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Project Summary and Regulatory Review
Excel Surgery Center, LLC (Applicant) based at 386 Merrimack Street Suite #D, Methuen, MA,
submitted this Application for a Notice of Determination of Need (DoN) for the development of a
freestanding ambulatory surgery center (ASC) to be located at 386 Merrimack Street Suit #D,
Methuen, MA (Proposed Project). The Applicant is a newly formed, private venture solely owned by
a physician and not affiliated with a hospital, established for the purpose of developing a
freestanding ASC. The Proposed Project is to renovate a 5,000 gross square feet (GSF) space to
accommodate two operating rooms (ORs), three pre-operative beds, and three post-operative
beds. The capital expenditure for the Proposed Project is $1,200,000.00. The Community Health
Initiatives (CHI) contribution is $60,000.00.

This DoN Application falls within the definition of Ambulatory Surgery, which is reviewed under
the DoN regulation 105 CMR 100.000. The Department must determine that need exists for a
Proposed Project, on the basis of material in the record, where the Applicant makes a clear and
convincing demonstration that the Proposed Project meets each Determination of Need Factor
set forth within 105 CMR 100.210. This staff report addresses each of the six factors set forth in
the regulation.

In this case, the Proposed Project is within the Primary Service Area (PSA) of an existing Hospital
that is designated as an independent community disproportionate share or non- disproportionate
share Hospital as defined by the Health Policy Commission’s Massachusetts Hospital Cohort
Designation and Affiliation Status and is not an existing joint venture or Affiliate of the Applicant.

Per regulation, in this case, the Proposed Project must either constitute a joint venture with the
independent community disproportionate share or non-disproportionate share Hospital, or the
Applicant must obtain a letter of support signed by the independent community disproportionate
share or non-disproportionate share Hospital’s chief executive officer and board chair.

Lawrence General Hospital is an independent community disproportionate share hospital located
in the PSA of the proposed ASC. The Applicant received a letter of support from LGH.
1
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Background: Excel Surgery Center, LLC; and Application Overview

Excel Surgery Center, LLC (Applicant). The Applicant is a newly formed, private venture solely
owned by a physician and not affiliated with a hospital, established for the purpose of developing a
freestanding ambulatory surgery center (ASC) in Methuen, MA. The proposed ASC will be operated
by board certified physician, Rami Rustum, MD. Dr. Rustum currently operates Merrimack Valley
Pain Management Associates, PC (MVPMA).! MVPMA was founded in 2008 to provide pain
management medical services to patients throughout New England.? Currently, the Applicant
reports that Dr. Rustum has privileges at Lawrence General Hospital (LGH) in Lawrence, MA and
Steward Holy Family Hospital in Methuen, MA. The proposed ASC will provide outpatient surgical
services in a single medical specialty, pain management.

In compliance with 105 CMR 100.715(B)(2)(a)(3), the Applicant is affiliated with Mass General
Brigham Accountable Care Organization, LLC, a Health Policy Commission (HPC) Certified
Accountable Care Organization (ACO).3 The Department calculated the Primary Service Areas (PSAs)
of the current list of independent community hospitals in Massachusetts and compared the PSAs to
the location of the proposed ASC.# The Proposed Project is within the PSA of an existing hospital
that is designated, as an independent community hospital by the HPC, Lawrence General Hospital
(LGH), therefore the Applicant obtained a letter of support from the CEO and board chair of LGH, as
required under 105 CMR 100.715(B)(2)(b)(2).>

Application Overview

The Proposed ASC will consist of the following:

e 2 operating rooms (ORs), as well as related support and administrative areas

e 3 pre-operative beds

e 3 post-operative (Post Anesthesia Care Unit) beds

e Consultation Area

e Additional space including, lobby and waiting area that will provide ample space for
social distancing requirements.

e Central sterile processing, clean supply areas, as well as administrative and patient
support areas.

! Medical Director & Physician, Merrimack Valley Pain Management Associates, P.C. Board Certified in Anesthesiology &
Pain Medicine. Pain Management Fellowship at BWH & Harvard Medical School.

2 The clinic was founded in 2008 and the first year of operation was 2009.

3 HPC-Certified ACOs - LEAP 2022-2023. https://www.mass.gov/service-details/the-hpc-accountable-care-organization-
aco-certification-program

4 All hospital inpatient discharges for the independent community hospitals were categorized by facility. Frequencies
were calculated, by hospital, for Patient Home ZIP code, along with percentage of all discharges and cumulative percent,
summing high frequency ZIP codes first. SouthCoast is Charlton Hospital, Tobey Hospital, and St Luke's Hospital
combined. Massachusetts Case Mix Hospital Discharge Data, Federal Fiscal Year 2021. For Sturdy Memorial, Center for
Health Information and Analysis’ (CHIAs) Hospital Profile was used to calculate the PSA.
https://www.chiamass.gov/assets/docs/r/hospital-profiles/2020/sturdy.pdf

> HEALTH POLICY COMMISSION. Bulletin on Independent Community Hospitals for Determination of Need Applicants.
https://www.mass.gov/doc/bulletin-hpc-2022-01-independent-community-hospitals/download
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Table 1: Overview of Proposed Project

Current | Proposed Total
Operating Rooms 0 2 2
Pre-operative Beds 0 3 3
Post-operative Beds 0 3 3

The proposed ASC will support surgical procedures that Dr. Rustum currently performs in hospital
outpatient departments (HOPDs) and existing ASCs. By doing so, the Proposed Project will increase
local, community-based access to outpatient surgical services in the ASC setting for clinically
appropriate patients. The proposed ASC, which is approximately four to six miles (9 minutes) from
MVPMA, will specialize in providing outpatient surgical services, with a focus on pain management.
Procedures include but are not limited to epidural injection, lumbar and cervical facet joint injection,
sacroiliac joint fusion, and spinal cord implants. The Applicant asserts that the proposed ASC will
increase access to high-quality outpatient surgical services to address a growing demand. The
proposed ASC will address Patient Panel need for such services as an alternative to receiving them in
the hospital setting or at other ASCs located farther away. Moreover, performing outpatient surgical
procedures in the ASC setting can result in cost savings to insurers and patients.

Patient Panel®

The Proposed Project is for a new entity, which has no existing Patient Panel. The discussion of
Patient Panel in this analysis refers to the anticipated patients, as directed by the regulation. Thus,
the Applicant relies on patient utilization data from Merrimack Valley Pain Management Associates,
PC (MVPMA), to assess need for the Proposed Project. This is shown in Table 2.7 Staff find this is an
acceptable way to define Patient Panel. The Applicant states that it will service all socioeconomic
backgrounds, including populations in the Methuen area, Haverhill area, in Salem NH and southern
NH, and Lawrence. The Applicant will also serve populations in the Andover, North Andover, and
Middleton areas.

Table 2: MVPMA Patient Panel

2019 | 2020 | 2021 | 2022 | Change Rate (%)
2019-2022
2,755 | 2,969 | 3,192 | 3,477 26%

6 As defined in 105 CMR 100.100, Patient Panel is the total of the individual patients regardless of payer, including those
patients seen within an emergency department(s) if applicable, seen over the course of the most recent complete 36-
month period by the Applicant or Holder. Patient Panel also means: (1) If the Applicant or Holder has no Patient Panel
itself, the Patient Panel includes the Patient Panel of the health care facilities affiliated with the Applicant; or (2) If the
Proposed Project is for a new facility and there is no existing Patient Panel, Patient Panel means the anticipated patients;
or (3) In the case of a Transfer of Ownership, Patient Panel also includes the Patient Panel of the Entity to be acquired.

" The Applicant notes that the month of December, 2022 was projected. The actual number of patients will be almost
the same as projected as patients are scheduled 4-6 weeks ahead of time.
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Patient Information

Tables 3 and 4 present patient information for the MVPMA patient population during calendar year
(CY) 2021. Staff notes the following observations about these data below:

e Age: Almost 60% of the patient population are age 65 and older.

e Race/Ethnicity: Most patients (52%) identified as White (non-Hispanic), followed by

White (Hispanic), and Black or African (Hispanic).

e Patient Origin: Approximately one third of patients originate from Lawrence, MA.
e Payer Mix: Commercial payers and Medicare are the primary payer sources

for MVPMA patients. The Applicant’s projected payer mix for MVPMA

patients from 2023 to 2025, does not show any projected changes in the

payer mix.

Table 3: Overview of MVPMA Patient Population (CY21)

MVPMA

Total Patients 3,192
Gender

Male 45%

Female 54%

Total 100%
Age

0-17 0%

18-64 45%

65+ 55%

Total 100%
Race/Ethnicity®

White (non-Hispanic) 52%

White (Hispanic) 20%

Black or African American 20%

(non- Hispanic)

Black or African American 5%

(Hispanic)

Asian 2%

Two or more races 1%

Total 100%
Patient Origin® / Top Ten Cities/Towns

Lawrence 33%

Methuen 25%

Haverhill 9%

North Andover 7%

8 MVPMA does not collect data based on patients' race or ethnicity. The Applicant estimated race/ethnicity of MVPMA

patients based on the geographical cities/towns serviced by the clinic.

°Top 10 cities/towns.
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Lowell 4%
Andover 4%
Salem, NH 3%
Chelmsford 3%
Lynn 2%
Boston Area 2%
Other 8%
Total 100%
Payer Mix'°
Commercial 30%
Medicare 30%
Medicaid 19%
Worker’s Compensation 20%
Other™ 1%
Total 100%

Table 4: ACO and APM Contract Percentages (CY21)
MVPMA patients | MVPMA surgical patients

Total Patients 3,177 250
ACO and APM Contracts 65% 65%
Non-ACO and 35% 35%

Non-APM Contracts

Factor 1a: Patient Panel Need

In assessing need for the Proposed Project, the Applicant relied on Patient Panel composition,
historical and projected demand, as well as available resources in the area. The Applicant attributes
Patient Panel need for an ASC focused on pain management procedures to the following factors:

1. Growing demand for pain management procedures
2. An Aging Population
3. Difficulty Scheduling Patients in existing HOPDs and ASCs

1. Growing demand for pain management procedures

Chronic pain is one of the most common reasons adults seek medical care and it is the number one
reason for disability and loss of function.? Chronic pain is defined as pain that persists past the
normal time of healing (usually characterized as pain for at least 3 months). High-impact chronic
pain (HICP) identifies those with significant levels of life interference (i.e., work, social, and/or self-
care activities). Estimates of the prevalence of chronic pain in the U.S. vary widely.? The Applicant
explains that this variation is due to a lack of uniform criteria for defining and classifying pain as a

10 Medicare and Medicaid only account for patients who reside in Massachusetts.
11 The category titled (Other), refers to patients who may have military/ VA insurance, privately insured businesses, out
of state insurances and self-pay.
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symptom or disease, in addition to different factors such as age, area/location of pain, type of pain,
and duration of pain.

e The CDC reported that an estimated 20.4% of U.S. adults (50.0 million) had chronic pain!?
and 8.0% of U.S. adults (19.6 million) had high-impact chronic pain'? (With higher prevalence
associated with advancing age).*¢

e Astudy looking at pain trends among American adults (U.S. adults ages 25-84) from 2002—
2018 found that pain prevalence®® increased from 49% in 2002 to 54%, or 10% more
Americans experienced chronic pain in 2018.¢

e A study using a new chronic pain module in the National Health Interview Survey (2019), a
household-based annual survey of self-reported health status of U.S. adults, found that 50.2
million adults (20.5%) reported pain on most days or every day.®®

e A study of the prevalence of chronic pain stated that the prevalence of chronic pain among
U.S. adults in 2019, varied by age: 31% of adults aged 65 years and older suffered from
chronic pain, compared to 26% of adults aged 45 to 64 years.f

The Applicant asserts that, accounting for patients suffering from chronic pain on daily basis (20%),
patients suffering from chronic pain frequently or for a few days of the week/ month (40%) and
patients with pain symptoms from diabetes mellitus and vascular disease (5-10%), up to 65-75% of
the American population suffers from chronic pain of some kind.

The Applicant states that the pain management field has experienced significant improvement in
treating complicated and debilitating pain conditions, including but not limited to cancer pain, spinal
stenosis, pelvic pain, disc problems, fibromyalgia, and headaches.® Medicare, Medicaid, and other
insurers have approved a variety of minimally invasive procedures in the field of pain management,
that can only be performed in the ASC or Hospital Outpatient Department (HOPD) setting. These
procedures, which emerged in the last 15-20 years, were revolutionary in their effectiveness in
treating chronic pain, and reducing the need for more invasive open spine surgery which brought
the possibility of added complications.’

The Applicant states that interventional pain management, defined as a multidisciplinary approach
to providing a full range of treatments and services, including minimally invasive techniques, for
patients suffering from chronic and/or acute pain, has been shown to relieve, reduce, or manage

12 pain on most days or every day in the past 6 months.

13 Chronic pain limiting life or work activities on most days or every day in the past 6 months.

14 The CDC analyzed 2016 National Health Interview Survey (NHIS) data. NHIS is a cross-sectional, in-person, household
health survey of the civilian noninstitutionalized U.S. population, conducted by the National Center for Health Statistics
(NCHS).

15 “Any pain” in which those who responded affirmatively to any of the five pain sites (joint, low back, neck, facial/jaw
pain, and headache/migraine) were coded as having pain.

16 The most common pain locations were back pain and hip, knee, or foot pain.

17 procedures include: Spinal Cord Stimulator Implant for chronic neck, back or pelvic pain following failed spine surgery,
or nerve damage due to surgery, Diabetes Mellitus, vascular disease, chemotherapy or radiation therapy, limb
amputation, and endometriosis. Pain Pump Implant for chronic diffuse pain condition, and cancer pain. Kyphoplasy
procedure for vertebral fracture from trauma, osteoporosis or cancer metastatic disease. Vertiflex procedure to treat
spinal stenosis. MILD procedure to treat spinal stenosis. Nerve ablation procedures for specific pain procedures.
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pain, improve quality of life, and allow patients to return to everyday activities with reduced reliance
on medications. The Applicant cites reports that demonstrate a need for more physicians in general,
and in the field of pain management specifically, to meet the growing demands of the aging
population in the United States.™ As chronic pain increases with increasing age, it can be expected
that demand for interventional pain management procedures will increase.

2. An Aging Population

The Applicant asserts that patients in the region will require greater access to the low acuity surgical
services provided by the proposed ASC due to changing population demographics. The UMass
Donahue Institute (UMDI) findings demonstrate that the Massachusetts population is expected to
increase by 13% from 2010 to 2040, and between 2020 and 2040, the age 55+ age cohort will
increase by approximately 18% and by 2040 it will comprise 35% of the Commonwealth’s
population.) Additionally, the population of Merrimack Valley, comprising Lawrence, Haverhill,
Lowell, and Salem NH, increased by 8.7% since 2000, and is expected to increase by 8.5% by 2030,
which is a higher growth rate than the state of Massachusetts (7.8%).% The majority of residents in
the Merrimack Valley in 2015, were concentrated in Lawrence, Haverhill and Methuen.' The
Applicant also states that with actively growing industrial projects and businesses, the region can
expect an increasing number of injured workers on the job, that will require the services of the
proposed ASC to evaluate and treat such patients so that they may be able to return to work as soon
as possible.

The Applicant asserts that Dr. Rustum’s practice serves a growing, retiring population. Pain
prevalence increases with increasing age.™ Over 60% of chronic pain patients are age 60 and older."
Many of these patients have other medical problems such as chronic heart conditions, chronic
obstructive pulmonary disease (COPD), asthma, renal failure, diabetes mellitus, strokes,
degenerative joint and disc disease, arthritis, etc. The Applicant states that these patients may
require interventional or minimally invasive pain procedures on an outpatient basis to treat
debilitating pain and to improve quality of life. Cancer incidence and prevalence increases with age
and cancer pain is prevalent in older populations and requires the administration of special
injections that can be administered locally or specific procedures to relive pain and improve quality
of life.®P9 Older adults also experience debilitating back pain and rely on procedures to relieve pain
and improve quality of life. The Applicant states that the most common treatment for aging patients
is spine surgical procedures, such as the MILD procedure, Vertiflex, Spinal cord simulator, Pain pump
implant, nerve ablation specially for spinal stenosis, disc diseases, and diffuse severe arthritis.

The Applicant states that Dr. Rustum is the only interventional pain physician in the area with
specific qualifications and interests to treat certain challenging conditions that are not currently
treated by other interventional pain physicians.® Dr. Rustum is a cancer specialist. And Dr. Rustum
specializes in doing Vertiflex procedures, a minimally invasive procedure approved for the ASC and
HOPD setting, for patients suffering from spinal stenosis for whom injections or medications have

18 The Applicant notes that Dr. Rustum is the only physician in the Merrimack Valley area who performs The MILD
procedure. Based on a search of physicians within 25 miles of Merrimack Valley. https://www.vertosmed.com/find-

physician/
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failed, and for those who may not be good candidates for spine surgery.'® When access to such
services is available locally, it means that older patients do not need to travel to Boston to access
services, and older adults benefit through improved quality of life and activity.

3. Difficulty Scheduling Patients in existing HOPDs and ASCs

The Applicant states that Dr. Rustum’s current pain management practice, MVPMA, receives
referrals for its services from all specialties including, orthopedics, OB/GYN, spine surgery,
neurology, general surgery, urology, oncology, and pediatrics. Dr. Rustum’s practice has been the
preferred practice to refer patients for acute and chronic pain management by Greater Lawrence
Family Health Center (GLFHC) in Lawrence, MA since 2009. GLFHC, a federally qualified community
health center with locations in Lawrence, Methuen and Haverhill, serves over 62,000 patients
annually across the Merrimack Valley. GLFHC is the largest, multi-clinic medical facility in Northern
Boston and Merrimack Valley area, providing a comprehensive range of medical care to
uninsured/underinsured and low-income patients.

Dr. Rustum specializes in treating patients who have lost a limb (amputees). The Applicant states
that these patients deal with many medical specialties over the course of their care. Dr. Rustum
coordinates their treatment with vascular surgeons, physical therapists, podiatry specialists in
addition to the clinics specialized in providing prosthesis. The Hanger Clinic Inc, headquartered in
Texas, is a leading national provider of products and services that assist in enhancing and restoring
the physical capabilities of patients with disabilities or injuries.?° The Hanger Clinic has been
depending on Dr. Rustum to treat its patients from northern Boston to NH and ME. The Hanger
Clinic provided a letter of support for the Proposed Project.

Currently, Dr. Rustum performs pain management procedures on an outpatient basis at nearby
hospitals and ASCs. However, over the past three to four years, Dr. Rustum has been having trouble
scheduling such patients in nearby hospitals due to a lack of hospital nursing staff; scheduling
delays, which reduce patient satisfaction; reluctance on the part of patients to having their
procedures performed in the hospital due to the risk of contracting an infection; and hospitals’
desire to focus on bigger and more complicated surgeries. This issue was further highlighted during
the COVID-19 pandemic when hospitals were required to shut down operating rooms and when
hospitals experienced staffing shortages. The Applicant asserts that the result is a delay in effective
and required pain management treatment, and in some cases, the temporary substitution with
narcotics treatment while awaiting scheduling of surgical procedures. Members of the Patient Panel
currently experience a wait time of 4-6 weeks to schedule Vertiflex spine procedures for spinal
stenosis and a wait time of 6-8 weeks to schedule other outpatient pain surgical procedures. Table 5
shows Dr. Rustum’s procedures performed, and procedures delayed greater than 6-8 weeks and/or
procedures experiencing scheduling changes in HOPDs, for CY21. See Appendix Il for a description of

19 Vertiflex Superion infraspinous space is an FDA-approved system designed to relieve back pain by restoring the normal
space between the vertebrae. It is a minimally invasive procedure and a solution for back pain for patients for whom
medications or injections have failed. It may also be a good option for those who may not be good candidates for spine
surgery. The procedure takes 20-30 minutes and can be performed in the ASC or hospital setting.

20 Hanger Clinic Website: https://hangerclinic.com/
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procedures in Table 5. All delays were experienced at HOPDs. And because hospitals were
recovering from the pandemic and started to reopen in mid-2021, the surgical procedures listed in
2021 were all done at North East Ambulatory Center in Stoneham, Ma, which is approximately 21 to

27 miles from MVPMA.

Table 5: Procedures Performed and Delayed

Procedure (2021) Performed Procedures % Delayed

inan performed

ASC atan ASC

that were delayed
at HOPDs

Spinal Cord Stimulator Implant 45 11 24%
Spinal Cord Stimulator Trial 50 10 20%
Pain Pump Change/ Revision 22 7 32%
Spinal Cord Stimulator Revision 32 14 44%
MILD Procedure 39 18 46%
(Minimally invasive lumbar decompression)
Vertiflex Procedure a4 18 41%
Kyphoplasty 19 5 26%
TOTAL 251 83 33%

The Applicant offers additional information about the 83 delayed procedures:
e 38 patients were rescheduled to have their procedures done at an ASC in 2022.
e 13 patients elected not to seek the treatment, due in part to a change in secondary
insurance or because they changed their mind.
e 22 patients were started on opiates.
e 10 patients were lost to follow-up or went elsewhere.

The Applicant provided a breakdown of the cities/towns or patient origin for procedures performed
in 2021 to better understand patients currently receiving procedures performed by Dr. Rustum. This
is shown in Table 6.

Table 6: Procedures Performed by Patient Origin (2021)

Town # Of Procedures | Share of Procedures
Methuen 68 27%
Lawrence 51 20%
Haverhill 31 12%
Lowell 17 7%
Salem, NH 14 6%
Andover 12 5%
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Other?! 58 23%
Total 251 100%

The payer mix for the performed procedures is as follows: Medicare with secondary Medicaid
coverage (40%), Medicaid (5-6%), Commercial (23%), and Worker's Comp (31%).

The Applicant asserts that the proposed ASC will increase community-based access to outpatient
pain management procedures for patients referred from physicians of different specialties. The
proposed ASC will have two operating rooms. One operating room is the minimum required by the
Centers for Medicare & Medicaid Service (CMS), and a second room is added to prevent interruption
of services, and if technical problems or issues occur in the first room. The Applicant expects the first
year of operation of the ASC to be 2024. The projected volume of the proposed ASC is 1,200
procedures annually. The Applicant determined projected ASC volume from the following:

e The Applicant reported 251 procedures performed in 2021; however, the Applicant was
averaging 500-550 procedures annually prior to 2021. The number of procedures in 2021
decreased because the performing physician had to reduce his surgery cases due to
unexpected events. There was no interruption in care for patients.

e The Applicant is experiencing an increase in referrals from primary care physicians (PCPs),
spine surgeons, and other private entities that are specialized in coordinating the treatment
of patients experiencing motor vehicle accidents and Workmen's Compensation, that do not
go through medical insurance.

e The Applicant is experiencing an increase in referrals to take over patients from other pain
physicians who are planning to retire.

e The Applicant plans to hire one physician with interventional pain management expertise,
and one nurse practitioner or physician assistant to accommodate increasing demand for the
proposed ASC’s services.

The Applicant will shift procedures that would have otherwise been performed at a HOPD or an ASC
located farther away, to the proposed ASC, increasing timely access to such services closer to where
MVPMA patients reside.

Analysis

Chronic pain is prevalent, and increasing age is a risk factor for chronic pain and for high impact
chronic pain (chronic pain accompanied by activity/life participation limitations).”* The CDC notes
that pain is a component of many chronic conditions.! Chronic disease is prevalent; nearly half of all
Americans suffer from at least one chronic condition, and chronic disease increases with increasing
age; 95% of adults aged 65 and old have one chronic condition and more than half of older adults
have three or more chronic conditions."" Pain is prevalent in patients with cancer.¥

Advances in the administration of anesthesia and analgesics, as well as financial benefits and
incentives, have resulted in in the migration of surgical procedures from the inpatient setting to the
outpatient setting.* Through the proposed ASC, the Applicant can improve Patient Panel access to

21 Indicates count less than 11, which have been suppressed to protect patient privacy.
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pain management procedures closer to where patients reside. In addition, increasing Patient Panel
access to the procedures offered by the proposed ASC, can improve quality of life, and reduce
patient reliance on medications, including opiates. Based on the data available as of November 1,
2022, there were 2,281 confirmed opioid-related overdose deaths in 2021 in Massachusetts and
DPH estimates that there will be an additional 11 to 29 deaths once all cases are finalized."?> Table 7
shows opiate-related overdose deaths by county. The proposed ASC will be in Essex County.

Table 7: Number of Opioid-Related Overdose Deaths, All Intents by County, MA Residents: 2021

County Count

Barnstable 80
Berkshire 62
Bristol 291
Dukes 5
Essex 288
Franklin 36
Hampden 213
Hampshire 44
Middlesex 356
Nantucket 4
Norfolk 162
Plymouth 167
Suffolk 294
Worcester 279
Total 2,281

Studies state that interventional techniques in pain management can be helpful for older adults as
part of a multidisciplinary strategy to manage pain and with fewer side effects that pharmacologic
interventions.?®®® |t is noted that these procedures are performed in an outpatient setting for
clinically appropriate patients and cannot address the needs of all older adults.

The Applicant has demonstrated that expanding Patient Panel access to outpatient surgical services

can address increasing demand for such services and reduce delays in accessing treatment and the
resulting prolonged suffering and loss of functioning.

Factor 1: b) Public health value, improved health outcomes and quality of life;
assurances of health equity

Public Health Value: Improved Outcomes and Quality of Life

22 |In the first nine months of 2022, there were 1,340 confirmed opioid-related overdose deaths and DPH estimates that
there will be an additional 41 to 70 deaths, yielding approximately 1,696 total confirmed and estimated opioid-related
overdose deaths.
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The Applicant states that clinical staff will implement appropriate process improvement initiatives at
the proposed ASC by reviewing quality of care outcomes, identifying best practices and
implementing necessary process changes to ensure high quality services. Medical staff of MVPMA is
currently implementing these initiatives, and the Applicant expects that these initiatives will be
adjusted for implementation in the proposed ASC within two months of operation. Staff has
included reporting on the progress of implementing these initiatives in the annual reporting
measures in Appendix I.

The Applicant asserts that the Proposed Project will improve health outcomes and quality of life of
the Patient Panel in the following ways:

Improved Patient Experience: The Applicant states that the proposed ASC'’s location was chosen
because it would be able to accommodate the space that is required and because of the location’s
accessibility and convenience for patients. Through the Proposed Project, the Patient Panel will have
access to state-of-the art technology in a new facility designed to improve patient satisfaction and
convenience, which the Applicant states will further drive patient demand. The Applicant states that
patients enjoy the convenience of an ASC to the hospital setting because it is easier to navigate, and
patients experience reduced wait times when their procedures are performed in the ASC setting.
Moreover, ASCs provide patients with greater choice over where they can receive their care.

The Applicant asserts that the proposed ASC will provide ease of access for patients because it is
relatively new construction, there will be ample parking onsite with designated accessible parking
spaces, and the floors of the facility will be limited to no more than three to allow for easier use of
elevators. In addition, the facility will have wide elevators to accommodate wheelchairs and medical
structures, and the facility will have automatic doors. The facility will be easily accessible from major
highways (1-495, 213, 1-93), and the proposed ASC’s location is within a 10-mile radius of the
majority of MVPMA'’s current patient population. The Applicant notes that the proposed ASC will be
surrounded by other medical practices with whom it will share patients, making it convenient for
patients to access these services in one location.?3

Improved patient outcomes: The Applicant states that ASCs are designed to provide care for specific
categories of lower acuity surgical cases and for patients who have lower risk for any complications
after surgery. Growth of minimally invasive procedures has led to the ability to perform more
procedures on an outpatient basis. These procedures result in less complexities than other types of
procedures, and fewer surgical cuts, incisions, and blood loss. Anesthesia needs can be met in the
ASC due to developments in the delivery of anesthetics. The types of surgical procedures that are
being performed in the ASC setting continues to increase over time, with estimates indicating
approximately one third of outpatient surgeries are now performed in ASCs.

Clinical outcomes in ASCs are comparable to those of HOPDs. ASCs are associated with decreased
mortality, morbidity, and hospital admission rates. Recovery times for procedures performed in

2 The Application states that this includes but is not limited to an Urgent Care Clinic, Quest Laboratory, LabCorp,
Northeast physical therapy and rehabilitation, Radiology services, primary care offices, Internal Medicine Offices, a
Rheumatology Clinic, Cardiology Offices, and a Vascular Surgery clinic.
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ASCs are typically shorter, which is due to the evolution of medical devices and pharmaceuticals
administered in connection with surgery. Rates of revisit to the hospital one-week post-surgery are
lower for ASC patients than HOPD patients. Infection rates for procedures performed in an ASC are
half the rate of those performed in HOPDs. Patients experience improved pain levels and less
nausea when the procedure is performed in an ASC. ASCs have better 30-day outcomes, including
reductions in pneumonia, renal failure, and sepsis. Patients experience, reduced rates of disability,
improved quality of life and productivity, and a reduction in days missed from work, which the
Applicant states can improve a patient’s socioeconomic status.

Reduce reliance on opioids: Increasing access to outpatient surgical procedures in the ASC setting
can assist is reducing the impact of the opioid epidemic, through offering patients a faster, effective,
treatment that can eliminate the need for narcotics. The Applicant states that there are patients
whose chronic pain is currently being managed with opioids by other physicians such as primary
care physicians (PCPs), orthopedic surgeons and in some cases pain physicians who have not
incorporated interventional pain management therapies into their treatment. The Applicant states
that these patients can be screened and evaluated for the possible benefits from non-opioid,
interventional pain therapies or surgical pain treatment, that will be provided at the proposed ASC.
The treating physician will decide the candidacy of a patient to undergo one of many interventional
pain procedures (or surgical pain procedures) including but not limited to: Steroid injections, Nerves
Radiofrequency Lesioning procedures, Verteflex procedure, MILD procedure and possibly Spinal
Cord Stimulator/Pain Pump trials or implants. These procedures, the Applicant states, are
considered minor interventional surgical procedures.

Increasing access to outpatient surgical services, can make scheduling procedures faster, reducing
wait times for treatment, as well as time that patients use narcotics while waiting for treatment. The
evaluation and determination for need of medications including narcotics will take place at MVPMA.
MVPMA currently provides information to patients on the long-term use of narcotics. To ensure safe
opioid prescribing practices, MVPMA currently uses narcotic contracts and applies all Drug
Enforcement Agency (DEA) regulations, and these practices will be continued with the proposed
ASC. The Applicant notes that MVPMA does not take over opiate prescriptions from other offices
whose patients’ pain is managed long-term through the use of narcotics. And, it tries not to initiate
opiate treatment for chronic pain unless the patient is terminally ill.

Analysis: Improved Outcomes and Quality of Life

Chronic pain is a public health issue that affects more Americans than heart disease, cancer, and
diabetes combined. Chronic pain impacts physical, psychological and social functioning,? and it is
associated with reduced quality of life, disability, lost productivity, and opioid dependence.®ff
Chronic pain is one of the key underlying causes of the opioid crisis.88 The opioid crisis has resulted
in an unprecedented number of overdose deaths associated with prescription opioids, heroin, and
synthetic opioids." Opioids can lead to addiction, in about 10% of people, and opioids have side
effects."

Staff find that the proposed ASC can improve health outcomes and quality of life, and patient
functioning. However, staff note racial and ethnic disparities in pain management. Studies have
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shown that non-White patients are undertreated for pain.l"*! Staff note that while the Applicant
reports serving a diverse population, it does not currently collect race/ethnicity information on
MVPMA patients. The race/ethnicity information provided in Table 3 were estimated by the
Applicant. The Applicant has provided several measures that will become part of annual reporting to
DPH. The Applicant notes that it will be reporting to CMS’s Ambulatory Surgical Center Quality
Reporting (ASCQR) Program.?* Staff reviewed the suggested measures and has included reporting on
the race/ethnicity, patient origin, and payer mix of ASC patients in the annual reporting measures in
Appendix .

Public Health Value: Health Equity

The Applicant asserts that the proposed ASC will increase access to high-quality surgical services for
all patients by offering a low-cost alternative for outpatient surgical procedures in the community
setting. To ensure health equity for all populations, the Applicant states that the Proposed Project
will not adversely affect accessibly of the Applicant’s services for the poor, medically indigent,
and/or Medicaid eligible individuals; and the Applicant will not discriminate based on ability to pay
or payer source. The Applicant outlined its efforts to increase healthy equity for the Patient Panel.

e Cultural Competency. The Applicant states that it will employ culturally competent staff. In
addition, the proposed ASC will offer ongoing training in cultural competency to new and
existing staff members.

e Interpreter Services. The Applicant plans to develop a robust translation services program.
To address language barriers, the Applicant will offer multiple tools including Language Line,
which provides phone and video interpretation services from trained professional linguists in
more than 240 languages 24 hours a day, seven days a week, and InDemand, which offers
medical interpreting solutions including video interpretations, allowing clinicians to provide
limited English proficient (LEP), and Deaf and Hard of Hearing (DHH) patients with access to
high quality healthcare.

e Price Transparency. The Applicant will provide price transparency tools that will allow
patients to assess affordability of procedures, and financial counselors to assist patients with
understanding their insurance benefits.

Analysis: Health Equity

Staff finds that the Applicant’s planned language access services are appropriate for patients
receiving care at the proposed ASC. Further, the Applicant has described procedures that seek to
support health equity among the Patient Panel. The Applicant has appropriately outlined at a high
level a case for improved health outcomes and has provided reasonable assurances of health equity
for the Patient Panel. Staff has included reporting on implementation of interpreter services in the
annual reporting measures in Appendix .

Factor 1: c) Efficiency, Continuity of Care, Coordination of Care

Efficiency. The Applicant states that the proposed ASC will be designed to utilize industry-defined

24 CMS.gov. Ambulatory Surgical Center Quality Reporting (ASCQR) Program. https://qualitynet.cms.gov/asc/ascqr
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best practices for quality, efficiency, and effectiveness. ASCs are tailored to a limited set of medical
specialties and associated low-risk procedures, which create clinical and operational efficiencies that
lead to more efficient use of resources. ASCs do not accommodate emergency or inpatient needs,
which allows greater control over scheduling leading to reduced wait times for appointments. The
hospital setting accommodates a range of medically complex procedures, including emergency
events. Hospital operating rooms, including those dedicated to outpatient surgery, are designed
with enough space and equipment to handle a wide range of procedures in multiple clinical
specialties. The operating rooms must be flexible to handle a range of services from routine elective
procedures to patients in need of immediate invasive surgery. ASCs focus on a subset of medical
specialties and surgical procedures, including minimally invasive and noninvasive surgeries.
Performing a limited set of procedures allows ASC personnel to gain high proficiency and efficiency
performing these procedures, leading to clinical staff becoming highly proficient in providing the
select surgical services and procedures, and achieving clinical and operational efficiencies. ASCs
allow for more procedures to be scheduled in a day, due to the lack of interruptions, and ASCs can
adhere uniformly to a surgical schedule, allowing for greater throughput pre- and post- surgery. All
these factors contribute to shorter wait times for patients.

Care Coordination and Continuity of Care. The proposed ASC will provide transparent, online,
administrative processes, for patients to allow for greater communication between staff and
patients. The proposed ASC will provide online preregistration and cost transparency tools, allowing
patients to register at home, instead of requiring them to do so in the clinical setting. The
technology platform is available in over 70 languages to ensure all patients within the community
have access to pre-registration capabilities. The Applicant will implement price transparency tools
allowing patients to estimate prices for their procedures, as well as online payment portals. The
Applicant states that currently, MVPMA patients can access their medical records through a patient
portal, and those without access to technology have three options for receiving patient information:
1) receiving a hard copy in person, 2) receiving a copy of the medical records by certified mail, and 3)
having the records mailed/emailed to a family member or proxy.

Strategies for timely communication among providers ensures higher quality outcomes for patients,
including those with comorbidities and psychosocial support needs. Pre-registration tools interface
with an electronic medical record (EMR) system to amalgamate patient health information that is
reviewed by surgeons and anesthesiologists. EMR functionality allows surgeons to share operative
notes and postoperative discharge instructions with primary care physicians (PCPs). The EMR tracks
a patient’s preoperative medications to ensure appropriate dosing as well as necessary
prescriptions. Administrative leaders will engage surgeons in developing policies and procedures
that will assist in increasing communication with PCPs. An assigned case manager will follow-up with
patients to assess post-discharge needs.

The Applicant detailed several processes that will be in place to ensure patients have the
appropriate discharge information to support a safe and speedy recovery. Upon discharge, a nurse
manager will provide discharge instructions for all patients. Patients will receive detailed written
instructions from their care team, a nurse will review the instructions with the patient and family at
discharge, and each patient will receive a brightly colored folder with discharge instructions to take
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home at the time of discharge. The surgeon has the option to record the post-operative message
which details the surgery and reviews post-operative instructions. The video will be embedded into
electronic postoperative instructions along with the hard-copy instructions. The electronic
information will be emailed to the patient, using HIPAA-compliant protocols.

Analysis

The Applicant described how the proposed ASC will provide clinically appropriate care in a more
efficient setting for patients and providers. In addition, the Applicant sufficiently described how the
ASC’s processes will support care coordination for patients across providers. Staff has included
reporting on implementation of policies and procedures that assist in increasing communication
with PCPs in the annual reporting requirements in Appendix I.

Factor 1: d) Consultation

The Applicant has provided evidence of consultation, both prior to and after the Filing Date, with
all government agencies that have licensure, certification, or other regulatory oversight, which
has been done and will not be addressed further in this report.

Factor 1: e) Evidence of Sound Community Engagement through the Patient

Panel

The Department’s Guideline®™ for community engagement defines “community” as the Patient
Panel, and requires that at minimum, the Applicant must “consult” with groups representative of
the Applicant's Patient Panel. Regulations state that efforts in such consultation should consist of
engaging “community coalitions statistically representative of the Patient Panel.”*®

To fulfill the community engagement requirement, the Applicant conducted information
sessions/community forums to inform community members about need for the Proposed Project,
the benefits of the ASC in terms of improved health outcomes, and the cost and convenience of
performing low-acuity outpatient procedures in the ASC setting. The Applicant provided the flyer
used to advertise the informational sessions, as well as the slides that were presented at the
information sessions, which include a description of the facility and its location, the facility’s
advanced technology and resources, and the cost benefits of ASCs.

e MVPMA Informational Session September 9, 2022. Eight people were in attendance: six
MVPMA patients (four from Methuen and two from Lawrence) and two nonpatients.

e MVPMA information Session September 16, 2022. Seven MVPMA people were in
attendance; five patients from Methuen and two patients from Lawrence.

Analysis

Staff reviewed the information on the Applicant’s community engagement and finds that

the Applicant has met the minimum required community engagement standard of Consult in the
planning phase of the Proposed Project.
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Factor 1: f) Competition on price, total medical expenses (TME), costs and other
measures of health care spending

The Applicant asserts that the Proposed Project will meaningfully contribute to the
Commonwealth’s cost containment goals and compete on the basis of TME and provider
costs through providing clinically appropriate patients with access to surgical services in a
more cost-effective setting. The Applicant states that healthcare expenditures for elective
and same day surgical procedures will decrease, reducing overall provider costs and directly
impacting TME.

The Applicant maintains that the two goals of ASCs are: 1) ensure patients have the best
surgical/procedural experience, including high quality outcomes; and 2) provide cost-
effective care that leads to cost savings by government and third-party payers, as well as
patients. Services provided in the ASC setting are performed by the same physicians that
would perform the procedures in the hospital.

The Applicant cited several facts demonstrating the cost-effectiveness of ASCs:

e ASCs provide a lower cost, high quality alternative to outpatient procedures provided
in an HOPD. ASC reimbursement is 45-49% of HOPDs. In one instance, procedures
performed in an ASC were 84% of the cost of the same procedure performed in the
HOPD, due in part to overhead costs that are required of hospital surgical service,
including staffing, laboratory, medication and imaging costs.

e Annually, ASCs perform more than 8 million procedures for Medicare beneficiaries. Medicare
beneficiaries save more than 2.6 billion each year when surgery is performed in an ASC, and
studies show if half of eligible surgical procedures were shifted from HOPDs to ASCs,
Medicare would save an additional $2.5 billion annually, and commercial payers could save
as much as $55billion.™™

e Patients typically pay less coinsurance for procedures performed in an ASC as compared to
the hospital setting.

The Applicant provided Medicare reimbursement rates?” for selective procedures to be
performed in the ASC and HOPD settings for comparison purposes.2® Table 8 shows a
comparison of prices for Spinal Cord Stimulator Implant.?’” The Applicant states that this
comparison shows a net savings of $7,363.25 and a cost reduction of 20.25% resulting from
performing the procedure in an ASC.

Table 8: 2022 ASC FINAL Payment Rates, Spinal Cord Stimulator Implant

2022F ASCs HOPDs

25 Represents 80% of the total costs, the other 20% will be covered by patient or secondary insurance.

26 American Society of Interventional Pain Physicians. ASC and HOPD Final Payment Rates (2022). As of November 3,
2021. Please see DoN application materials for the full list of payment rates.

27 A surgical procedure, like a cardiac pacemaker, which involves implanting one or two leads in the spine, then tunneled
under the skin and connected to a small battery. The procedure is meant to treat intractable back/leg pain. CPT Codes
63650 + 63685.
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Procedure: Spinal Code: Code: Code: Code:

Cord Stimulator 63650 63685 63650 63685
Implant?®

Total Cost $4,571.47 $24,424.28 $6,295.50 $30,063.50
Total (Code 63650 $28,995.75 $36,359.00

+63685)

Table 9 provides a comparison of prices for Paravertebral facet joint nerve Ablation; L/S,
single level.?® The Applicant states that this comparison shows a net savings of $967.59 and a
cost reduction of 54% resulting from performing the procedure in the ASC setting.

Table 9: 2022 ASC FINAL Payment Rates, Paravertebral facet joint nerve Ablation; L/S,
single level

2022F ASCs HOPDs

Paravertebral facet joint nerve Ablation; L/S, single level3® Code: 64635 Code: 64635

Total Cost $825.71 $1,793.30
Analysis

Surgical costs to both patients and payers can be less when procedures are performed in the ASC
setting."™°° Because ASCs have lower prices than HOPDs, patients can be responsible for lower out-
of-pocket costs at the proposed facility.P? These lower costs are expected to improve access: about
one in ten adults have delayed or forgone care due to cost.%@ Medicare payment rates for surgical
services performed in HOPDs are almost twice as high as in ASCs.™ Studies have found that ASCs are
less costly than HOPDs in the Medicare and non-Medicare context and that price growth at ASCs has
been slower than at HOPDs. s>

Chronic pain is costly: In 2012, the annual economic cost of pain in the United States was estimated
at more than $600 billion."¥ Studies have found that unaffordable out-of-pocket costs and
insufficient insurance coverage can lead to individuals going without needed care, particularly
preventive care and office visits."¥ Affordability of care, difficulty paying medical bills can lead
people to avoid necessary care, and adults with lower incomes were more likely to go without much
needed care than adults with higher incomes.”™ This included going without needed doctor,
specialist, prescription drug, or mental health care.¥Y ASC patients’ out-of-pocket costs can be
reduced through lower deductible and coinsurance payments.

28 A surgical procedure, like a cardiac pacemaker, which involves implanting one or two leads in the spine, then tunneled
under the skin and connected to a small battery. The procedure is meant to treat intractable back/leg pain. CPT Codes
63650 + 63685.

2 The procedure is meant to treat intractable back pain as a result of diffuse arthritis in the spine. Most patients require
light sedation as it could be painful.

30 The procedure is meant to treat intractable back pain as a result of diffuse arthritis in the spine. Most patients require
light sedation as it could be painful.
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Staff examined publicly available Medicare reimbursement rates (further broken down) for
Spinal Cord Stimulator Implant and for Paravertebral facet joint nerve Ablation; L/S, single
level and found that in each case, the procedure is less costly when performed in an ASC as
compared to a HOPD.3! This comparison can be found in Appendix III.

Staff find that the proposed ASC competes on the basis of price, costs, TME, and other measures of
healthcare spending by providing a lower-cost alternative for outpatient procedures. And that with
patient access to cost transparency tools and financial counselors, the Applicant will provide
information to ensure patients understand the anticipated costs of the procedures and can assess
affordability.

Factor 1 Summary

As a result of information provided by the Applicant and additional analysis, staff finds that with the
standard reporting requirements, the Applicant has demonstrated that the Proposed Project has
met Factor 1(a-f). The Applicant proposed specific outcome, and process measures to track the
impact of the Proposed Project which staff has reviewed, and which will become a part of the
reporting requirements. These measures are shown in Appendix .

Factor 2: Cost containment, Improved Public Health Outcomes and Delivery
System Transformation

Cost Containment

Relying on the Health Policy Commission’s recommendations regarding health care delivery and
payment system reform (Better health and better care at a lower cost across the Commonwealth),
the Applicant asserts that the Proposed Projects aligns with the Commonwealth’s cost containment
goals because it provides qualifying lower acuity patients with access to high-quality pain surgical
services in a cost-effective setting. As discussed in Factor 1, when performed in the ASC setting,
these procedures can result in cost savings to insurers and patients, given lower reimbursement and
coinsurance payments than when performed in HOPDs, without compromising quality of care or
health outcomes. The ASC setting supports efficiencies and clinical expertise, that can result in care
and cost efficiencies, and reductions in provider costs, and TME.

Analysis: Cost Containment

The Applicant provided a list of procedures, demonstrating cost savings when they are performed in
the ASC setting versus the HOPD setting, thereby demonstrating the proposed ASC’s alignment with
the Commonwealth’s cost containment goals. When procedures are performed in the ASC setting, it
has the potential to reduce healthcare spending without compromising the quality of care.?

Improved Public Health Outcomes
As described above in Factor 1, the ASC setting allows for the development of clinical expertise

31 Medicare Procedure Price Lookup. https://www.medicare.gov/procedure-price-lookup/
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around performing a set of specific specialty surgeries annually, that lead to greater clinical
expertise among ASC staff and contributes to care efficiencies that lead to improved process and
clinical outcomes. Additionally, patient experience is improved through accessing surgical services in
the ASC setting as compared to the hospital setting.

Analysis: Public Health Outcomes

The Applicant has discussed how surgeries performed in the ASC setting can be more efficient,
convenient, and cost-effective without compromising the quality of care. Staff notes lower acuity
surgeries performed in an ASC outpatient setting can result in fewer and lower infection rates than
HOPDs.?2 Additionally, the procedures at the proposed ASC can alleviate pain and suffering and
improve quality of life and functioning of patients allowing them to return to and participate in daily
activities.

Delivery System Transformation

The Applicant asserts that patients will have assistance with social determinants of health (SDoH),
needs and care management through a variety of processes, some of which were discussed in Factor
1. Prior to discharge, patients are linked to a care manager who screens for SDoH needs, and
individuals with positive screens are linked to a care manager to assist with accessing local
community resources to address identified SDoH needs. The Applicant states that MVPMA currently
screens patients for tobacco smoking (active or passive), daily physical activity, and if the patient
feels safe. Case managers will develop relationships with primary care practices and social work
resources within the accountable care organizations (ACOs) that refer patients to the ASC, to help
facilitate the referrals and ensure patients are linked with appropriate community resources to
address SDoH needs.

Analysis: Delivery System Transformation
The Applicant has demonstrated how the proposed ASC will support SDoH screening which has the
potential to improve the continuity of care and health outcomes.

Factor 2 Summary

As a result of information provided by the Applicant and additional analysis, staff finds that with
the standard reporting conditions, the Applicant has demonstrated that the Proposed Project
has met Factor 2.

Factor 3: Relevant Licensure/Oversight Compliance

The Applicant has provided evidence of compliance and good standing with federal, state, and
local laws and regulations and will not be addressed further in this report. As a result of
information provided by the Applicant, staff finds the Applicant has reasonably met the
standards of Factor 3.
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Factor 4: Demonstration of Sufficient Funds as Supported by an Independent

CPA Analysis

Under Factor 4, the Applicant must demonstrate that it has sufficient funds available for capital
and operating costs necessary to support the Proposed Project without negative effects or
conseqguences to the existing Patient Panel. Documentation sufficient to make such finding must
be supported by an analysis conducted by an independent CPA. The Applicant submitted a report
performed by Naffah & Company, P.C. (CPA Report).

The CPA analysis included a review of numerous documents in order to form an opinion as to the
reasonableness and feasibility of the projections regarding the Proposed Project including, the
financial results of MVPMA for the nine months ended September 30, 2022, and the projected
results of Excel Surgery Center for year one through five of operation (Projections).32 The review of
the reasonableness of the assumptions used and feasibility of the Projections included analysis of
key metrics that fall into three categories: operating, liquidity, and solvency.

Revenues: Projected volume of the proposed ASC was based on historical case volume data of the
existing MVPMA'’s Patient Panel and a gradual ramp-up schedule until year five. Payer mix was
based on the multiple disciplines of Excel that were indicated in the Projections, and reimbursement
rates were based on current Medicare-ASC rates. The Projections reflect Medicare Rates of
Reimbursement for all services. Management took the most conservative approach to project
revenue because private pay and commercial insurance payers may pay more for certain services.
The CPA compared the projected revenue to the Medicare rates at standard rates for 2022.

Expenses: The CPA analyzed Salary and Benefits, as well as Other Operating Expenses for
reasonableness and feasibility as related to the Projections of Excel Surgery Center. Salaries and
benefits are projected to increase by 4% each year in years two through four and increase by 7% per
year after year four. Most other expenses are projected to increase on average by a range of 4% to
6% per year in years two through five of the Projections.

Lease agreement, Capital Expenses, and Cash Flows

The CPA reviewed the lease terms, projected capital expenditures, and future cash flows of Excel
Surgery Center. Based on that review, it was determined that 5,000 square feet of space would be
leased to Excel Surgery Center by RNL Capital Holding, LLC, a party related to Excel Surgery Center
and MVPMA through common ownership. Rent and common area maintenance charges will be
approximately $20 per square foot for years one through five. The CPA determined that the
projected capital expenditures, facility lease, and resulting impact on the cash flows of Excel are

32 Primary Sources of Information Utilized: Historical balance sheet and revenue expenses, for existing results of MVPMA
for the nine months ended September 30, 2022; Excel’s projected revenue and expenses for years one through five;
Management’s report of historical volume of surgeries and procedures performed by MVPMA physicians for the nine
months ended September 30, 2022 and the projected volume of Excel’s surgeries and procedures for years one through
five; Determination of Need application instructions dated March 2017; Determinative of Need narrative draft received
from Management on October 31, 2022; Medicare rates and base rate calculations, received from Management on
October 31, 2022; Excel draft DoN Application as of October 31, 2022; Listing of Excel employee positions for the
projected fiscal years one through five; and Capital expenditure assumptions of $400,000 for the projected year one.
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reasonable.

CPA’s Conclusion of Feasibility

As a result of its analysis the CPA states that, “we determined that the project and continued
operating surplus are reasonable and based upon feasible financial assumptions. Accordingly, we
determined that the Projections are feasible and sustainable and not likely to have a negative
impact on the Patient Panel or result in the liquidation of the assets of Excel Surgery Center, LLC or
Merrimack Valley Pain Management Associates, PC.”

Analysis

Staff is satisfied with the CPA’s analysis of the Applicant’s decision to proceed with the Proposed
Project. As a result, staff finds the CPA analysis to be acceptable and that the Applicant has met the
requirements of Factor 4.

Factor 5: Assessment of the Proposed Project’s Relative Merit

The Applicant has provided sufficient evidence that the Proposed Project, on balance, is superior to
alternative and substitute methods for meeting the existing Patient Panel needs identified by the
Applicant pursuant to 105 CMR 100.210(A)(1). Evaluation of 105 CMR 100.210(A)(5) shall take into
account, at a minimum, the quality, efficiency, and capital and operating costs of the Proposed
Project relative to potential alternatives or substitutes, including alternative evidence-based
strategies and public health interventions.

The Applicant considered and rejected one alternative to the Proposed Project.

e Maintain status quo — This alternative entails continuing to serve patients through existing
ORs at their current site of care which includes HOPDs and more distant ASCs. This
alternative was dismissed because the operational, clinical efficiencies and patient-centered
experience that would be provided by a locally sited, community-based ASC would not be
afforded to the Patient Panel. Additionally, this alternative was dismissed because it would
not address the need to reduce wait times for the procedures, that would be offered through
the proposed ASC.

Analysis

Staff finds that the Applicant has appropriately considered the quality, efficiency, and capital and
operating costs of the Proposed Project relative to potential alternatives. As a result of information
provided by the Applicant and additional analysis, staff finds the Applicant has reasonably met the
standards of Factor 5.

Factor 6: Fulfillment of DPH Community-based Health Initiatives Guideline:
Overall Application

Summary and relevant background and context for this application: This is a DoN project for
the establishment of a freestanding Ambulatory Surgery Center (ASC) not affiliated with an
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existing hospital. In turn, the proposed project by the Applicant, Excel Surgery Center, LLC,
does not require the submission of CHI forms.

As an ASC, Excel Surgery Center, LLC, will contribute their full CHI contribution to the
Community Health and Healthy Aging Statewide Funds (CHHAF) to fulfill Factor 6
requirements. With fulfillment of the below conditions, the Applicant will have demonstrated
that the Proposed Project has met Factor 6.

Findings and Recommendations

Based upon a review of the materials submitted, Staff finds that, with the addition of the
recommended Conditions detailed below, the Applicant has met each DoN Factor for the
Proposed Project and recommends that the Department approve this Determination of Need,
subject to all applicable Standard and Other Conditions.

Other Conditions

1. The total required CHI contribution of $60,000 will be directed to the Massachusetts
Statewide Community Health Funds.

2. To comply with the Holder’s obligation to contribute to the Massachusetts Statewide
Community Health Funds, the Holder must submit the payment, a check for $60,000, to
Health Resources in Action (the fiscal agent for the CHI Statewide Initiative).

a. The Holder must submit the funds to HRiA within 30 days from the date of the Notice
of Approval.

b. The Holder must promptly notify DPH (CHI contact staff) when payment has been
made.

Payment should be sent to:

Health Resources in Action, Inc., (HRiA)
2 Boylston Street, 4th Floor

Boston, MA 02116

Attn: Ms. Bora Toro
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Appendix I: Required Measures for Annual Reporting

The Holder shall, on an annual basis, commencing with approval of this DoN, and continuing
annually for a period of five years after the Project is complete, report on the following data
elements, pursuant to 105 CMR 100.310(A)(12). Reporting will include a description of numerators
and denominators.

1.

Patient Satisfaction: Satisfied patients with their care are more likely to seek additional
treatment when needed. They are more likely to serve as a source of referring other patients to
the Proposed Project. The Applicant will review patient satisfaction levels with the ASC's surgical
services.

Measure: The percent or number of patients indicating “Good” or satisfactory rating for
measured subcategories.

The Outpatient & Ambulatory Surgery Community Assessment of Healthcare Providers and
Systems (OAS-CAHPS) survey will be provided to all eligible patients.

The OAS-CAHPS survey focuses on the following key subcategories:
o Before a patient's procedure

e The ASC facility and staff

e Communications about the patient's procedure

e Patient recovery

e Overall experience

e Patient demographic information.

Included in the annual report will be
e the number of surveys administered,
e the survey response rate,
e adescription of the subcategories that were measured and the range of the rating scale,
e adescription of the calculation of overall patient satisfaction, and
e adescription of policy changes instituted as a result of the Holder’s review of categories
receiving lower ratings.

Projections: The ASC is not yet operational; however, the Applicant will aim to establish and
achieve the top decile in "Overall Rating of Care" for reporting providers.

Monitoring: Any category receiving a less than "Good" or satisfactory rating will be evaluated,
and policy changes instituted as appropriate. Metrics will be reviewed quarterly by clinical staff.
Clinical Quality -Surgical Site Infection Rates: This measure evaluates the number of patients

with surgical site infections and aims to reduce or eliminate such occurrences.

Measure: The annual number of patients with surgical site infections and rate of surgical site
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infections.

Projections: The ASC plans to meet or exceed the national benchmark for surgical site infection
rates, ultimately reaching a target of 0%.

Monitoring: Reviewed quarterly by clinical staff.
Clinical Quality -Pre-Operative Time-Out/ Marking the correct surgical site: This measure
ensures pre-operative compliance with practices aimed at ensuring high quality outcomes

among members of the care team and promoting communication.

The procedure team conducts a pre-operative time out. The operating physician must mark the
correct surgical/ procedure site.

Measure: The annual rate of compliance for all surgical procedures performed at Excel Surgery
Center.

Projections: A pre-operative time-out as well as marking the correct procedure site will be
completed 100% of the time on all surgical cases in the ASC.

Monitoring: Reviewed quarterly by clinical staff.

The Holder shall report on implementation of policies and procedures that assist in increasing
the ASC’s communication with PCPs (Factor 1c).

The Holder shall report on implementation of process improvement initiatives at the proposed
ASC (Factor 1b).

The Holder shall report on progress in reduction of wait times for scheduling surgical procedures
(Table 5). The Holder shall provide a description of how wait time is calculated.

The Holder shall report on ASC surgical volume stratified by race and ethnicity, patient origin
(zip code), and payer mix.

The Holder shall report on the following outcome measures:

a. All cause hospital transfer/admission upon discharge for all surgical procedures at
Excel Surgery Center (CMS measure ASC-4).

The percentage of ASC admissions (patients) who are transferred or admitted to a
hospital upon discharge from the ASC.
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b. Unplanned Hospital Visits (number and rate) within 7 days post discharge from Excel
Surgery Center for all surgical procedures performed at Excel Surgery Center.

The measure defines a hospital visit as any emergency department (ED) visit,
observation stay, or unplanned inpatient admission.

9. The Holder shall report on implementation of language access services, as described in Factor
1b, and demonstrate compliance with Office of Health Equity interpreter services requirements

for the proposed ASC.
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Appendix ll: Procedure Definitions

Procedure

Spinal Cord Stimulator Implant
An implanted device that sends low levels of electricity directly into the spinal cord to relieve pain.®®

Spinal Cord Stimulator Trial
Spinal cord stimulators require two procedures to test and implant the device: the trial and the implantation.

Pain Pump Change/ Revision
A “pain pump” is a method of giving medication directly to your spinal cord. The system uses a small pump that is
surgically placed under the skin of your abdomen. ¢

Spinal Cord Stimulator Revision
Revisions are surgeries to remove the old implants and replace them with new components.

Vertiflex Procedure
The Vertiflex Procedure is a minimally invasive treatment that has been clinically proven to provide effective long-
term relief from the pain associated with LSS.ee¢

MILD Procedure (Minimally invasive lumbar decompression)
Outpatient, minimally invasive procedure to treat spinal stenosis.

Kyphoplasty
Injects special cement into your vertebrae — with the additional step of creating space for the treatment with a
balloon-like device. Kyphoplasty can restore a damaged vertebra’s height and may also relieve pain.ff
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APPENDIX lll: CMS Price Procedure Lookup

Procedure Price Lookup, Spinal Cord Stimulator Implant

ASCs HOPDs
Procedure: Spinal Cord Code: Code: Code: Code:
Stimulator Implant33 63650 63685 63650 63685
Total Cost $4,991 $24,792 $6,716 $30,433
Doctor Fee S421 $370 $421 $370
Facility Fee $4,570 $24,422 $6,295 $30,063
Medicare Pays $3,992 $19,833 $5,372 $28,803
Patient Pays $998 $4,958 $1,343 $1,630
Total (Code 63650 $29,783 $37,149
+63685)

Procedure Price Lookup, Paravertebral facet joint nerve Ablation; L/S, single level

ASCs HOPDs
Paravertebral facet joint nerve Ablation; L/S, single level3* Code: 64635 Code: 64635
Total Cost $1,018 $1,987
Doctor Fee $194 $194
Facility Fee $824 $1,793
Medicare Pays $814 $1,589
Patient Pays $202 $396

33 A surgical procedure, like a cardiac pacemaker, which involves implanting one or two leads in the spine, then tunneled
under the skin and connected to a small battery. The procedure is meant to treat intractable back/leg pain. CPT Codes
63650 + 63685.

34 The procedure is meant to treat intractable back pain as a result of diffuse arthritis in the spine. Most patients require
light sedation as it could be painful.
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