(a) an estimate of the number of Medical Assistance enrollees in its primary
service area, and

(b) the number of physicians that have or will have admitting privileges to
provide obstetric or pediatric services for women and infants who participate in the Medical
Assistance program.

(5) Staffing. Each applicant shall provide information on the proposed staffing,
associated number and type of FTEs, projected expenses per FTE category and total expenses,
for labor and delivery, post partum, nursery services, and other related services, including nurse
staffing, non-nurse staffing and physician coverage, at year three and at maximum projected
volumes; if applicable, current staffing and expenses should also be included.

(6) Physical Plant Design and New Technology. All applicants must describe the
features of new construction or renovation that are expected to contribute to improvements in
patient safety and/or quality of care, and describe expected benefits.

(7)  Nursery.  An applicant for a new perinatal service shall demonstrate that the
level of perinatal care, including newborn nursery services, will be consistent with the needs of
the applicant's proposed service area.

(8) Community Benefit Plan. Each applicant proposing to establish a new perinatal
service will develop and submit a Community Benefit Plan addressing and quantifying the unmet
community needs in obstetric and perinatal care within the applicant's anticipated service area
population. This Plan should include an outreach program component, and should provide a
detailed description of the manner in which the proposed perinatal service will meet these needs,
and the resources required. At a minimum, the Community Benefit Plan must include:

(a) a needs assessment related to obstetric and nursery services for the
proposed program's service area population, including a description of the manner in which the
proposed perinatal service will satisfy unmet needs identified in the needs assessment,

(b) measurable and time-limited goals and objectives for health status

improvements pursuant to which the Plan can be evaluated; and

17
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(c) information on the structure, staffing and funding of the Plan;

(d) documentation of community support and involvement in program planning for
the Plan by other agencies, organizations or institutions which will be involved, directly or
indirectly, with the Plan;

(¢) an implementation scheme for the Community Benefit Plan.

(f) Applicants must commit to implementation of the Community Benefit Plan and
continuing commitment to the Plan as a condition of Commission approval, and as an ongoing
condition of providing obstetric services.

(g) Applicants must agree to submit an Annual Report to the Commission which
will include:

(1) an evaluation of the achievement of the goals and objectives of the
Community Benefit Plan; and

(i1) information on staffing levels and the total costs of any programs
implemented as part of the Community Benefit Plan.

(9) Source of Patients. An applicant for a new obstetric service shall demonstrate that
the majority of its patients will come from its primary service area.

(10) Non-metropolitan Jurisdictions. A proposed obstetrics program in non-metropolitan
jurisdictions, as defined in the chapter, shall demonstrate that physicians with admitting privileges
to provide obstetric services have offices for patient visits within the primary service area of the
hospital.

(11) Designated Bed Capacity. An applicant for a new obstetric service shall designate a
number of the beds from within the hospital's licensed acute care beds that will comprise the
proposed obstetric program.

(12) Minimum Volume.

(a) An applicant for a new obstetrics program must be able to demonstrate to
the Commission's satisfaction that the proposed program can achieve a minimum volume of 1,000
admissions annually in metropolitan jurisdictions, or 500 cases annually in non-metropolitan
jurisdictions, within 36 months of initiation of the program.

(b) As a condition of approval, the applicant shall accept a requirement that it

will close the obstetric program, and its authority to operate will be revoked, if:
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(1) it fails to meet the minimum annual volume for any 24 consecutive
month period, and

(i1) it fails to provide good cause for its failure to attain the minimum
volume, and a feasible corrective action plan for how it will achieve the minimum volume within
a two year period.

(13) Impact on the Health Care System.

(a) An application for a new perinatal program will be approved only if its likely
impact on the volumes of obstetric discharges at any existing obstetric program, after the three
year start-up period, will not exceed 20 percent of an existing program's current or projected
volume.

(b) When determining whether to approve an application for an obstetrics program
the Commission will consider whether an existing program's payer mix of obstetrics patients will
significantly change as a result of the proposed program, and the existing program will have to
care for a disproportionate share of the indigent obstetrics patients in its service area; and

(c) When determining whether to approve an application for an obstetrics program
the Commission will also consider the impact on a hospital with an existing program that has
undertaken a capital expenditure project for which it has pledged pursuant to H-G Article § 19-
120(k) not to increase rates for that project, so long as the pledge was based, at least in part, on
assumptions about obstetric volumes.

(d) The Commission may consider evidence:

(1) from an applicant as to why rules (a) through (c) should not apply to the
applicant, or;
(i1)) from a very low volume program (fewer than 500 annual obstetric
discharges) as to why a lower volume impact should apply.

(14) Financial Feasibility. Hospitals applying for a Level I or II perinatal program must
clearly demonstrate that the hospital has the financial and non-financial resources necessary to
implement the project, and that the average charge per admission for new perinatal programs will
be less than the current statewide average charge for Level I and Level II perinatal programs.
When determining whether to approve an application for an obstetric program, the Commission

will consider the following:
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(a) the applicant's projected sources of funds to meet the program's total expenses
for the first three years of operation,

(b) the proposed unit rates and/or average charge per case for the perinatal services,

(c) evidence that the perinatal service will be financially feasible at the projected
volumes and at the minimum volume standards in this Plan, and

(d) the written opinions or recommendations of the HSCRC.

(15) Outreach Program. Each applicant with an existing perinatal service shall document
an outreach program for obstetric patients in its service area who may not have adequate prenatal
care, and provide hospital services to treat those patients. The program shall address adequate
prenatal care, prevention of low birth weight and infant mortality, and shall target the uninsured,
under-insured, and indigent patients in the hospital's primary service area, as defined in COMAR
10.24.01.01B.

.05 Definitions

(1) Hospital Obstetric Services. DRGs 370 - 379, and 382 - 384.

(2) Metropolitan Areas. For purposes of this plan chapter, metropolitan areas include:
Anne Arundel, Baltimore, Calvert, Carroll, Charles, Frederick, Harford, Howard, Montgomery,
Prince George’s, St. Mary’s and Washington counties and Baltimore City.

(3) Non-Metropolitan Areas. For purposes of this plan chapter, non-metropolitan areas
include: Allegany, Caroline, Cecil, Dorchester, Garrett, Kent, Queen Anne’s, Somerset, Talbot,
Wicomico and Worcester counties.

(4) Primary Service Area. Defined in COMAR 10.24.01.01.B.
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