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PETITION
STATEMENT OF REQUESTED CHANGE

The Southern Surgical Center, LLC requests the following policy change to the 2010 State
Medical Facilities Plan (SMFP). The Southern Surgical Center requests that a demonstration
project be added to the 2010 plan to study freestanding ambulatory surgery centers.

Chapter 6: Operating Rooms should be changed as follows:

A Freestanding Ambulatory Surgery Center Demonstration Project should be included in the
2010 State Medical Facilities Plan. The demonstration project should include 6 different sites
owned an operated separately in 6 different geographic areas of the state - Mecklenberg,
Forsyth, Guilford, Wake, Pitt, and New Hanover Counties. Each site will be awarded two

operating room and two procedure rooms.
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To clarify the intent of the demonstration, the following criteria need to be added to this

Demonstration Project.

1. Sites must bill as a freestanding Ambulatory Surgery Center, which is not licensed as
part of a hospital or other Medicare Part A provider.

2. Conditions must be applied to the CON, including

e The ASC cannot be sold to a hospital corporation, unless the ASC billing rates
can be maintained, or unless laws are passed that make an owner ineligible for
continued ownership.

e Groups that own, run, or utilize the ASCs must be prohibited from signing
exclusive provider contracts with third pafty payors for any of the services they
provide.

e Each year an applicant must document that seven percent of its facility’s cash

receipts are from self-pay, charity/indigent, and Medicaid patients.

3. Letters of hospital support must be excluded from the application. Applicants may
state their case as to why they will be beneficial to a hospital system, but letters from a
hospital system will benefit only specific types of groups, and will unfairly

disadvantage most applicants.

4. Need for the facility must be supported with documentation of existing historical
~ surgical case volumes of at least 2,000 cases and letters of support from surgeons who

have completed these cases.

5. Applicants may propose single or multi-specialty facilities, and neither should be

favored over the other.
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6. The state should provide a specific outline of what data is to be reported. Each site
should follow the same research protocol and follow the same data points mandated by
the state.

REASONS FOR THE PROPOSED CHANGES

1. Sites must bill as a freestanding Ambulatory Surgery Center, which is not licensed as
part of a hospital or other Medicare Part A provider.

The CON law governs both Operating Rooms and ambulatory surgery centers and all new
operating rooms must be awarded by the state following the lengthy CON process. Currently
we find that the overwhelming majority of operating rooms are under control of hospitals.
Only 10 percent are not hospital-owned. While the CON mandates do not spell this out as a
goal, it is the result that we see today in Wake County and the State as a whole. Most of the
ambulatory surgery operating rooms are located inside hospital inpatient facilities. Multiple
studies show that procedures performed in an Ambulatory Surgery Center provide a better
value to the patient. When those procedures occur in a freestanding non-hospital facility, the

patient gains in cost savings as well as in efficiency of healthcare delivery.

This demonstration study also needs to address the topic of Joint ventures. We have found
that the state will give deference to proposals that partner with hospitals. We are convinced
that any demonstration project for Ambulatory Surgery Centers should specifically state that
they be run by entities that bill ASC rates to ensure cost savings. |

Hospital charge structures are higher and hospital layers of management are heavier. Both of
these impede innovation and cost savings. CON measures of revenue per visit yield
themselves to extensive manipulation through contractual write-offs and payor mix. Charge
is a true measure of impact on the consumer and should be weighted more heavily in the
evaluation. Hospitals are as free to apply as non-hospital applicants, but must find a way to

bill at ASC rates to be competitive for this demonstration study.
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2. Conditions must be applied to the CON, including

* The Center cannot be sold to a hospital corporation, unless the ASC billing
rates can be maintained, or unless laws are passed that make an owner

ineligible for continued ownership.

Outpatient surgery performed in a ‘facility billing as an ASC is reimbursed at lower rates than
hospitals and at lower rates than outpatient surgery centers billing as hospital departments. It
is conceivable that a site could apply for a site with the intention of later converting it to a
hospital department and thus increase reimbursements. This should be prevented in order to

solidify the cost savings to the community.

e Groups that own, run, or utilize these ASCs must be prohibited from signing

exclusive provider for any health care service.

Competition for patients is very fierce in many areas of the state. Physician reimbursements
have been negotiated downwards at significant rates. Groups that own or utilize and ASC
will be able to combine both surgical and nonsurgical provider contracts and provide a great
cost savings to third party payors/ insurance companies. The cost savings for surgical
services will be so substantial that these physicians might be able to convince insurance
companies to sign exclusive agreements them and corner their respective markets. This

should not be allowed to happen.

e FEach year an applicant must document that seven percent of its facility's cash

receipts are from self-pay, charity/indigent, and Medicaid.

We have been reviewing many of the previously submitted petitions concerning ambulatory
surgery centers, and we particularly are interested in the findings of the recent Ambulatory
Surgery Center (ASC) workgroup. We agree with the recommendations made by the
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Ambulatory Surgery Center workgroup, specifically with points involving the reimbursement
ceilings. However we feel that this point will be automatically satisfied with the current
reimbursement schedules in existence. We do agree that each applicant should document 7 %
of cash receipts should be from self-pay, charity/indigent care, and Medicaid. The other
points in that document petition are very valid and agree with those points included in the

recommendations we have made in this petition.

3. Special rules for this project should deemphasize letters of hospital support in the
decision making process. Applicants may state their case as to why they will be
beneficial to a hospital system, but letters from a hospital system will benefit only
specific types of groups, and will unfairly disadvantage most applicants.

Proof of admitting privileges at a hospital should be sufficient documentation of an
applicant’s capacity to handle emergency situations requiring hospital admission. Hospital
commitments to serve Medicaid and uninsured patients who come to the emergency room and
are covered by EMTALA rules and the same rules apply to any patients who may have had
surgery at an ASC. However these commitments have been given undeserved deference in
the CON process. In the current economic climate, even the most liberal of studies repeatedly
note that working people who have insurance that has high copayment and deductibles are
more adversely affected by a high medical charge structure. They are not eligible for charity
deductions, or for social supplements to their family budgets. Their insurance rates go up if
they have a medical condition that causes them to use the health care delivery system. The
incremental approach of CON Policy GEN-3 has insufficient definition and clout to benefit

them. Removing the requirement or deference of hospital support is necessary.

Hospitals are reimbursed at much higher levels, so this alone should make them less
appropriate recipients of this type of CON. If they can find a way to bill as an ASC, as with
partnering with a physician group, they could do so. This way the state will have to weigh the

merits of each application, not which applicant is most supportive of hospitals. The system
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currently has too many back door ways for hospitals to outweigh physician-led proposals for

surgery programs.

4. Need for the facility must be supported with documentation of existing historical
surgical case volumes of at least 2,000 cases and letters of support from surgeons who
have completed these cases. Forecast utilization based only on population growth and
estimated surgical use rates should be considered insufficient documentation. Letters

of support from actual surgeons using the center need to be included in the application.

In deference to community physicians, these sites should be awarded to applicants with an
existing case volume. Population growth and estimated use rates should be considered less
valid. One benefit of making this a requirement is that it will prevent outside corporations

with no ties to the community from coming in and getting involved in the process.

5. Applicants may propose single or multi-specialty facilities, and neither should be

favored over the other.

We believe that the type of facility should not be limited. One possible option would be to
have three single specialty and three multispecialty sites as part of the demonstration study.

The state could derive more information from such a design.

6. The state should provide a specific outline of what data are to be reported. Each site

should follow the same research protocol and follow the same data points.

Standardizing the research protocols will improve the quality of the demonstration project.
An effort should also be made to document "total dollars received per procedure" for cases
done at each site, and compare to "total dollars received per procedure” for the closest
hospital providers. If this information is difficult to come by, a multiple of Medicare
reimbursements can be used for some cases and extrapolated across the fee schedules used by

each center. We have found that patients are very willing to share their EOBs, which detail
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dollars reimbursed to the hospital for cases done there. We are currently using this technique

on an MRI demonstration project currently.

ADVERSE EFFECTS ON PROVIDERS AND CONSUMERS OF
NOT MAKING THE REQUESTED CHANGE

Patients are hurt by the status quo because freestanding ambulatory surgery centers are more
cost effective, and the more ambulatory surgery that can be performed outside of a hospital
and out from under the expensive hospital bureaucracy, the better. Many of these points have
already been listed in previous petitions, (see attachiments). Only ten percent of operating
rooms in North Carolina atre not hospital owned. The freestanding ASC cost structure needs

more support.

More than 70 percent of surgical procedures involve outpatient procedures. Very few of them
involve specialized equipment that must be shared with inpatients. Many procedures can be
done in a procedure room, which is less expensive to build than an operating room. Many of

these procedures would be appropriate for an ASC setting.

If North Carolina is to have the flexibility to respond to the national call for cost management
in health care, we must have policies that permit willing providers to develop innovative
facilities. All of the reform agendas involve increased participation and ownership of
physicians in care management, care evaluation and care direction. In the face of a
documented growing national shortage of specialty physicians, we must think about efficient
use of their time. This requires thinking about deployment of resources in a very different
way. Measuring only the total productivity of existing multi-specialty operating rooms will

force replication of the status quo.
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ALTERNATIVES TO THE REQUESTED CHANGE
CONSIDERED AND REJECTED

The obvious alternative is to develop an ambulatory surgery center using the existing CON
process. The current model for forecasting ambulatory surgery center need is an accretive
methodology that tends to favor adding rooms to existing structures. It contains no provisions
for change thinking. The lengthy debate about two operating rooms in Randolph County in
order to permit a hospital-physician joint venture is evidence of the heavy status quo thinking
implicit in the existing methodology. We did attempt this and were denied.

EVIDENCE OF NON-DUPLICATION OF SERVICES
This requested change would cause no duplication of services.

There are currently no CONs for free standing Ambulatory Surgery Center operating rooms in
Wake County. While a CON for four Operating Rooms has recently been awarded, it is
possible that one or more of the three of the three hospital applicants will end up with the
rooms, and thus leave the county without any additional ASCs. The current surgical volumes
and projected growth of the listed six counties indicate more operating rooms are needed,
especially when considering that the last CON for operating rooms in Wake County took
seven years to be built aftér the award of the CON.

EVIDENCE THAT THE REQUESTED CHANGE PROMOTES SAFETY, QUALITY,
ACCESS AND VALUE

The arguments made in the previous petitions and outlined in the preceding paragraphs
supports the promotion of quality, access, and value. Safety concerns are of the highest
priority, and the existing state, Medicare, and licensing requirements will be in effect for these
demonstration ASCs as they are for existing ones, as well as hospital based operating rooms.

This will ensure safety protocols and designs are met.
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CONCLUSION

We have reviewed many of the previous petitions and also the findings of the Ambulatory
Surgery Center Workgroup. We also applied for Operating Rooms under the existing CON
framework and despite having a fully conforming application, we were denied and the need
remains. Therefore, we are petitioning the state for an Ambulatory Surgery Center
Demonstration Project for six Ambulatory Surgery Centers in different regions of the state

(two rooms each) and are making the following recommendations.

1. Sites must bill as a freestanding Ambulatory Surgery Center, which is not licensed as
part of a hospital or other Medicare Part A provider.

2. Conditions must be applied to the CON, including

e The Center cannot be sold to a hospital corporation, unless the ASC billing
rates can be maintained, or unless laws are passed that make an owner
ineligible for continued ownership.

e Groups that own, run, or utilize these ASCs must be prohibited from signing
exclusive provider for any health care service.

o FEach year an applicant must document that seven percent of its facility's cash
receipts are from self-pay, charity/indigent, and Medicaid.

3. Letters of hospital support must be excluded from the applicaﬁon. Applicants may
state their case as to why they will be beneficial to a hospital system, but letters from a
hospital system will benefit only specific types of groups, and will unfairly
disadvantage most applicants.

4. Need for the facility must be supported with documentation of existing historical
surgical case volumes of at least 2,000 cases and letters of support from surgeons who
have completed these cases. |

5. Applicants may propose single or multi-specialty facilities, and neither should be

favored over the other.
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6. The state should provide a specific outline of what data is to be reported. Each site
should follow the same research protocol and follow the same data points mandated by
the state.

We agree with many of the general points put forward by other similar petitions, but feel our

points are the ones that will result in a successful demonstration study.

Sincerely,

Paul L. Burroughs I1I MD
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Medical Facilivies

Petition Planning Secrion

State Health Coordinating Council (“SHCC™)
) for
New Need Methodology Related to Ambulatory Surgical
: Operating Rooms

Proposed By:

Affordable Health Care Facilities, LLC
March 5, 2008

I Petition

it is proposed that the SHCC change the need methodology for ambulatory
surgical operating rooms to provide more price competition, increased patient
access and choice, and fransparency of actual service purchase costs through
a managed approach allowing for increased levels of price competition, while
accounting for such factors as care for indigent populations and the fragility of
rural health care delivery.

Specifically, a faci-based study that reviews individual explanation of benefits
("EOBs™) will be used to support the underlying review and need methodology
change. Prior studies by the SHCC and other organizations have not had the
mechanism in place fo collect EOBs by provider and location for the basis of
anaiysis.

The desired result of the change in need methodology for ambulatory surgical
operating rooms will be:

1. Increased levels of patient access and choice;
2. Lower cost for services; and

3. Complete transparency of cost prior to the purchasing of oufpatient
surgical and other services in outpatient ambulatory surgery settings.

The Office of the Inspector General ("OIG") has already documented the cost
savings of ambulatory surgery cenfers ("ASCs") over hospital-based outpatient




departments. CMS is moving toward further incentives to encourage the use of
ASCs. Therefore, it is fiscally responsible for the SHCC through the State Medical
Facilities Plan ("SMFP”) fo encourage development of more cost-effective ASCs
with cost transparency for patients.

. Environmental Overview

The rising cost of health care services continues fo cause alarm among many
constituencies in North Carolina. The fastest growing component of this health
care inflation is outpatient facility-based services, CON legisiation has not
confrolled costs in the outpatient facility sector, which includes hospitals, ASCs,
and diagnostic facilifies,  On the one hand, we want to encourage more
outpatient care to save costs over inpatient settings. However, outpatient
facility costs seem to bear little relationship to underlying cost of providing the
services due fo lack of price regulation or cost transparency among providers for
consumers to negotiate lower service pricing.

Please read the excerpt from an article written in Health Affairs by Paul B.
Ginsburg, President of Center for Studying Health System Change,
(January/February 2008): -

Hospital activity. Hospitals have been expanding capacity, not predominantly by
adding new beds but by expanding specialized facilities (such as operating rooms
and imaging facilities) needed to serve patients with the latest technology. When
hospitals do increase inpatient beds, the new construction typically occurs in
rapidly growing suburbs, where well-insured patients live. Competing hospital
systems also have expanded into some communities where hospital systems
have already established dominance, raising concerns about overcapacity.

HSC researchers have documented the hospital "specialty-service line" strategy.
and such strategies are continuing.” Hospitals have identified the types of
services that are most profitable—under a mix of diagnosis-related group (DRG),
per diem, and discounted charge reimbursement—and are expanding capacity to
provide those services. Interviews with hospital executives suggest that the
profitability of the services is the key to developing a service line, with cardiac
procedures often topping the list. As one hospital chief executive officer (CEQ)
told me in response to a question about capital spending priorities: "We just list
the specialty lines by profitability and go down the list."We found no hospitals
developing a mental health service line: such admissions generally are
considered money losers. It may have been too early, but we did not obtain
indications of adjustments to these service-line strategies in response to the
major revamping of the DRG system started in 2006. The changes appear to
have reduced the variation in relative profitability of different DRGs but probably
did not eliminate that variation.

in some larger markets or communities, we have seen a duplication of services in
a form of "medical arms race” among competing health care facilities. There is
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also some evidence of "shadow pricing” of such services by facilities to non-
government payers. We are also finding increased levels of consolidation in
markets, such as Charlotte, where the hospitals are purchasing physician
practices at an increasing rafe. The result is a frue integrated delivery system
(IDS™). Yet it is unclear if the IDS’s are resulting in more accessible and
affordable health care services or just further preserving the dominant market
positions of the existing licensed facilities. It may be argued that the IDS's have
reduced compefition.

The ASC sefting is where we have the greatest opportunity to achieve cost
savings for patfients or consumers.  We should increase levels of pricing
transparency fo consumers in the ASC setting. The fransparency will allow
consumers fo befter evaluate services and their value before purchasing such
services. It can be argued that such fransparency will result in increased levels of
price competition and more informed consumers.

. Framework for Need Methodology Change

The SHCC has the capability to change need methodology for a CON without
the reguirement of new legislation. Shown below are the key premises of an
approach for a new CON methodology that would allow providers to develop
ASCs in place of the current need methodology volume limitations found in the
SMFP:

1. Capital Cost

o Each ASC facility must have a total capital cost of less than $1.25 million
per operating room in order to be eligible to apply for g CON.

s«  Complete architectural and engineering plans with construction cost
estimates must be developed 1o confirm cost-effectiveness and
compliance with the $1.25 million threshold.

« The ASCs must agree through affidavit to meet dll state licensure,
accreditation, and Medicare cerfification requirements in the CON
application.

Objective: Build and operate the most cost-effective, efficient, and high
quality facilities that meet all state licensure, accreditation, and Medicare
cerlification requirements.
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2.

Indigent Care and Community Safety Net

= Facilities must agree fo have at least 5% of its total patient load being
charity or indigent care (less than $200 per service in reimbursement).

» Upon annual facility licensure renewal, if the 5% charity/indigent care
threshold has not been met, the facility must pay info a DHSR managed
sfate facility fund up to §% of the facility's average reimbursement to
reach the threshold.

= Under this approach, the facilities are an integral participant in the
community safety net for care.

Objective: The major opposition to changes in CON need methodology will
come from opponents who believe that the proposed facilities will not
provide their “fair share” of charity/indigent care and undermine the hospital
position of being a community’s heaith “safety net”. Physicians now provide
the professional services portion of charity/indigent care in the hospital
sefting. In the proposed facilifies, the ASCs will provide 100% of both
professional and facility services for charity/indigent care at a required
minimum level or be forced to pay the difference to a state facility fund
managed by DHSR for such care.

Rural Counties and Service Areas

 Facility construction is imited to North Carolina counties with the following
demographics:

- Counties with a population of at least 85,000 and one (1) hospital; or

- Counties with a population of at least 125,000 and two (2) or more
hospitals., |

Objective: Another sfrong opposition argument will come from rural county
hospitals and political leaders that believe the proposed change in need
methodology will threaten the financial health of rural hospitals and the
county’s health “safely net” now being provided by the hospital(s). By
limiting need methodology change to non-rural counties, this opposition
argument is neuiralized in large par.

' Please efer 1o Appendix A for alist of eligible North Caraling counties.




4. Excessive Cost Counties and Service Areas

« Applicant facilities must prove through the collection of explanation of
benefits (EOBs) statements and other sources that facility charges in the
target counties exceed 200% of prevailing Medicare reimbursement for
the services that the facility will provide before receiving g CON.

Objective: The primary objective of the proposed approach is to provide
necessary price competition for facilities that are not providing affordable
hedlth services to their communities and citizens. Therefore, only counties
with excessive cost and reimbursement structures for facility services will be
eligible. It is important to provide such price competition in combination with
regulatory reporting and monitoring associated with price ceiling limits,
disclosure, and transparency for any new ASC facilities.

5. Price Ceiling Limits, Disclosure, and Transparency for New Facilities

» ASC facilities agree not to charge more than 200% of prevoilihg Medicare
reimbursement by CPT code to all payers and consumers.

» Medicare has developed a new ASC reimbursement methodology based
on CPT codes that can be accessed over the Internet if DHSR or another
organizatfion is willing to host such a web sife.

¢ Facilifies agree to publish a list of their charges by procedure or service
and file a report each year with the DHSR with these charges upon
licensure renewal,

e Facilities agree to provide each consumer with an individual financial
review of his/her expected out of pocket cost for the respective payer
prior to performing the procedure or service.

Objective: The provision of price ceiling limits in combination with full
disclosure and fransparency of pricing will be a strong force for price
competition in the target counties that have excessive facilily costs. New
facilities will not readily support the price ceiling limits and reporting
requirements, but this approach is the foundation for increased price
competition given regulatory oversight to supporf increased levels of
consumer affordability with full disclosure and fransparency. The approach
also distinguishes new facilities from hospital and other facilities that do not
want such charge disclosure and fransparency. The approach clearly
separates new facilities from the current market position of non-disclosure,
which is quite anli-consumer and not patient centric.




6. Single Specialty Facilities

» Itis well documented that single specialty ASC facilities can operate at
much lower costs and higher levels of operations efficiency than other
types of health care facilities, such as larger hospitals and health systemns,

e Only single specialty ASC facilities are eligible for a CON under the new
propfosed need methodology.

Ob[ecﬁs)e: Document why single specialty and majority physician owned
and operated facilities are more efficient and cost-effective than hospital
based and other types of facilities.2

7. Demonstrated Volume

* ASC facilities must demonstrate that that they will perform o minimum
target level of procedures per year. If forecasted volume fargets are not
reached by year two (2) of operation, the facility will Iose its CON and
state license.,

» The target procedure volume for an applicant ASC is 1,000 procedures
per operating room.

Objective: Document that the new facilities will have sufficient procedure and
service volume fo support operations. Lefters of support from referring physician
can be used fo support volume and the need for the new facilities. If procedure
and service volume targets are not achieved, the penalty will be loss of the
facility’s CON and state license. The penalty is significant so as fo deter low
volume provider entry.

8. Physician Commitment to “Call” Coverage

* Physician groups who develop and operate the new facilities must
commit to contfinued "call” coverage at area hospitals in order to
maintain licensure for the facilities that they may develop.

» “Cdall” coverage is maintained in accordance with each individual
hospital’s medical staff by-laws, not by state mandate as to specific
reqguirements.

- Single specialty hosptals and ASCs can provide documented avidence of lower operations costs and
increasad levels of operations efficiancy for outpatient services.

5
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Obijective: Hospitals fear thal once physicians develop and operate their own
ASCs that they will no lpnger be willing fo provide “call” coverage af the
hospitals. Maintaining licensure of the facilities will require “call” coverage
commitment.

IV. Supporiing Analysis

No change in need methodology for the development of ambulatory surgical
operating rooms can occur without a fact-based analysis. The SHCC may not
have fhe resources fo undertake the data collection and some of the analysis.
Therefore, it is proposed that potential petifioners undertake the analysis
proposed by the framework in ill. Framework for Need Methodology Change
above. This analysis then can be presented to the SHCC no later than May 1,
2008 for review and public discussion.

Attached as Exhibit B is a sample EOB analysis that has been undertaken by
gastroenterology practices in their CON applications for new gastrointestinal
("Gl") endoscopy centers.  This is the type of analysis that the SHCC should
expect in addition to a comparison to prevailing Medicare reimbursement by
CPT code for each health service to be delivered.

V. Pofential Opposition to Petition

Opposition to this pefition for need methodology change related to the
development of ASCs is likely to come from existing licensed facility providers. If
the existing licensed providers and their doffiliated organizations (e.g.
associations) choose to oppose this proposdl, they are being anti-competitive
and anti-patient.  An alternative would be o implement a price reporting and
control system such as Maryland uses in addition to consumer disclosure and
fransparency provisions for all licensed facilities and health service in North
Carolina. The current regulatory approach is not effective at controlling health
care costs and ensuring access to affordable health services for patients.

One of the most interesting aspects of health care is facility use. The more health
care facilities we build, the greater the use in most every case. We must begin to
regulate price through increased competition, some level of price regulation,
and disclosure transparency to purchasers. The current CON methodology is
ineffective at controlling health care expenditures, especially under a regulated
CON methodology which does not permit new forms of enhanced delivery and
competition. In the end, the proposed need methodology change will only be
effective or implemented in non-competitive markets with high prices to
patients.
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Appendix A

Eligible North Carolina Counties Under AHF Petition Requirements

%o

COUNTY JO6Pop AOOPop | Growth | Grow
ALAMANCE 139,786 130,794 8,992 6.9
ALEXANDER 36,296 33.609 2,687 8.0
ALLEGHANY 11,012 10,680 332 3.1
ANSON 25,371 25,275 96 0.4
_ASHE 25,774 24,384 1,390 5.7
AVERY 18,174 17,167 1,007 5.9
BEAUFORT 46,346 44,958 1,388 3.1
BERTIE 19,355 19,757 -402 2.0
BLADEN 32,870 32,279 591 1.8 |
BRUNSWICK 94,964 73141 | 21,823 29.8
BUNCOMBE , 221,320 206,209 | 15,021 7.3
BURKE ‘ 88,663 89,145 -482 -0.5
CABARRUS 157,179 131,030 | 26,149 20.0
CALDWELL 79,298 77,710 1,588 2.0
CAMDEN ‘ 9,284 6,885 2,399 34.8
CARTERET = - 63,558 59,383 4,175 7.0
CASWELL ) 23,523 23,501 22 0.1
CATAWBA 151,128 141,677 9,451 6.7
CHATHAM 57,707 49,334 8,373 17.0
CHEROKEE 26,816 24298 | 2518 | 104
CHOWAN 14,664 14,150 514 3.6
CLAY 10,144 8,775 1,369 15.6
CLEVELAND 96,714 96,284 430 0.4
COLUMBUS 54,656 54,749 -93 -0.2
CRAVEN 95,558 91,523 4,035 4.4
CUMBERLAND 306,545 302,962 3,583 1.2
CURRITUCK 23,518 18,190 5,328 29.3
DARE 34,674 20,967 4,707 15.7
DAVIDSON 155,348 147,269 8,079 5.5
DAVIE 39,836 34,835 | 5,001 14.4
DUPLIN , 52,710 49,063 3,647 7.4
DURHAM 246,824 223306 | 23,518 10.5
EDGECOMBE - 52,644 55,606 -2,962 -5.3
FORSYTH N 331,859 306,044 | 25815 8.4
FRANKLIN ! 55,315 47,260 8,055 17.0
GASTON : 197,232 190,310 6,922 3.6
GATES . 11,602 10,516 1,086 10.3

LGRAHAM . 8,109 7,993 116 1.5




Eligible North Carolina Counties Under AHF Petition Requirements

Appendix A (continued)

GRANVILLE 53,840 48,498 5.342 1.0
GREENE 20,833 18,974 1,859 9.8
GUILFORD 449,078 421,048 | . 28,030 6.7
HALIFAX 55,606 57,370 -1,764 -3.1
HARNETT 103,714 91,062 | 12,652 13.9
HAYWOOD 56,662 54,034 2,628 4.9
HENDERSON 100,107 89,204 | 10,903 12.2
HERTFORD 23,878 22,977 901 3,9
HOKE 42 202 33,646 8,556 25.4
HYDE 5,511 5,826 -315 -5.4
IREDELL 145,234 122,664 | 22570 18.4
JACKSON 36,312 33,120 3,192 9.6
JOHNSTON 151,589 121,900 | 29,689 24.4
JONES 10,318 10,398 -80 -0.8
LEE 55,282 49,172 6,110 12.4
LENOIR 58,172 59,619 -1,447 -2.4
| LINCOLN 71,302 63,780 7,522 11.8
MCDOWELL 43,632 42,151 1,481 3.5
MACON 33,076 29,806 3,270 11.0
 MADISON 20,454 19,635 | 819 4.2
MARTIN 24,396 25,546 -1,150 -4.5
MECKLENBURG. 826,893 695,427 | 131,466 18.9
MITCHELL 15,906 15,687 219 1.4
MONTGOMERY 27,506 26,836 670 2.5
MOORE 82,292 74,770 7,522 10.1
NASH 92,220 87,385 4,835 5.5
NEW HANOVER 184,120 160,327 | 23,793 14.8
NORTHAMPTON 21,524 22,086 -562 -2.5
ONSLOW 161,212 150,355 | 10,857 7.2
ORANGE 123,766 115,537 8,229 7.1
PAMLICO 13,097 12,034 163 1.3
PASQUOTANK 39,956 34,897 5.059 14.5
PENDER 48,724 41,082 7.642 18.6
PERQUIMANS 12,442 11,368 1,074 9.4
PERSON 37,448 35,623 1,825 5.1
PITT 146,403 133,719 12,684 9.5
POLK 19,080 18,324 756 4.1
RANDOLPH 138,586 130,470 8,116 6.2
RICHMOND 46,700 46,551 149 03
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Eligible North Carolina Counties Under AHF Petition Requirements

Appendix A

ROBESON 129,048 123,241 5,807 4.7
ROCKINGHAM 91,830 91,928 -98 -0.1
ROWAN 134,540 130,348 4,192 3.2
RUTHERFORD 63,178 62,901 277 0.4
SAMPSON 64,057 60,160 3,897 6.5
SCOTLAND 36994 | 35998  996| 28
STANLY 59,128 58,100 1,028 1.8
STOKES 46,335 44,707 1,628 3.6
SURRY 72,990 | 71227 | 1,763 25
SWAIN 13,938 12,873 965 7.4
TRANSYLVANIA 30,360 29,334 1,026 3.5
TYRRBELL 4,240 4,149 91 2.2
UNION 172,087 123,738 48,349 38.1
VANCE 43,920 42,954 966 2.2
WAKE 790.007 627,865 | 162,142 25.8
WARREN 19,969 19,972 -3 -0.02
WASHINGTON 13,360 13,723 -363 -2.6
WATAUGA 43,410 42,693 717 1.7
WAYNE 114,930 113,329 1,601 1.4
WILKES 66,925 65,624 1,301 2.0
WILSON 77,468 73,811 3,657 5.0
YADKIN 37,810 36,348 1,462 4.0
YANCEY 18,368 17,774 594 3.3
%
STATE OF JO6Pop AQOPop | Growth | Grow
NORTH CAROLINA 8,860,341 8,046,813 813,528 10.11
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Provider Disallowed Altowable Patient ** Estimated Discount
Payer Procedure Charge Amount Reimbursemeant Responsibility From Charges .
|_Mega Life/MedCos! Colan+EGD - Hospital 51,902 61 54,418,294
Colon+EGD - Prof Anesthesia $864 00 $128.80 $734 40 sewess | ]
Colon+EGD - CRNA 563030 H0.00 S630.00 $520.00
Total |  $7.017.05 §1,234.21 $6,782.84 $4,065.34 17.59%
Proposed Facility Colon+EGD - Facility Fee 3180.00 3525 00 SRESEEY FE 28 !
Colon+EGD- Prof Anesthesia S420.00 R AL 8L $42.00 53.00%, '
Total { $1,085.00 $360.00 $735.00 $567.00 32.88%
Provider Disallowed Alowable Patient *~ Estimated Discount
Payer Procedure Charge Amount Relmbursement Responsibility _From Charges
| _Assurant/MedCost Colon+EGD - Hospital BEAG7.00 5873 ap $3.493.62 32,083,491 ‘
Colon+EGD - Pro! Anesthesia 7GR 00 50.00 S7ER OO ATEE.00
Colon+EGD - CRNA $406.00 50.00 SATC.00 S400.00 .50
_ Total |  55,535.02 $873.40 $4,661.62 $3,251,81 15.78%
Proposed Facility Colon+EGD - Facility Fee 5 SI50.00 355800 202,50

Colon+EGD- Prof Anesthesia

$220.05

S&15.00

52000

Sda a0

Total

$1.095.00

$360.00

$735.00

$304.50

32.88%

*

"Global” fees include physician professional as well as facility reimbursement, whi
** The high deductible health plan for this patient results in much higher out-of-

ch creates significant patient cost savings,

pocket costs versus other insurance payers,
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March 4, 2008 MAR 05 26608
North Carolina Division of Health Service Regulation MiEdical Faciities
Medical Facilities Planning Section T"!AMN%N aSe CﬁONI

2714 Mail Service Center
Raleigh, North Carolina, 27699-2714

RE: PETITION FOR A CHANGE IN THE BASIC POLICIES AND METHODOLOGIES FOR
THE 2009 STATE MEDICAL FACILITIES PLAN

Dear Planning Board:

In accordance with the instructions in the 2008 State Medical Facilities Plan (SMFP), Carolina
Ophthalmology, P.A., is submitting the enclosed petition for consideration of a change in the
current planning policies and methodologies regarding allowance of new ambulatory surgery
centers (ASCs) for the upcoming 2009 SMFP, 1t is our contention that current Certificate of Need
(CON) laws are not only outdated, but used in their current broad application, they do not best
serve the overall needs of the citizens of North Carolina.

Throughout the country, CON laws are being reviewed, adjusted, and in many cases, repealed as
a result of trends being seen in our health care system. The overwhelming volume of data to
support the growth of ASCs is undeniable. As you will see, our petition focuses on the three basic
planning principles used in the SMFP, cost, quality, and access to care, as the basis for our
arguments. Our request is not without precedent, as our neighboring state of Georgia (among
others) has already seen the efficacy in allowing single specialty ASCs to proceed without the
demonstration of need. '

We hope that the state will view our request as an attempt to move our statewide system forward
in the spirit of the planning guidelines. We encourage the planners to take a fresh approach to this
issue and to consider the benefits to the citizens of North Carolina above all else. Should you to
need further information or have questions regarding our petition, please feel free to contact us.
We look forward to discussing this request with the members of the Medical Facilities Planning
Division.

Richard P.-Holmes, Administrator
Carolina Ophthalmology, P.A.

1701 Old Village Road . - _ One Vanderbilt Park Drive, Ste, 150 36 Westgate Plaza

Hendersonville, NC 28791 _ Asheville, NC 28303 Franklin, NC 28734
828-693-1773 828-277-8233 828-369-42306

300-624-8575 toll free v 800-624-6575 toll free 800-624-6575 toll free




PETITION FOR A CHANGE IN THE BASIC POLICIES AND
METHODOLOGIES FOR THE 2009 STATE MEDICAL FACILITIES PLAN

TO: North Carolina Division of Health Service Regulation
Medical Facilities Planning Section
2714 Mail Service Center
Raleigh, NC 27699-2714

S Ml Plavwine,
PETITIONER: Carolina Ophthalmology, P.A. SECEWVED
Richard P. Holmes, Administrator
1701 Old Village Road FAR S T
Hendersonville, NC 28791
(828) 693-1773 Veedial Fagiiinc.
rholmes(@carolinaophthalmology.com Blanving Seerine.
DATE: February 28. 2008
RE; Petition for A Change in the Basic Policies and Methodologies for the

2009 State Medical Facilities Plan

L. INTRODUCTION

Carolina Ophthalmology. P.A.. submits this petition to request that the state implement a change
to the current policy for Certificate of Need (CON) for the specialty of Ophthalmology as it
relates to building an Ambulatory Surgery Center. Current policy requires that all ambulatory
surgery operating rooms must first be justified by an “adjusted needs determination formula™. A
need must be determined by this formula before the CON application process can be initiated. 1t
is our contention that this policy is not only outdated. but is no longer supported by data which
originally bolstered the premisc of CON ideology. By this petition, we request that the state
consider a policy change which more closely promotes the utilization of sites of service
providing-more affordablc care while maintaining high quality and safety standards. This request
follows along with the state’s documented planning principles of cost control, access to care and
quality ot health scrvices. We request that the state issue an exemption to the CON process for
ambulatory surgery centers for the discipline of Ophthalmology based upon the logic and
arguments that follow. While other specialties may also have some validity within these same
contexts, we contend that the discipline of Ophthalmology is unique in its surgical service mix
and lends itself more completely to the ambulatory surgical setting.

Over the last three decades. there is no doubt that Ambulatory Surgery Centers have
demonstrated an exceptional ability to improve quality and patient satisfaction while
concurrently reducing costs. Physicians opened the first ASC in 1970 because of the frustrations
they faced with local hospital operating suites. including scheduling delays. staffing
mnadequacies, limited OR availability and outdated or inadequate technology. Those same
frustrations still exist today. Since then, ASC growth has been exponential with the number of

- Medicare certified ASCs growing from 2786 in 1999 to over 4700 in 2007. ASC settings allow




physicians to exercise professional autonomy over their work environment and allow them more
control over the quality of surgical outcomes. Not only are they able to design these facilitics to
better accommodate their specialty, but they are also able to schedule procedures more
conveniently, control technology and supplies that are suited to their specialties, and they are
able to put together specially trained and highly skilled teams familiar with the surgical
techniques being performed. The end result is high quality, convenient, more cost efficient care
for the patient.

Though the statistics are an increasingly moving target, in a report by the National Conference of
State Legislatures in November, 2007, fourteen states have discontinued their CON programs
and have opted to control costs through other measures. Of the 37 states with some form of CON
regulation, only 27 states regulate ambulatory surgery services. Just because the CON process
has been in place in North Carolina for decades does not mean that the process is working for the
people of North Carolina. In 2005, The John Locke Foundation, a North Carolina based
nonprofit, nonpartisan public policy research institute, provided a compelling case for the repeal
of CON laws in the state. In a series of reports called “The Macon Series ™ the author concludes
that "The idea that in the area of health care services, free market competition can’t work as a
means of cost control is not grounded in either economic theory or empirical evidence.” While
we are not suggesting ¢ wholesale repeal of the CON laws, we are suggesting that the state
consider these valid arguments for change.

We submit this petition along with the following premises/arguments and ask the state to
consider the logic and empirical evidence that follows to support this request:

Premise (1) The current outpatient surgical system serving our population is a poor value for
the North Carolina consumer. There is a large potential for reduced costs and
overall health care savings if eye surgical procedures are done in a freestanding
ASC vs. a Hospital Outpatient Surgical Department.

Premise (2)  Ophthalmology represents a unique specialty in the provision of efficient. high-
volume surgical services in an ambulatory surgical setting.

Premise (3)  Ophthalmology can provide improved quality of care for eye surgery. including
outcomes. convenience and increased patient satisfaction through the delivery of
surgical services in a single specialty ambulatory surgical environment.

Premise (4)  Ophthalmology can provide improved access to care for patients through the
delivery of services in a single specialty ambulatory surgical environment.

Premise (5)  Ophthalmology can provide increascd efficiency and improved utilization of
facility and professional resources through the delivery of services in a single
specialty ambulatory surgical environment.

Premise (6)  Current North Carolina state health planning policies are outdated and promote
unfair competition between surgical practices.
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The surgeons of Carolina Ophthalmology are subspecialty trained in cornea, refractive surgery,
reting, glaucoma, and oculoplastics as well as general ophthalmology. Patient volume for
surgical eye cases in our practice equals about 6,000 procedures per year. We have been serving
the eye surgery needs of the people of Henderson County for over 27 years and are the largest
provider of cataract services in the county. We have seen it become increasingly difficult to
schedule patients efficiently in the current shared hospital OR system. We have also seen it
become increasingly costly for our patients to receive these cye surgery services. In addition, we
have seen competitive practices that have been allowed to build ambulatory surgery centers
utilize this in a marketing capacity to create unfair competition. Approval of this request will
allow patients a choice of delivery modes for their eve surgery, thus allowing them a choice in
the value they receive for their health care dollar, and will allow us to pursue a more cost
etfective, higher quality and more efficient mode of delivery for eye surgery in our county and
the surrounding areas.

11, RATIONAL FOR A CHANGE TO CURRENT POLICY FOR ALLOCATING
OPERATING ROOMS BASED UPON A NEEDS BASED FORMULA

Poor Value of the Ci urrent Svstem

It has been well documented that services provided in ambulatory surgery centers are more cost
cffective than when performed in the hospital outpatient setting. The very first stated
goal/principle governing the development of the State Medical Facility Plan (SMFP) is to
“promote cost-effective approaches™ to health care in North Carolina. Across the country. eve
surgery cases are now performed almost exclusively in ambulatory surgery settings and the
opportunities for cost savings are impressive. In the United States. according to the National Eve
Institute (NEI), cataract surgery is the most frequently performed surgical procedure among 30
million Medicare beneficiaries. Approximately 1.35 million cataract operations are performed
annually at an estimated cost of $3.5 billion.

The cost saving trends for ambulatory surgical centers are undeniable and account for one of the
key reasons for their exponential growth. As an example, the Medicarc Payment Advisory
Commission (MedPac) found that a cataract operation cost only $942 at an ambulatory surgery
center in 200] as opposed to $1334 at a hospital. Patients typically pay less coinsurance for
procedures performed in an Ophthalmology specific ASC. For example, a Medicare beneficiary
could pay as much as $496 in coinsurance for a cataract extraction in a hospital setting vs. that
same beneficiary co-pay would be $1935 in an Ophthalmojogy specific ASC. Studies have shown
the Medicare program would pay approximately $464 million more per vear if all procedures
performed in an ASC were instead furnished in a hospital. {Source: Ambulatory Surgery
Centers, A Positive Trend in Health Care, ASCA and ASC Coalition, November, 2006}

In a separate study conducted by The Moran Company for the Federated Ambulatory Surgery
Association (FASA). they found a similar result. The study identified and analyzed about 5
million hospital outpatient department claims as those Medicare would reimburse if performed in
an ASC. It found that in 2005, claims in an outpatient hospital setting would cost Medicare about
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$4.4 billion versus the same claims done in an ASC setting would total about $2.8 billion, or
about $1.6 billion in savings. On average. claims cost $320 less in an ASC as compared to a
hospital outpatient department {Source; Press release; Federated Ambulatory Surgery
Association, April 5. 2005}, The Prevent Blindness North Carolina organization estimates that
562.051 people in North Carolina age 40 and over have cataracts, Using The Moran Company
study findings above, the savings for these cases alone could be over $179 million if they were
all performed in a dedicated ambulatory surgery center rather than a hospital setting.

Recently. President Bush stated that ASCs are on the “leading edge of health care™. On February
16, 2006, the White House invited Jerry Henderson, a board member of the Federated
Ambulatory Surgery Association, to address transparency in health care. Ms. Henderson outlined
for the President the growing importance of ambulatory surgery centers and explained why more
and more Americans are opting for surgery in these more patient-friendly environments. She
explained that the co-payment for Medicare beneficiaries is 20 percent of the cost of the
procedure at an ASC compared to 40 percent out of the patient’s pocket at a hospital. And
generally speaking, the costs of procedures at hospitals are higher which means the paticnt pays
more. So. an ASC is less costly for an individual patient, but it"s also less costly for the
government. {Sourcc: Press release; Federated Ambulatory Surgery Association, February 16.
20061

Many high ranking government officials recognize the importance that ASC growth has in our
country’s health system. On February 28, 2007, Centers for Medicare and Medicaid Services
(CMS) Acting Administrator Leslie Norwalk opened the FASA Legislative and Compliance
Seminar in Washington. DC by stating that “Our goal is to provide the right care for the right
patient every time. and ASCs [ambulatory surgery centers]are a critical element of doing just
that.” Predicting that the future of health care will turn on the quality of care patients receive. she
also recognized that ASCs have an edge when patient convenience, physician preference and
cost control are involved. |Source: Press release: Federated Ambulatory Surgery Association,
March. 2007}

Mark McClellan, former Administrator of the Centers for Medicare and Medicaid Services, has
said “ASCs play a very important role in creating a modern. innovative health care system by
providing carc at a lower cost with better patient satisfaction. With the challenge of rising health
care costs. it is clear to me that innovation and creativity in ASCs can make a big difference in
the quality and cost of health care.™ {Source: Press relcase; Federated Ambulatory Surgery
Association, February 16, 2006}

Unfortunately, hospitals have been unable to realize the cost savings of stand-alone, singlc
specialty surgical centers duc to a variety of factors. including the acuity of cases which are done
in the shared hospital OR setting. The resources required to cover this increased acuity are
greatly elevated including on-call staffing and increased numbers of cross-trained nursing
professionals to handle the various surgical needs. Ambulatory surgery centers, on the other
hand, have historically achieved higher productivity and shorter room turnover times duc to
streamlined processes that are not disrupted by inpatient and emergency cases. Their statfing
ratios arc typically lower due to the decreasce in acuity of the case mix. The resulting operation of




a stand-alone eve surgery center is higher quality at a much reduced cost of care to the patient
and to the health delivery system.

Value can be measured in more ways than simple dollar savings. Some of the less touted but
equally important values of ASCs include improvements in technology and medical advances
duc to ambulatory surgery. improved efficiency for physicians, contributions to their community
tax basc, and they make stellar employers. Endoscopic and laparoscopic techniques. as well as
faster-acting ancsthesia drugs were either pioneered in ASCs or gained widespread acceptance
because of their use and refinement in ASCs. Availability of ASCs in communities attracts the
best surgeons who seek out such independent and autonomous control over their specialties.
ASCs typically contribute to their communities” tax base through state. federal. property.
unemployment and other special taxes. ASCs also provide flexibility in staffing which often
maintains some critical employcces in the work force, e.g. nurses. where they might otherwise be
lost 1o the profession due to burn-out or other competing needs. ASCs also provide management
opportunities for nurses that also keeps them progressing in their careers. (Source: FASA,
“Meeting America’s Surgical Needs and So Much More™)

In summary, an Ophthalmology specific ASC would be an overall better value for the citizens of

Henderson and the surrounding North Carolina counties. not only for the real dollar savings that
can be realized, but also for the intangible values that such a facility can bring.

Ophthalmology Is Uniquely Positioned for Efficient ASC Operation

The discipline of Ophthalmology is unique in their needs for an ASC in that almost every
surgical case is capable of being performed in an ambulatory setting. Ophthalmology is one of a
few specialties that are considered “high-volume surgical specialties™ because of the nature and
acuity of the surgical cascs that are performed. In the 2004 MedPac Commission “Report i
Congress: Medicare Payment Policy ™, ophthalmic procedures accounted for a combined 52% of
the share of Medicarc payments for high-volume ambulatory surgical services. No other
specialty came close to performing this number of procedures in an ASC setting. This report also
noted that in 2002, over one third of all high-volume, Medicare certified ASCs specialized in
Ophthalmology. Lastly. the MedPac report noted that during 2002, Ophthalmology procedures
accounted for 38.7% of the ASC services provided to Medicare beneficiaries with the next
closest specialty at 19.5%. These procedures accounted for 56.8% of Medicare payments as a
percent of the total ASC payments made in that year.

A study reported by the Agency for Healthcare Rescarch and Quality (AHRQ) that included
databases for the Healthcare Cost and Utilization Project (HCUP, Fact Book No. 9) stated that
lens and cataract surgery was the most commonly performed ambulatory surgery in 2003. It also
went on to report that lens and cataract surgery was the most common ambulatory surgery billed
to Medicare.

As evidenced in the studies below, it iz critical to note that much eye surgery case volume is
driven by factors associated with aging, According to Prevenr Blindness America, 2002, cataract
affects 20.5 million (1 in 6) Americans age 40 and older. By 80 vears of age, more than onc half




of Americans have cataract. The Mayo Clinic reports that about half of’ Americans older than 65
have some degree of clouding of the lens (cataract). After age 75, as many as 70 percent of
Americans have cataracts that are significant enough to impair their vision. The Journal of the
American Medical Association, JAMA, states that 1.5 million cataract surgeries are performed in
the United States alone each year. The success rate for these surgeries 1s about 98%.

Citing a federally funded study. in »Older Americans 2000: Key Indicators of Well Being —
Federal Interagency Forum on Aging-Related Statistics™. the government study states that health
care expenditures and use of health services among older people are closely related with age and
disability status. For all health services received, the DHHS (Medicare websité) reports that
approximately 62% of expenditures, or approximately 656 billion dollars occurred for those aged
45 and older. Those aged 55 and older accounted for 79% of this amount for a total of
approximately 520 billion dollars in personal health expenditures.

This correlation between aging and health service utilization highlights further the uniqueness of
Ophthalmology relative to surgical demands. A study through the UCLA School of Medicine
et.al. published in the Annals of Surgery in 2003, reported that the aging of the U.S. population
will result in significant growth in the demand for surgical services over the next twenty years. In
the study. "The Aging Population and lts Impact on the Surgery Workforce,” the lead author
predicts the sharpest increases in demand will be in ophthalmology and cardiothoracic
surgery. which will see 47% and 42% increases in demand respectively by 2020, compared
with 2001 (See Figure 1). Some of this growth could outstrip the current supply of resources.
The report states that “Surgeons need to develop strategies to manage an increased workload
without sacrificing quality of care™. In this report. Ophthalmoelogy was also noted as having the
highest proportion of work based in those individuals >65 years of age at 8§%. the highcest
percentage of all specialties reported (See Figure 2, Table 4). Thesc figures closely correlate with
the incidence of cataract surgery as noted in the above paragraphs. It is conceivable that unless
proper planning (including facility planning) is accomplished at the state levels to provide for
this impending growth, this aspect of health carc could encounter more serious delays and
impacts to quality. To further support the >G5 population growth specific to North Carolina.
according to the AARP Public Policy Institute report, “State Profiles. Reforming the Health Care
Svstem ", from 1995 through 2005, North Carolina experienced a 14.6% growth in individuals
>63 vears of age versus the overal] U.S. growth of 9.2%.

The data from these studics clcarly supports the uniqueness of the specialty of Ophthalmology as
it relates to the high numbers of ambulatory surgery cases performed and the potential for
cconomic impact with the available cost savings for these cases. Based upon all available data,
no other specialty has the demand for performing such a large volume of ambulatory based
surgical procedures, thus a key reason we are asking for an exception to be made for our
discipline. Also. given these statistics and the well documented influx of an older population in
Henderson and surrounding counties, it stands to reason that we will continue to see growth in
the prevalence of cataracts. along with a concomitant growing demand for cataract and other
age-related eye surgeries. Even with existing volumes, it is important to note that we have
experienced scheduling issues around competition for block time in local hospitals. Over the past
few years, duc to competition for OR block time, we have seen this problem worsen. It is our
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position that patients will ultimately be deprived of timely, high quality and cost cffective
ophthalmic surgical services unless changes are allowed in the current supply side of the system.

Impraved Quality of Care/Patient Satisfaction in Ambulatory Surgery Settings

ASCs are highly regulated facilities whereby the safety and quality is evaluated periodically.
This is done through threc processes: state licensure, Medicare certification and voluntary
accrcditation. Almost all accrediting organizations require ASCs to engage in external
benchmarking to assist in measuring quality. Studies have shown that ASCs consistently perform
as well. if not better than. hospital outpatient departments (HOPDs) as it relates to quality and
safety. One study. reported in the Archives of Surgery in January 2004, showed that rates of
inpatient hospital admission and death were lower in freestanding ASCs as compared to HOPDs.
even after controlling for tactors associated with higher risk patients (See Figure 3)

In a MedPac Commission study to Congress relcased in 2006, the data for 77,294 patients
who underwent cataract surgery were analyzed (procedures done in 2001). Of these, 47
percent were performed in a hospital outpatient setting and 53 percent in an ASC. A set
of 22 patient characteristics was selected based on clinical expert opinion, including
general medical and ophthalmologic comorbidities that might increase the facility cost of
performing cataract surgery in an outpatient setting. Of the 22 characteristics, 18 were
more common among HOPD patients than ASC patients, 11 of which were significantly
more common. From the list of 30 possible adverse outcomes following cataract surgery
that was assembled during the Phase 1 study, four conditions were selected for further
analysis. The rate of endophthalmitis, a sight threatening eye infection, was significantly
higher in the 30 days after cataract surgery among patients in the hospital outpatient
setting than in the ASC. The rates of the other three outcomes (cataract fragments,
persistent corneal edema, and iris prolapse) were slightly but not significantly higher in the
OPD patients.

Quality can also be measured by patient satisfaction with a particular service. Recent surveys
through Press Ganey Associates show average patient satisfaction levels in ASCs exceeding
90%. Safe and high quality services. ease of scheduling, greater personal attention and lower
costs are among the reasons cited for the growing popularity of ASCs over the alternatives.
tSource: Ambulatory Surgery Centers, A4 Positive Trend in Health Care. ASCA and ASC
Coalition, November. 2006}

Single specialty ASC settings allow physicians to exercise professional autonomy over their
work environment and allow them more control over the quality of surgical outcomes. Not only
are they able to design these facilities to better accommodate their specialty. but they are also
able to schedule procedures more conveniently, control technology and supplies that are sujted to
their specialties. and they are able to put together specially trained and highly skilled teams
familiar with the surgical techniques being performed. The end result is high quality. cost
efficient care for the patient.
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Improved Access to Care For Patients

Access to carce can fall into two categories: (1) the wait time for needed procedures based upon
availability of OR space: and (2) the ability 1o receive procedures based upon one’s ability to
pay. Freestanding single specialty ASCs have improved flexibility with scheduling over current
hospital based ORs due to the lack of competition for OR space. The constant “juggling”™ in the
hospital OR system to maximize profits and satisfy a large surgeon base can create contentious
feelings between surgeons and between the hospital and its customers. The end result can
frequently be undesirable and often untenable surgical start times for the surgeon. Besides
creating inefficiency for the surgeon’s schedule. it also can create quality issues for some patient
populations required to fast for long periods of time prior to their surgery. The end result is
simply poor medicine.

Proponents of the CON process often cile access to carc, both gcographical and financial, as a
primary reason to maintain these programs. Our physicians currently offer a significant amount
of tree and reduced fee care through various programs such as Project Access and North
Carolina Services for the Blind. We also routinely treat Medicaid patients and frequently provide
unreimbursed cmergency care whereby we do not benefit from the Indigent Care Trust Fund as
do hospitals. In addition, we also offer many free or reduced fee services to individuals in our
community who have demonstrated the inability to pay for these needed services but are unable
to receive any financial assistance. However, we can only control the professional fees for such
services and arc dependent on the area hospitals to follow through with similar policies on the
surgical fees. Unfortunately. our patients frequently report problems along these lines. The
availability of a single specialty ASC would increase our ability to offer indigent and reduced fee
access by allowing surgeons an additional stream of revenue increasing their financial flexibility.
The end result is improved access to care for many patients that would not receive this in the
current system.

Efficient Use of Facility and Professional Resources

Two hospitals. Pardee Hospital and Park Ridge Hospital, account for the entire compliment of
operating rooms available for use for all eye surgery cases in the immediate service arca. Though
we sympathize with the plight of hospitals in these financially challenging times. unfortunately.
the etficiency of the hospital systems varies widely. Becausc the hospital systems are stretched
regarding staffing, fully qualified and trained support staff are not always available for eye
surgery cases, particularly for emergency cases. Not only can this delay the scheduling of eye
cases, it can increasc the risk for patients and thereby results in an argument that the level of
quality is less than desirable (or acceptable) for these cases. As a recent cxample. the need for an
emergency eye casc was recently identified in the early afternoon, but we were unable 10
schedule the case in a local hospital until 7:30 PM. The patient needed to travel quitc a distance
from a rural area in order to receive the surgery. The case was ultimately delayed due to an
emergency C-section and the surgeon was not able to start the case until after 10:00 PM in the




evening. Being an outpatient case, the patient was discharged very late in the evening and faced
and uncomfortable and undesirable drive home.

Efficiency of staff also presents a constant issue in the current system. Staff turnover appears to
be high in the shared hospital OR system, resulting in a frequent lack of expertise among the
newcr personnel. This expertise is vitally important when a complication arises in eye surgery
cases and quality of care can be atfected. Dedicated single-specialty ambulatory surgery centers.
due to their unique focus on specialization, are able to assemble a compliment of stafl that is
more highly trained to dcal with the cases being performed. The staff of an ASC works diligently
with the same physicians in a repeated fashion and can not only anticipate the needs of the
surgeon, but are frequently capable of assisting at a higher level when needed.

High-volume surgeons clearly prefer “uninterrupted repetition” when performing a daily volume
of surgery cases. Some in Ophthalmology would even argue that it improves the quality of their
surgery 10 minimize interruptions between cases. ASCs, because of their efficiency and flow do
allow surgeons this benefit. With the ability to turn over operating rooms, the streamlined pre-
operative processes and the overall lack of bureaucracy. ambulatory surgery facilitics allow
surgeons to virtually continuously operate with very little downtime, frequently utilizing two
rooms for maximum efficiency.

Lastly, competition for surgical time in the shared hospital OR system can be fierce with
multiple specialties having their own unique paticnt populations and their own unique needs.
Hospital OR systems in Henderson County and surrounding arcas are frequently unable to
accommodate this wide range of surgical needs in an efficient manner. Block time that may have
been utilized for years is frequently cancelled in licu of higher acuity cases. In addition. block
time that has historically been utilized for years can be quickly taken away in favor of other
specialties seeking “equal time™. The result can be cancellations of patients already scheduled for
surgery and resultant delays in providing care to eye surgery patients that may be perceived as
having less emergent needs

Current CON Laws Are Qutdated and Frequently Promote Unfair Competition

Current CON laws in our state are outdated, broad in their context and no longer serve the
original purpose for which they were intended. Our request to exempt Ophthalmology from
requirements for a CON for a single specialty ambulatory surgery center is not without
precedent. Our neighboring state of Georgia has already recognized the value in allowing sin gle
specialty disciplines to pursue ambulatory surgery centers. Georgia law exempts surgery centers
focusing on a single specialty from demonstrating need. Other states. including Mississippi.
Florida. Texas, and Massachusetts (among others), have similar exemptions or policies which do
not require CON for physician owned surgery centers. Currently. onlv 27 states have CON laws
that apply to physician owned ambulatory surgery centers.

According to The Locke Foundation in "7he Macou Series” reports. it is not surprisi ng that ~the

evidence matches the economic theory™ when looking at CONs and their general ineffectiveness.
“If CON were “working™ as advertised. then one would expect to see a rise in health care costs
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when the laws were eliminated. But in fact this is not the case.” The reports note one of the most
recent and widely referenced studies by Duke University Professors Christopher Conover and
Frank Sloan. Published in 1998 in the Journal of Health Politics, Policy. and Law. their resulls
are “consistent with “orthodox™ cconomics. Qutput restrictions lead o higher. not lower costs™.
These authors point out that for hospitals. CON laws resulted in a 2 percent reduction in bed
supply and “higher costs per day and per admission. along with higher hospital profits.” exactly
what economic theory would predict. Interestingly. the study “was unable to detect a statistically
significant effect of removing CON on these same expenditures.” But overall. the study found no
decrease in per capita health care spending attributable to CON. An earlicr study showed even
more dramatic results. This study examined data through 1982 and found that CON was
associated with a 20.6 percent increase in hospital spending and a 9 percent increcase in spending
on other health care. Overall. the study found that CON was responsible for a 13.6 percent
increase in per capita spending on personal health care services (Lanning, Morrisey. et.al., 1991).

“The Macon Series ™ reports further state that “it is quite clear that all important aspects of the
production. distribution. and sale of health care services in North Carolina. and most other states.
have been removed from the competitive free enterprise system and placed under the authority of
a command and control government bureaucracy. And like all other burcaucracies. it promotes
factionalism and division and allows some groups and institutions to suppress the activities of
others.” The repart goes on to cite East Carolina University rescarchers Camphbell and F ournier.
who Jound that “there are reasons to suspect that CON may have been adopted for other
purposes...the states most likely to enact CON...werc those with a highly concentrated hospital
industry and increasing competitive pressures...hospitals were largely in favor of CON
regulation. which is understandable considering that it protected them from competition.”

In ouf own experience, we feel the current CON laws allow local competitors to exercise a
marketing advantage over other specialists in the area. By allowing one CON and preventing
others. the state has essentially endorsed the users of onc local ambulatory surgery center by
allowing that facility to be built, while stifling all other competition to provide the samc
opportunitics and cost savings for their patients. Although we have reviewed the CON submitted
and approved for this specialty eye surgery center for the Asheville area back in 2002, we are
still uncléar as to the relevance and justification of allowing this center to proceed given the
current regulations in place. Qur concern. one ol fostering an “anticompetitive barrier to entry”
into the market. is strongly supported by the findings and conclusions of the 2004 joint report of
the Federal Trade Commission (FTC) and the Department of Justice (DOJ), “Improving Health
Care: A Doxe of Competition” described in the next paragraph.

While major supporters of CON tout the “cost saving ability of CON programs”. it is important
to nate here that numerous studies have been done over the last three decades that provide strong
~evidence that CON laws are not effective in controlling costs. Federal support for CON ended in
1986 .with the repeal of the National Health Planning and Resources Development Act of 1974,
The following year. The FTC stated in a press release (August 10. 1987) that “market forces
generally allocate socicty’s resources far better than decisions of government planners™. This
statement was included as part of a letter to the state of Virginia recommending that the state
eliminate COPN regulation of health facilities. In July. 2004, the FTC and the DO issued a joint
report titled “Improving Health Care: A Dose of Compelition " Their study and report were an
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attempt to “improve the balance between competition and regulation in health care™. Following
extensive testimony from industry representatives, legal, cconomic and academic experts on the
healthcare industry and health policy, both agencies concluded that “CON programs can pose
serious competitive concerns that generally outweigh CON programs” purported economic
benefits™. The agencies went further and suggested that there was “considerable evidence that
they (CON programs) can actually drive up prices by fostering anticompetitive barriers to entry™.
The agencies conclusions recommend that “there appear to be other. more effective means of
achieving this goal (cost containment) that do not pose anticompetitive risks™. The agencies
urged states with CON programs to “reconsider whether they are best serving their citizens”
health carc needs by allowing these programs to continue™.

Dr. Michael Morrisey, Professor. School of Public Health at the University of Alabama.
Birmingham, a participant in the FTC-DOJ hearings. wriles that studies show that CON does not
lower hospital costs. This has been shown in a “series of rigorous multi-state econometric studies
in the 1970s, 1980s and 1990s. Conover & Sloan (1998) further concluded that CON repeal had
no etfect on hospital costs”™. Dr. Morrisey notes that there is some evidence that shows that CON
actually raises hospital costs. He cites the same studies as mentioned above showing that
hospitals in states with CON had costs that were 20.6% higher (Lanning et al. 1991).

In summary, the petitioners request that the state consider these numerous studies and the
overwhelming collection of expert opinions which contradict conventional use of need
dectermination as a means of cost and other health care resource control.

L. STATEMENT OF ADVERSE EFFECTS

If this requested change to allow Ophthalmology an exemption to the CON process for
ambulatory surgical service is not made. the petitioners anticipate the following adverse cffects
for our community:

e Patients and the healthcare delivery system will continue to have higher than
necessary costs for eye surgery services.

¢ The ongoing high demand for services. combined with the lack of efficicncy of
the current shared OR system will continue to cause delays in patient’s receiving
timely and efficient cyc surgical services.

e Given the projected growth in Ophthalmology surgery cases as demonstrated in
the studies herein, it is likely that the shortage of efficient “high-volume™
operating rooms in our area will only worsen. This will result in further declines
in the quality of care for eve surgery patients due to extended wait imes for
procedures, poor and undesirable scheduling processes, inadequate technology,
and inadequately trained OR staff.

o Eve surgery candidates will be forced to seek out ambulatory surgery in areas in

less convenient and distant arcas outside Henderson County where they can
receive more timely and more cost effective care.
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e The goals of the SMFP will continue to go unmet given that this option for betier
access. higher quality and more cost effective care will have been denied to the
residents of Henderson County,

INV.ALTERNATIVES

Omne alicrnative to providing an exemption for Ophthalmology. as some states have done. would
be to establish a cap on expenditures for proposed single specialty surgical facilities. All facility
requests that exceed the cap would be required to undergo a needs determination process. Those
which fall beneath the cap would not be required to undergo a needs assessment. Under this
alternative. all multi-specialty ASC requests would still be subject to a needs determination
process, although current SMFP policies may not be the most practical to follow,

The petitieners have explored other alternatives and find that currently. no viable alternatives
exist to resolve the cost issues, the guality issucs. or the operating room utilization issues within
the current system in Henderson County. Only two providers. Park Ridge Hospital and Pardee
Hospital are available to provide this service for patients. While both hospitals provide good
quality. the nature of the shared OR syvstem does not fend itself 1o efficient or cost effective
operation for high-volume outpatient cases such as cataracts and other eve surgery procedures.
Options to transier existing OR capacity into this type of setting are currently not feasible given
the volumes and demand of other complex surgeries provided by the two hospitals,

Maintaining the current system as an alternative is obviously not an option since patients will
continue to experience these same issues. We have worked within the hospital OR svstem for
vears and have seen little improvement in efficiency or cost-ettectivencess. Dr. Jack Egnatinsky.
past president of FASAL has stated that “ASCs consistently save patients and pavers money. But
more importani. they are safe, efficient and focused on the well being of the patient. In a health
care system plagued by incthiciency. excessive costs and a general lack of responsiveness. ASCs
ofler a better alternative for surgical care.”™ Simply put, if permitted. we can provide a better
service and a better alternative for eye surgery patients than the current hospital system.

V. EVIDENCE THAT THE PROPOSED ADJUSTMENT WOULD NOT RESULT IN
DUPLICATION OF HEALTH RESOURCES

Allowing an exemption of Ophthalmology in regards to a CON process for ambulatory surgery
services will not result in a duplication of services. but rather it will clearly meet the goals of the
state medical planning board for a cost effective approach to care that is both accessible and
provides for the delivery ot quality health services. Current demand for operating room time in
the petitioner’s service area is high. with iniense competition for a limited number of rooms.
Hospital surgical suites in the service area have demonstrated that this demand for OR time can
casily be filled with higher acuity cases. In fact. this realignment of block surgery ime will likelv
improve the quality of surgery for those higher acuity cases. In order 1o consider this request a

duplication of services. one would have to support the contention that CON prevents unnecessary




duplication of services above all other reasons. Our proposal will allow for the state planning
goals to be met without impacting the current health delivery system.

While we agree that duplication of services is important and has a place in the state health
planning process. this concept has been applied ~across the board™ for decades as one means to
prevent entry into the market and to protect certain aspects of the health system. Rather than a
broad sweeping application of a needs determination policy as currently used by the state. we
fecl the policy should be reexamined and selectively applied based upon existing data and
current precedents. Only then will the state demonstrate that it is applying its own planning
coneepts to their fullest measure.

VI. SUMMARY

We clearly understand that by our petition. we are asking the stale to consider a new paradigm in
health planning that more closely considers the aspects of cost savings. access to care and the
quality delivery of Ophthalmology surgical services in North Carolina. We also recognize that
this is a departure from decades of following the same planning laws and guidelines. Still. we
remind the board that this request is not without precedent in our neighboring states. Our analysis
herein clearly shows that Certificate of Need regulations have been under scrutiny for vears. and
in fact are changing throughout the country to better serve the needs of its citizens. We have
provided a strong argument regarding the need for change, and it is time for our state to consider
a fresh and innovative approach to health care that reflects the current philosophy and direction
of our country. We are confident that approval of this petition will allow us to pursue an
ambulatory surgical service delivery system for eye surgery patients that better serves the needs
of the citizens of Henderson County and the surrounding Western North Carolina areas.




PERCENTAGE INCREASE RELATIVE TO 2001

FIGURE 1

FORECASTED DEMAND GROWTH IN THE
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FIGURE 2

TABLE 4. Eanm&n: of Work Within Surgical mnm.mm.‘_.q by Age mEcw
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Cardiothoracic™ 0% 0.3%
Cieneral surgery” 2.6% 12.3%
Neurosurgery 2.8% 12.9%
Ophthalmology 0.6% 0.7%
Orthopedic surgery - 0.6% 16.1%
Otolaryngology 39.6% 22.1%
Urology 4.0% 6.3%
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*1n the 1906 NHDS sample, the incidence rate for specific cardiothoracie procedures in pediatric patients was

too small to allow an aceorate incidence rate to be reported.

“Category includes vascular, breast, hernia, abdominal, gastrointestinal, and pediatric procedures,
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