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NAME OF PROJECT: Heelex, LLC 

PROJECT NUMBER: CN2509-034 

ADDRESS: 6450 Kingston Pike, Suite 2 
Knoxville (Knox County), TN 37919 

LEGAL OWNER: Heelex, LLC 
6450 Kingston Pike, Suite 2  
Knoxville (Knox County), TN 37919 

OPERATING ENTITY: N/A 

CONTACT PERSON: Scott McDearman, Attorney 
(423) 756-8400

DATE FILED: September 25, 2025 

PROJECT COST: $1,603,600 

PURPOSE FOR FILING:    Initiation of linear accelerator services. 

Staff Review 

Note to Commission members: This staff review is an analysis of the statutory 
criteria of Need, Consumer Advantage Attributed to Competition, and Quality 
Standards, including data verification of the original application and, if 
applicable, supplemental responses submitted by the applicant.  Any Health 
Facilities Commission (HFC) Staff comments will be presented as a "Note to 
Commission members" in bold italic. 

PROJECT DESCRIPTION 
This applicant is seeking Consent Calendar Approval for the initiation of linear 
accelerator services located at 6450 Kingston Pike, Suite 2, Knoxville (Knox County), 
Tennessee 37919. The service will be limited to the provision of benign (low) radiation 
therapy services.  
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Executive Summary 
• If approved, the applicant projects the project will open for service in January 2026.  
• The applicant currently provides low-dose radiation services, which is also known 

as benign radiotherapy, to its patients at Heelex Medical Center clinic.  These 
services have historically been provided using an Xstrahl Ortho Voltage therapy 
machine. 

• The applicant states that it will continue to provide low-dose radiation services at 
its clinic through the initiation of linear accelerator services. 

• The applicant does not treat cancerous tumors within the body.  Instead, low-dose 
radiation services are used to treat conditions such as plantar fasciitis, 
osteoarthritis, dupuytren's contracture, bursitis, tendonitis, peyronie's disease, 
and certain skin conditions, including warts, psoriasis, keloids, and non-
melanoma skin cancers. 

• The applicant states that patients typically require six to eight treatment sessions. 
• The applicant states that it will initiate linear accelerator services using a Mobetron 

unit, to be overseen by one of the owners of the facility, Dr. Todd Scarborough, 
who is a radiation oncologist, but the facility will not operate as a radiation 
oncology center.  The Mobetron unit is a higher energy radiation treatment than 
the Xstrahl Ortho Voltage machine delivering megavoltage from 6 – 12 Mv vs. 100-
500 kV. 

• The availability of the LINAC unit will allow the applicant to treat an additional 
range of conditions such as trochanteric bursitis and will be more precise targeting 
of irradiated areas than the Ortho Voltage machine.   

• The applicant states that there are no significant differences between the LINAC 
unit and the Ortho Voltage machine related to procedure times, weights, safety, or 
comfort. 

• The applicant states that it is the only provider of benign radiotherapy service in 
its proposed nine-county service area.  

• There are fourteen linear accelerators in the proposed service area providing 
traditional megavoltage radiation therapy services: University of Tennessee 
Medical Center (3) ; Fort Sanders Regional Medical Center (2); North Knoxville 
Medical Center (2); Parkwest Medical Center (2); Methodist Medical Center – Oak 
Ridge (2); Turkey Creek Medical Center (1); Blount Memorial Hospital (1); and 
LeConte Medical Center (1).  

• Please see application Item 1E. on Page 6 for the applicant’s executive summary 
overview that includes project description, ownership, service area, existing 
similar service providers, project cost, and staffing.  

 
Consent Calendar:  ☒ Yes  ☐ No 

• Executive Director’s Consent Memo Attached:  ☐  Not applicable. 
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Facility Information 
• The applicant, Heelex, LLC entered into a seven-year lease agreement with Jeffrey 

P. McCamy on February 18, 2020, for the proposed project space.  For additional 
information on the leased office space and equipment, please refer to Attachment 
9A. 

• The applicant leases 3,060 square feet of space in the medical office building, 
including a connected linear accelerator vault.  

• The applicant will lease the Mobetron LINAC unit for a seven-year term.  
• The facility’s clinical areas will include a linear accelerator vault with a control 

console adjacent to an existing Ortho Voltage unit within the applicant’s clinic.  
• The linear accelerator unit will operate Monday through Friday from 8:00 am to 

4:30 pm on weekdays. 
 
Ownership 

• The proposed facility will be owned (50% each) by – Todd Scarbrough, MD - Chief 
Executive Officer & Medical Director - Robbie Hakeem, PhD - President & Medical 
Physicist.   

 
Project Cost Chart 

• The total project cost is $1,603,600. Of this amount, the line-item costs are Fixed 
Equipment Costs ($1,500,000), Legal, Administrative and Consulting Costs 
($50,000) and Other (Relocation and Installation of Equipment) Costs ($50,000). 

• For additional information, please see Project Costs Chart on Page 9 of the 
application.  

 
NEED 
The applicant provided the following supporting the need for the proposed project: 
 

• The applicant’s practice includes a medical clinic and a podiatry clinic serving 
approximately 110-130 patients per month with conditions treatable through low-
dose radiation therapy which has historically been delivered through an ortho 
voltage machine.  Each patient receives between six to eight treatments.  The 
demand for up to 12,000 treatments per year demonstrated the level of demand 
for this service in the region. 

• There are no other providers using benign radiotherapy to treat the types of 
conditions that the applicant focuses on serving. 

• Medicare reimbursement policies are changing in January 2026 limiting 
reimbursement of low dose radiation treatments to only those procedures that are 
performed on a linear accelerator.  The ortho voltage machine treatments will no 
longer be eligible.  Medicare patients represent two-thirds of the applicant’s 
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patient base and therefore the applicant must initiate LINAC services to continue 
to treat these patients. 

• The applicant treats two types of cancer, basal cell and squamous cell, neither of 
which are reported in the Tennessee cancer registry.  The applicant estimates that 
approximately 3,100 of these types of cancers are diagnosed in the service area 
annually based upon nationwide rates of detection. 

• The applicant has included 21 letters of support/patient testimonials as 
Attachment – Letters of Recommendation. 

 
(For applicant discussion, see Item 2.E., Pages 7 & 8)  

 
SERVICE SPECIFIC CRITERIA AND STANDARD REVIEW 
 
MRT Criteria  
All applicable criteria and standards were met:  
 

Please see Attachment 1N for a full listing of the criteria and standards and the applicant’s 
responses. 

 
Service Area Demographics 

• The service area is defined as Anderson, Blount, Grainger, Jefferson, Loudon, 
Knox, Roane, Sevier and Union Counties.  (see Attachment 2N for a county level map).   

• The target population is the population age 18 and older for the service area.  (See 
Attachment 3N for more demographic details.) 
 

 2025 Population 2029 Population % Change TennCare % 
Total Target 18+* Total Target 18+* Total Target 18+* 

Anderson 80,627 62,089 82,334 63,295 2.1% 1.9% 19.5% 
Blount 144,400 113,294 149,197 117,222 3.3% 3.5% 14.4% 
Grainger 24,579 19,467 24,783 19,699 0.8% 1.2% 23.6% 
Jefferson 58,783 46,450 60,612 48,186 3.1% 3.7% 21.7% 
Loudon 61,596 49,574 65,232 52,579 5.9% 6.1% 15.4% 
Knox 508,654 389,891 526,032 404,221 3.4% 3.7% 15.0% 
Roane 55,607 44,379 55,767 44,632 0.3% 0.6% 20.1% 
Sevier 101,026 78,877 103,572 80,879 2.5% 2.5% 18.8% 
Union 20,745 16,096 20,966 16,422 1.1% 2.0% 24.9% 
Service Area Total 1,056,017 820,117 1,088,495 847,135 3.1% 3.3% 16.7% 
Tennessee Total 7,242,733 5,496,748 7,462,831 5,667,593 3.0% 3.1% 19.5% 

Source: The University of Tennessee Center for Business and Economic Research Population Projection Data Files, Reassembled 
by the Tennessee Department of Health, Division of Policy, Planning and Assessment, Office of Health Statistics. 
*Table reflects population 20+.  Applicants identified target population is 18+.  Demographic data has been updated to 
reflect 2025-2029 by HFC staff. 
 

• The service area is projected to grow at a faster rate (3.1%) than the State of 
Tennessee as a whole (3.0%) from 2025-2029.    
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• The percentage of individuals enrolled in TennCare is lower (16.7%) than the State 
of Tennessee (19.5%).  

 
Service Area Historical Utilization 

• There are (14) LINAC units located in the project service area, all operated by 
hospitals. 
 

Service Area LINAC Utilization 2021-2023 
County Provider 2021 

Treatments 
2022 

Treatments 
2023 

Treatments 
LINAC 
Units 

2023 
Treatments 
Per LINAC 

% Change in 
Treatments 
2021-2023 

Anderson Methodist Medical Center – Oak Ridge 6,764 7,592 7,610 2 3,805 12.5% 
Blount Blount Memorial Hospital 3,243 3,215 4,408 1 4,408 35.9% 
Knox Fort Sanders Medical Center – 

Knoxville 
8,237 8,858 9,441 2 4,721 14.6% 

Knox North Knoxville Medical Center 5,385 4,841 7,785 2 3,892 44.6% 
Knox Parkwest Medical Center 8,436 8,670 8,463 2 4,231 0.3% 
Knox Turkey Creek Medical Center 4,150 4,109 6,018 1 6,018 45.0% 
Knox University of Tennessee Medical Center 16,831 17,346 17,675 3 5,891 5.0% 
Sevier LeConte Medical Center 6,092 5,213 5,540 1 5,540 -9.1% 
Source: CN2509-034 Attachment 5N 

 
• The LINAC units located at Turkey Creek Medical Center are utilized at the 

highest rate in the service area (6,018 treatments per unit) and have increased by 
the largest percentage from 2021-2023 (45.0%).   

• The applicant states that no other providers operating linear accelerators offer low-
dose radiation therapy. 

 
Applicant’s Historical and Projected Utilization  
There is no historical LINAC utilization for the applicant. Its projections for Year 1 are 
detailed below: 
 

Applicants Projected MRT Utilization by County - Procedures 
Service Area Counties Projected Utilization Year 1 (2026) % Total 
Knox 4,760 85% 
Anderson 112 2% 
Blount 112 2% 
Grainger 112 2% 
Loudon 112 2% 
Roane 112 2% 
Sevier 112 2% 
Union 112 2% 
Jefferson 56 1% 
Total 5,600 100% 

Source: CN2509-034, Application, Page 19 

5



 

HEELEX, LLC 
CN2509-034 

DECEMBER 11, 2025 
PAGE | 6 

• The applicant is projecting patient volume based upon the historical referrals of its 
patients residing in the service area.  The initial utilization of the new unit is 
projected to be approximately 50% of the total historical utilization of its ortho 
voltage machine.   

• The applicant projects that (85%) of its utilization will be from residents of Knox 
County where the facility is located. 

• The applicant states that it expects utilization to reach historical levels by the third 
year of operation. 

 
The following table indicates the applicant’s projected utilization for Heelex, LLC: 
 

Projected LINAC Procedures at Heelex, LLC 2026-2027 
 Year 1 (2026) Year 2 (2027) Year 3 (2028) 

Procedures 5,600 8,400 10,500 
State Health Plan Target Utilization 3,162 NA 6,323 
Percent of Target Met 177% NA 166% 

Source: CN2509-034, Attachment 6N 
 

• The number of MRT treatments to be performed at Heelex, LLC are projected to 
increase from 5,600 procedures in 2026 to 10,500 procedures in 2028.  

• Projected utilization of the LINAC unit is expected to exceed the state health plan 
minimum utilization standard in Year 1 (2026) by reaching (177% - 5,600 
treatments vs. 3,162 utilization standard) and exceeding state plan standards 
(166% - 10,500 treatments vs. 6,323 utilization standard) in Year 3 (2028). 

• If approved, the applicant states most of its Medicare patients will be treated with 
the linear accelerator instead of the ortho voltage machine.   

• The applicant states that its historical patient base for low-dosage radiation 
therapy has grown approximately 9.3% annually. 

 
CONSUMER ADVANTAGE ATTRIBUTED TO COMPETITION  
 

• The applicant states that its historical patient base of patients choosing to receive 
low dose radiation therapy services to treat plantar fasciitis, osteoarthritis, 
dupuytren's contracture, bursitis, tendonitis, peyronie's disease, warts, psoriasis, 
keloids, and non-melanoma skin cancers, when alternative options such as 
surgery or long-term medication are available, demonstrates the advantage to 
consumers in the service area.  

 
Charges 
In Year One and Year Two of the proposed project, the average charges per treatment are 
as follows: 
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 Projected Data Chart 
Year 1 (2026) Year 2 (2027) 

Gross Charges $214.29 $214.29 
Deduction from Revenue $0.00 $0.00 
Average Net Charges $214.29 $214.29 

Source: CN2509-034, Application, Page 27 
 

• The applicant’s states that its gross charges for each course of treatment will be 
approximately $214.29 which are comparable to that applicant’s charges for low-
dose radiation therapy that it currently offers. 
 

Gross Charge Comparison of LINAC Providers  
Provider County Provider 

Type 
LINAC 
Units 

2023 
Treatments 

Gross Charges Average Charge 
per Treatment 

Methodist Medical Center – Oak Ridge Anderson HOSP 2 7,610 $14,126,396 $1,856.29 
Blount Memorial Hospital Blount HOSP 1 4,408 $11,081,782 $2,514.02 
Fort Sanders Medical Center – Knoxville Knox HOSP 2 9,441 $23,283,223 $2,466.18 
North Knoxville Medical Center Knox HOSP 2 7,785 Not Available NA 
Parkwest Medical Center Knox HOSP 2 8,463 $15,834,915 $1,871.08 
Turkey Creek Medical Center Knox HOSP 1 6,018 Not Available NA 
University of Tennessee Medical Center Knox HOSP 3 17,675 $64,958,419 $3,675.16 
LeConte Medical Center Sevier HOSP 1 5,540 $10,941,300 $1,974.96 
Heelex, LLC (proposed) Knox RAD 1 5,600 $1,200,000 $214.28 
Total    53,137 $140,226,035 $2,638.95 
Source: CN2509-034, HFC Medical Equipment Registry, HFC generated for reference.  Applicant does not include a comparison table due to 
dissimilar services. 

 
• The applicant states that its charges are not comparable to traditional megavoltage 

radiation therapy provided by the existing linear accelerators in the service area.   
• The applicant’s proposed gross charge of $214.28 per treatment is significantly 

lower than the average of traditional MRT providers. 
 
Project Payor Mix 
The proposed project payor mix for Year One is as follows: 
 
 Percentage of Gross Operating Revenue 

Medicare Medicaid Commercial Self-Pay Other  Charity Care 
Year 1 70.5% 1.5% 25.0% 1.5% 1.5% 0% 

Source: CN2509-034, Application, Page 28 

 
• The applicant states that it will continue to contract with all TennCare Managed 

Care Organizations: WellPath, BlueCross BlueShield of TN (BlueCare), United 
Healthcare Community Plan.   

• Please refer to Item 10C. in the Consumer Advantage section of the application for 
specific Payor Mix information.  

• A full list of in-network payors is included as Attachment 2.C. 
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• The applicant states that none of its commercial plans require that low dosage 
radiation therapy procedures be performed on a LINAC. 

• The applicant expects to perform the majority of treatments for its Medicare 
patients in the new LINAC unit representing (70.5%) of gross revenue in Year 1. 

 
Agreements 

• The applicant states that it will not establish transfer agreements with any area 
hospitals because the Mobetron services pose no acute medical risk. If a medical 
emergency occurs, patients will be transferred by EMS through local emergency 
response. 

 
Staffing 
The applicant's Year One proposed staffing includes the following: 
 Year One 
Direct Patient Care Positions 8.0 
Non-Patient Care Positions 6.0 
Contractual Staff 0.0 
Total  14.0 

Source: CN2509-034 Attachment 8Q 
 

• Direct Care positions includes the following: Board Certified Radiation Oncologist 
(1.0 FTE), Medical / Radiation Therapist (1.0 FTE), Radiation Therapists (4.0 FTEs), 
and Medical Assistants (2.0 FTEs).   

• Non-Patient Care positions includes the following: Front Desk Receptionist (2.0 
FTEs); Credentialing Specialist (1.0 FTE); Biller (1.0 FTE); Administrator (1.0 FTE); 
and IT/Administrative Support (1.0 FTE).   

• There are no Contractual Staff proposed by the applicant. 
• The applicant does not expect to require additional staff to support the operation 

of the new LINAC. 
• The two co-owners of the applicant are a board-certified radiation oncologist and 

a medical/radiation physicist. 
• Please refer to Attachment 8Q. of the application for additional detail regarding 

project staffing.  
 
QUALITY STANDARDS 
The applicant commits to obtaining and/or maintaining the following: 

 
Licensure Certification Accreditation 
TDEC Division of 
Radiological Health 

Medicare / TennCare American Society for Therapeutic Radiation Oncology 
(ASTRO)* or the American College of Radiology 

Source: CN2509-034, Supplemental #1, Page 6-7. 
*The ASTRO Accreditation Program for Excellence ("APEx") consists of a series of standards and evidence indicators relating to the 
performance of radiation oncology practices, focusing on quality and safety of radiation oncology services. 
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• The applicant states that it will seek accreditation through either of the American 
College of Radiology or the American Society for Radiation Oncology, to the 
extent that either of those organizations provide accreditation for low dose 
radiotherapy.  The applicant will not be providing traditional radiation oncology 
services. Treatments will be performed under the oversight of a board-certified 
radiation oncologist and a medical/radiation physicist. 

• The applicant will seek licensure for the Mobetron through the Tennessee 
Department of Environment Conservation Division of Radiological Health, and 
certification through Medicare and TennCare. 

• The applicant states that it employs nationally certified (AART) radiation 
therapists and maintains training and competency consistent with best practices. 

• The LINAC unit is a Mobetron model, which the applicant states is a self-shielding 
unit.  The room in which the LINAC will be installed already has lead-shielding.  
See Attachment 9A for the equipment lease. 

• The applicant provides an overview of its Quality Control and Monitoring Plan 
for its radiation oncology services in response to Supplemental #2, Question 5 
(Pages 2-4). 

  
Application Comments 
Application Comments may be filed by the Department of Health, Department of 
Mental Health, and Substance Abuse Services, and the Department of Disability and 
Aging.   The following department(s) filed comments with the Commission and are 
attached:  
  
☐  Department of Health 
☐  Department of Mental Health and Substance Abuse Services 
☐   Department of Disability and Aging  
☒   No comments were filed  
 
CERTIFICATE OF NEED INFORMATION FOR THE APPLICANT: 
 
There are no other Letters of Intent, Outstanding Certificate of Need applications, or 
denied applications, pending applications on file for this applicant. 
 
CERTIFICATE OF NEED INFORMATION FOR OTHER SERVICE AREA 
FACILITIES: 
 
There are no other Letters of Intent denied applications or pending applications for other 
entities proposing this type of service. 
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Outstanding Applications 
 
Project Name  University of Tennessee Medical Center, CN2103-010AEE 
Project Cost  $13,456,526 
Approval Date June 23, 2021 
Description  The initiation of linear accelerator services at an existing satellite facility 

located at 5779 Creekwood Park Boulevard, Lenoir City (Loudon County), 
Tennessee, 37772. The proposed service area includes Loundon, McMinn, 
Monroe, and Roane Counties, and three ZIP codes (37922, 37932, and 
37934) in West Knox County.  The University of Tennessee Medical Center 
is owned by University Health System, Inc. which is a private, not-for-
profit public benefit corporation established by The University of 
Tennessee Board of Trustees as authorized by the Tennessee General 
Assembly. 

Project Status Project Status Update – August 2025 – Development of the project has been 
suspended as UTMC is considering some possible changes to the structure 
and scope of the project.  If those changes require HFC approval a request 
will be filed at the appropriate time. 

Expiration Date August 1, 2026 
 
 
TPP (11/15/2025) 

10



 
 
 
 
 
 
 
 
 

CRITERIA AND 
STANDARDS 

11



CRITERIA & STANDARDS 
 

Heelex currently provides benign radiotherapy services to approximately 30 patients per week. 
Each patient receives 6-8 radiation therapy procedures. Thus, Heelex currently provides 
approximately 7,900-12,000 radiation therapy treatments per year. Heelex anticipates an initial 
reduction in volume, as not all of patients will be treated with its linear accelerator, and 
reimbursement will change effective January 1, 2026. The linear accelerator allows Heelex to 
treat a greater variety of conditions while sparing patients' skin. Heelex will not be treating any 
cancerous tumors within patients' bodies. Despite the anticipated initial reduction in volume, 
Heelex estimates conservatively that it will treat 800 patients with the linear accelerator in 2026, 
1200 in 2027 and 1500 in 2028. Each patient will need 6-8 radiotherapy treatments. The 
Tennessee state health plan standards and criteria for megavoltage radiation therapy services are 
designed for traditional radiation oncology facilities. As noted, Heelex will not be treating 
cancers within patients' bodies. The only cancerous growths Heelex treats are non-melanoma 
skin cancers. Below are each of the mega voltage radiation therapy services standards and 
criteria, followed by Heelex's response. 
  
1.     Determination of Need 
A. These utilization standards were developed based on the following assumptions related to 
operating time; 
  

1. 8 hours a day, 
2. 5 treatment days per week, 
3. 52 weeks per year, and 
4. 95% average up-time. 

    
Type of Linear 
Accelerator 

Estimated 
Patients Per 
Day 

Capacity 
Minimum 
(40%) 

Capacity 
Optimal (80%) 

Capacity 
Maximum 
(100%) 

Non-IMRT, 
Non-IGRT 

32 3162 6323 7904 

IMRT only 
without OBI 

32 3162 6323 7904 

IMRT with 
OBI 

38 3754 7509 9386 

SRS only 14 1383 2766 3458 
SBRT only 16 1581 3162 3952 
Hybrid MRTs 32 1362 6323 7904 

 
Heelex anticipates treating 21-22 patients per week in year 1, increasing to 40 patients per day by 
year 3. Each patient will receive 6-8 treatments of benign radiotherapy, resulting in a total of 
approximately 5,600 treatments in year 1, 8,400 in year 2 and 10,500 treatments year 3. 
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B. Applicants should use the treatment codes provided on the agent's HSDA website to calculate 
utilization. 
  
·        The treatments codes supplied do not address low dose radiation, and therefore are 
inapplicable. 
 
C. An applicant proposing a new Linear Accelerator should project a minimum of at least 3,162 
MRT procedures in the first year of service in its proposed Service Area, building to a minimum 
of 6,323 procedures per year by the third year of service and for every year thereafter. 
  
·        Heelex projects approximately 5,600 treatments in year 1, 8,400 treatments in year 2 and 
10,500 treatments in year 3. 
  
D. Applicants should utilize the publicly available Tennessee Cancer Registry 
(https://www.tn.gov/health/health-program-areas/tcr.html) date to estimate the need within the 
proposed service 
area. These data should then be compared to the date included in the HSDA's Medical 
Equipment Registry for the defined market to determine the need. 
  
To estimate the number of radiation therapy treatment patients in its proposed service area, the 
applicant should multiply the number of cancer patients by 60%. A minimum of 600 cancer 
patients and 360 radiation patients should reside in the proposed service area. Data included in 
the HSDA's Medical Equipment Registry may also be used to determine the need for radiation 
services in the proposed service area. 
  
·        Heelex will not be treating patients with cancer other than those with non-melanoma skin 
cancers, principally basal cell and to a lesser extent, squamous cell growths. 
  
2.Relationship to Existing Similar Services in the Proposed Service Area: Applicants should 
provide an inventory of and assess all available technologies and utilization in the service area. 
Additionally, the applicant should provide evidence that volumes in the proposed service area. 
Additionally, the applicant should provide evidence that volumes in the proposed service area 
will support the introduction of new MRT services without causing existing providers to fall 
below the minimum thresholds outlined in the following table. 
  

Type of Linear Accelerator Minimum (40)% 
Non-IMRT, NON-IGRT 3162 
IMRT only 3162 
IMRT with OBI 3754 
SRS only 1383 
SBRT only 1581 
Hybrid MRT’s 3162 

  
a. Applicants should use the treatment codes provided on the HSDA website to calculate 
utilization. 
·        Not applicable 
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b. Applicants should utilize the data included in the HSDA's Medical Equipment Registry along 
with the publicly available Tennessee's Cancer Registry (http://tn.gov/health/health-program-
areas-tcr.html) to estimate the capacity for all existing units located within the applicant's 
proposed service area. 
 
·        Because Heelex will not be treating patients with traditional radiation therapy, and because 
no other provider in the area treats patients with low dose radiation therapy, the capacity of 
existing linear accelerators in the service area is irrelevant. 
 
c. An exception to the need standards may occur as new or improved technology and equipment 
or new or improved technology and equipment or new treatment applications for MRT units 
develop. An applicant must demonstrate that the proposed MRT Unit offers a unique and 
necessary technology for the provision of health care services in the proposed service area. 
  
·        Heelex curently serves over 1,400 patients per year, and even with a projected initial 
reduction in patient volume, Heelex will provide over 5,000 radiotherapy treatments in year 1 
and 9,000 or more treatments by year 3. The only change in Heelex's operations will be the 
provision of low dose radiation therapy treatment using the linear accelerator instead of an 
Xstrahl ortho voltage machine. Low dose radiation therapy services, also known as benign 
radiotherapy services, are currently provided exclusively by Heelex in the service area. Heelex 
anticipates no change in that regard with the lease of a linear accelerator. Therefore, while new 
technology is not an issue here, the proposed utilization of the linear accelerator is unique to the 
Knoxville medical community. 
 
3.Establishment of Service Area. For linear accelerators that do not perform SRT or SBRT 
procedures, the contiguous counties representing a reasonable area in which an applicant intends 
to provide MRT services. 
  
Applicants should utilize the publicly available Tennessee's Cancer Registry 
(https://www.tn.gov/health/health-program-areas/tcr.html) data to estimate the need within the 
proposed service area. These data should then be compared to the data included in the HSDA's 
Medical Equipment Registry for the defined market to determine the need. 
  
To estimate the number of radiation treatment patients in its proposed service area, the applicant 
should multiply the number of cancer patients by 60%. A minimum of 600 cancer patients and 
360 radiation patients should reside in the proposed service area. Data included in the HSDA's 
Medical Equipment Registry may also be used to determine the need for radiation services in the 
proposed service area. 
  
Otherwise, a service area shall be the contiguous counties representing a reasonable area in 
which an applicant intends to provide MRT services. 
  
Additionally, the applicant must demonstrate that the patient origin of the proposed site aligns 
with other existing cancer-related healthcare services provided within the defined service. 
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·        The majority of Heelex's current patients are from Knox County. Almost all of its patients 
come from Knox and its contiguous counties. Heelex will continue to provide only low dose 
radiation therapy services, and therefore it does not compete with cancer-related healthcare 
providers. 
 
4.Access to MRT Units 
  
a. An MRT unit should be located at a site that allows reasonable access for residents of the 
proposed service area. 
  
b. An applicant for any proposed new Linear Accelerator should document that the proposed 
location of the Linear Accelerator is within a 45 minute drive time of the majority of the 
proposed service 
area's population. 
  
c. Applications that include non-Tennessee counties in their proposed service areas should 
provide evidence of the number of existing MRT units that service the non-Tennessee counties 
and the impact 
on MRT unit utilization in the non-Tennessee counties, including the specific location of those 
units located in the non-Tennessee counties, their utilization rates, and their capacity (if those 
data are 
available). 
  
·        The new linear accelerator will be located in a treatment room at 5616 Kingston Pike, Suite 
101 in Knoxville. The site is centrally located and easily accessible by car or public 
transportation. Given the central Knox county location, the facility is located less than a 45 
minute drive from the majority of its patients. 
 
5.Economic Efficiencies: All applicants for any proposed new MRT unit should document that 
lower cost technology applications have been investigated and found less advantageous in terms 
of accessibility, availability, continuity, cost, and quality of care. 
  
·        Heelex currently utilizes a somewhat lower cost technology in its Xstrahl ortho voltage 
machine, but has determined that a linear accelerator, over time, will provide better overall 
treatment for patients. Specifically, a linear accelerator is gentler on patient's skin and allows 
Heelex to treat a broader variety of conditions, although it will not operate as a radiation 
oncology facility and will not treat tumors within patients' bodies. Further, beginning January 1, 
2026, Medicare will no longer reimburse providers of low dose radiation therapy treatments 
unless they provide the treatment with a linear accelerator. 
 
6.Separate Inventories for Linear Accelerators and for other MRT units: A separate 
inventory shall be maintained by the HSDA for Linear Accelerators, and, if date are available, 
for Linear Accelerators dedicated to SRT and/or SBRT procedures and other types of MRT 
Units. 
·        Not applicable 
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1. Patient Safety and Quality of Care: The applicant shall provide evidence that any 
proposed MRT Unit is safe and effective for its proposed use. 

  
a. The United States Food and Drug Administration (FDA) must certify the proposed MRT Unit 
for clinical use. 
·        The linear accelerator will be FDA certified. 
 
b. The applicant should demonstrate that the proposed MRT Units shall be housed in a physical 
environment that conforms to applicable federal standards, manufacturer's specifications, and 
licensing agencies' requirements. 
 
·        The linear accelerator will be located in an existing treatment room. The linear accelerator 
will meet applicable federal standards, manufacturer specifications, and the Department of 
Health's requirements. Heelex will lease a Mobetron self-shielding linear accelerator, so 
additional shielding should be unnecessary. 
 
c. The applicant should demonstrate how emergencies within the MRT Unit facility will be 
managed in conformity with accepted medical practice. 
·        Mobetron low dose radiation services pose no acute medical risk. In the unlikely event of 
an unrelated medical emergency, patients would be managed under standard EMS protocol and 
be transported to the nearest emergency room. 
 
d. The applicant should establish protocols that assure that all MRT Procedures performed are 
medically necessary and will not unnecessarily duplicate other services. 
·        Heelex has in place protocols that assure that all benign radiotherapy procedures are 
medically necessary and do not duplicate other services. 
 
e. An applicant proposing to acquire any MRT Unit shall demonstrate that it meets the staffing 
and quality assurance requirements of the American Society of Therapeutic Radiation and 
Oncology (ASTRO), 
the American College of Radiology (ACR), the American College of Radiation Oncology 
(ACRO) or a similar accrediting authority such as the National Cancer Institute (NCI). 
Applicants should provide 
evidence of accreditation by ASTRO, ACR, or other similar accrediting authority either as a 
stand-alone facility or through that of a parent organization with oversight capabilities. 
·        Heelex currently employs a board-certified radiation oncologist, a radiation physicist, 
radiation therapists, medical assistants, and other staff licensed and/or trained in the provision of 
radiation therapy services. 
 
f. All applicants should seek and document emergency transfer agreements with local area 
hospitals, as appropriate. An applicant's arrangements with its physician medical director must 
specify that said physician be an active member of the subjects' transfer agreement hospital 
medical staff. 
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·        Mobetron low dose radiation services pose no acute medical risk. In the unlikely event of 
an unrelated medical emergency, patients would be managed under standard EMS protocol and 
be transported to the nearest emergency room. 
 
g. All applicants should demonstrate the ability to provide simulations and treatment planning 
services to support the volumes they projects and any impact such services may have on volumes 
and 
treatment times. N/A 
  
h. Applicants should provide evidence of plans for the radiation oncology physician treating 
patients to participate in consultative services and a multi-disciplinary cancer committee to 
ensure high quality 
treatment for the patients. Additionally, each center should have a dedicated radiation oncologist 
to serve as medical director with defined responsibilities overseeing quality assurance for the 
site. 
·        Heelex will not be treating cancers subject to a cancer committee or oncologists. 
 
i. Treatment planning at off-site centers should be coordinated with a multi-disciplinary cancer 
center. 
·        Not applicable 
 
8.Data requirements: Applicants shall agree to provide the Department of Health and/or the 
Health Services and Development Agency with all reasonably requested information and 
statistical data related to the operation and provision of services and to report that data in the 
time and format requested. As a standard practice, existing data reporting streams will be relied 
upon and adapted over time to collect all needed information. 
 
·        Heelex will cooperate with the Department of Health and/or Tennessee Health Facilities 
Commission by providing all requested information and statistical data related to the operation 
and provision of services and to report the data in the time and format requested. 
 
9.Services to High-Need and Underserved Populations: Special consideration should be given 
to applicants providing services fulfilling the unique needs and requirements of certain high-need 
populations, including uninsured, low-income, and underserved geographic regions, as well as to 
other underserved population groups. This includes any applicant: 
  
a. Who is offering the service in a medically underserved area as designated by the United States 
Health Resources and Services Administration, 
b. Who is a "safety net hospital" or a "children's hospital" as defined by the Bureau of TennCare 
Essential Access Hospital payment program, and/or 
c. Who provides a written commitment of intention to contract with at least one TennCare MCO 
and, if providing adult services, to participate in the Medicare program. 
  
·        As a Tenn Care provider, Heelex currently serves low-income, underserved patients. It 
plans to continue doing so once it begins providing services with the linear accelerator. 
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10.Access: An applicant should demonstrate an ability and willingness to serve equally all of the 
service area in which it seeks certification. 
·        Heelex currently serves equally all of its service area and will continue to do so once it 
installs the Linear Accelerator. 
 
11.Adequate staffing: An applicant shall document a plan demonstrating the intent and ability 
to recruit, hire, train, assess competencies of, supervise, and retain the appropriate numbers of 
qualified personnel to provide the services described in the application and that such personnel 
are available in the proposed service area. 
·        Heelex has adequate staffing to serve its patients with the linear accelerator, and anticipates 
recruiting, hiring, and training no additional individuals by virtue of its utilization of a linear 
accelerator to deliver low dose radiotherapy services. 
 
12.Assurance of Resources: The applicant shall document that it will provide the resources 
necessary to properly support the applicable level of services. Included in such documentation 
shall be a letter of support from the applicant's governing board of directors, Chief Executive 
Officer, or Chief Financial Officer documenting the full commitment of the applicant to develop 
and maintain the facility resources, equipment, and staffing to provide the appropriate services. 
The applicant shall also document the financial costs of maintaining these resources and its 
ability to sustain them. 
·        Heelex will finance the project through a loan and cash reserves. 
 
13.Quality Control and Monitoring: The applicant shall identify and document its existing or 
proposed plan for data reporting, quality improvement, and outcome and process monitoring 
system. 
·        Need current quality assurance measures or protocols. 
 
14.Licensure and Quality Considerations: Any existing applicant for this CON service 
category shall be in compliance with the appropriate rules of TDH. The applicant shall also 
demonstrate its accreditation status with the Joint Commission or other applicable accrediting 
agency. 
·        Heelex will comply with all rules of the Tennessee Department of Health. Because it will 
be providing only low dose radiation therapy services, and is not required to be licensed, it will 
not be required to seek accreditation through the Joint Commission or other accrediting agency. 
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State of Tennessee 
Health Facilities Commission

502 Deaderick Street, Andrew Jackson Building, 9  Floor, Nashville, TN 37243th

www.tn.gov/hsda Phone: 615-741-2364 hsda.staff@tn.gov

LETTER OF INTENT

The Publication of Intent is to be published in The Knoxville News Sentinel which is a newspaper of general
circulation in Knox County., Tennessee, on or before 09/15/2025 for one day.

This is to provide official notice to the Health Facilities Commission and all interested parties, in accordance
with T.C.A. §68-11-1601 et seq., and the Rules of the Health Facilities Commission, that Heelex, LLC, a/an
existing clinic owned by Heelex, LLC with an ownership type of  and to be Limited Liability Company
managed by  intends to file an application for a Certificate of Need for the initiation of linear accelerator itself
services located at 6450 Kingston Pike, Suite 2, Knoxville (Knox County),Tennessee 37919. The service will
be limited to the provision of benign (low) radiation therapy services.. The address of the project will be 6450
Kingston Pike, Suite 2, Knoxville, Knox, Tennessee, 37919. The estimated project cost will be  .$1,203,000

The anticipated date of filing the application is 10/01/2025

The contact person for this project is Attorney Scott McDearman who may be reached at Law firm - 633
Chestnut St., Suite 900, Chattanooga, Tennessee, 37450 – Contact No. 423-756-8400.

Scott McDearman

Signature of Contact

09/09/2025

Date

smcdearman@gkhpc.com

Contact’s Email Address

The Letter of Intent must be received between the first and the fifteenth day of the month. If the last day for
filing is a Saturday, Sunday, or State Holiday, filing must occur on the next business day. Applicants seeking
simultaneous review must publish between the sixteenth day and the last day of the month of publication by
the original applicant.

The published Letter of Intent must contain the following statement pursuant to T.C.A. §68-11-1607 (c)(1).
(A) Any healthcare institution wishing to oppose a Certificate of Need application must file a written notice
with the Health Facilities Commission no later than fifteen (15) days before the regularly scheduled Health
Facilities Commission meeting at which the application is originally scheduled; and (B) Any other person
wishing to oppose the application may file a written objection with the Health Facilities Commission at or
prior to the consideration of the application by the Commission, or may appear in person to express opposition.
Written notice of opposition may be sent to: Health Facilities Commission, Andrew Jackson Building, 9th
Floor, 502 Deaderick Street, Nashville, TN 37243 or email at  .hsda.staff@tn.gov
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State of Tennessee 
Health Facilities Commission

502 Deaderick Street, Andrew Jackson Building, 9  Floor, Nashville, TN 37243th

www.tn.gov/hsda Phone: 615-741-2364 hsda.staff@tn.gov

PUBLICATION OF INTENT

The following shall be published in the “Legal Notices” section of the newspaper in a space no smaller
than two (2) columns by two (2) inches.

NOTIFICATION OF INTENT TO APPLY FOR A CERTIFICATE OF NEED

This is to provide official notice to the Health Facilities Commission and all interested parties, in accordance
with T.C.A. §68-11-1601 et seq., and the Rules of the Health Facilities Commission, that Heelex, LLC, a/an
existing clinic owned by Heelex, LLC with an ownership type of  and to be Limited Liability Company
managed by  intends to file an application for a Certificate of Need for the initiation of linear accelerator itself
services located at 6450 Kingston Pike, Suite 2, Knoxville (Knox County),Tennessee 37919. The service will
be limited to the provision of benign (low) radiation therapy services.. The address of the project will be 6450
Kingston Pike, Suite 2, Knoxville, Knox, Tennessee, 37919. The estimated project cost will be  .$1,203,000

The anticipated date of filing the application is  10/01/2025

The contact person for this project is Attorney Scott McDearman who may be reached at Law firm - 633
Chestnut St., Suite 900, Chattanooga, Tennessee, 37450 – Contact No. 423-756-8400.

The published Letter of Intent must contain the following statement pursuant to T.C.A. §68-11-1607 (c)(1).
(A) Any healthcare institution wishing to oppose a Certificate of Need application must file a written notice
with the Health Facilities Commission no later than fifteen (15) days before the regularly scheduled Health
Facilities Commission meeting at which the application is originally scheduled; and (B) Any other person
wishing to oppose the application may file a written objection with the Health Facilities Commission at or
prior to the consideration of the application by the Commission, or may appear in person to express opposition.
Written notice of opposition may be sent to: Health Facilities Commission, Andrew Jackson Building, 9th
Floor, 502 Deaderick Street, Nashville, TN 37243 or email at  .hsda.staff@tn.gov
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State of Tennessee 
Health Facilities Commission
502 Deaderick Street, Andrew Jackson Building, 9  Floor, Nashville, TN 37243th

www.tn.gov/hsda Phone: 615-741-2364 hsda.staff@tn.gov

CERTIFICATE OF NEED APPLICATION

1A.  Name of Facility, Agency, or Institution
Heelex, LLC

Name

6450 Kingston Pike, Suite 2

Street or Route

Knox

County

Knoxville

City

Tennessee

State

37919

Zip

https://www.heelex.net

Website Address

     The facility’s name and address  the name and address of the project and  consistent with theNote: must be must be
Publication of Intent.

2A.  Contact Person Available for Responses to Questions

Scott  McDearman

Name

Attorney

Title

Grant, Konvalinka, & Harrison, P.C.

Company Name

smcdearman@gkhpc.com

Email Address

633 Chestnut St., Suite 900

Street or Route

Chattanooga

City

Tennessee

State

37450

Zip

Attorney, Legal Counsel

Association with Owner

423-756-8400

Phone Number

3A.  Proof of Publication
Attach the full page of newspaper in which the notice of intent appeared with the mast and dateline intact or submit a

publication affidavit from the newspaper that includes a copy of the publication as proof of the publication of the letter of

intent. (Attachment 3A)

 Date LOI was Submitted: 09/11/25

 Date LOI was Published: 09/14/25
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LOI was submitted to Knoxville Sentinel on 09/11/2025 and will be published on 09/14/2025.RESPONSE: 

4A.  Purpose of Review (Check appropriate box(es) – more than one response may apply)

Establish New Health Care Institution

Relocation

Change in Bed Complement

Addition of a Specialty to an Ambulatory Surgical Treatment Center (ASTC)

Initiation of MRI Service

MRI Unit Increase

Satellite Emergency Department

Addition of Therapeutic Catheterization

Positron Emission Tomography (PET) Service

Initiation of Health Care Service as Defined in §TCA 68-11-1607(3)
 

Initiation of HealthCare services
Burn Unit

Neonatal Intensive Care Unit

Open Heart Surgery

Organ Transplantation

Cardiac Catheterization

Linear Accelerator  

Home Health

Hospice

Opiate Addiction Treatment Provided through a Non-Residential Substitution-Based Treatment Section for Opiate
Addiction

Please answer all questions on letter size, white paper, clearly typed and spaced, single sided, in order and sequentially

numbered. In answering, please type the question and the response. All questions must be answered. If an item does not apply,

please indicate “N/A” (not applicable). Attach appropriate documentation as an Appendix at the end of the application and

reference the applicable item Number on the attachment, i.e. Attachment 1A, 2A, etc. The last page of the application should be

a completed signed and notarized affidavit.

5A.  Type of Institution (Check all appropriate boxes – more than one response may apply)

Hospital

Ambulatory Surgical Treatment Center (ASTC) –
Multi-Specialty

Ambulatory Surgical Treatment Center (ASTC) – Single
Specialty

Home Health

Hospice

Intellectual Disability Institutional Habilitation Facility (ICF/IID)

Nursing Home

Outpatient Diagnostic Center

Rehabilitation Facility

Residential Hospice

Nonresidential Substitution Based Treatment Center of Opiate Addiction
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Other  

Other -

Physician's Practice Office

Hospital -

6A.  Name of Owner of the Facility, Agency, or Institution
Heelex, LLC

Name

6450 Kingston Pike, Suite 2

Street or Route

865-999-5988

Phone Number

Knoxville

City

Tennessee

State

37919

Zip

7A.  Type of Ownership of Control (Check One)

Sole Proprietorship

Partnership

Limited Partnership

Corporation (For Profit)

Corporation (Not-for-Profit)

Government (State of TN or Political Subdivision)

Joint Venture

Limited Liability Company  

Other (Specify)

Attach a copy of the partnership agreement, or corporate charter and certificate of corporate existence. Please provide

documentation of the active status of the entity from the Tennessee Secretary of State’s website at 

If the proposed owner of the facility is government owned must attach thehttps://tnbear.tn.gov/ECommerce/FilingSearch.aspx 

relevant enabling legislation that established the facility. (Attachment 7A)

Describe the existing or proposed ownership structure of the applicant, including an ownership structure organizational chart.

Explain the corporate structure and the manner in which all entities of the ownership structure relate to the applicant. As

applicable, identify the members of the ownership entity and each member’s percentage of ownership, for those members with

5% ownership (direct or indirect) interest.

Organizational Chart Heelex, LLC - Ownership & Management Structure Owners (50% each) - Todd RESPONSE:
Scarbrough, MD - Chief Executive Officer & Medical Director - Robbie Hakeem, PhD - President & Medical Physicist
Executive Leadership - Stephanie Thornell - Vice President, Administration & Operation

 8A.  Name of Management/Operating Entity (If Applicable)

Name
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Street or Route County

City State Zip

Website Address

For new facilities or existing facilities without a current management agreement, attach a copy of a draft management
agreement that at least includes the anticipated scope of management services to be provided, the anticipated term of the
agreement, and the anticipated management fee payment schedule. For facilities with existing management agreements, attach
a copy of the fully executed final contract. (Attachment 8A)

9A.  Legal Interest in the Site

Check the appropriate box and submit the following documentation. (Attachment 9A)

The legal interest described below must be valid on the date of the Agency consideration of the Certificate of Need application.

Ownership (Applicant or applicant’s parent company/owner) – Attach a copy of the
title/deed.

Lease (Applicant or applicant’s parent company/owner) – Attach a fully executed lease that includes the terms of the
lease and the actual lease expense.  

Option to Purchase - Attach a fully executed Option that includes the anticipated purchase price.

Option to Lease - Attach a fully executed Option that includes the anticipated terms of the Option and anticipated
lease expense.

Letter of Intent, or other document showing a commitment to lease the property - attach reference document

Other (Specify)

The lease is attached as Exhibit 9A. RESPONSE:

10A.  Floor Plan

If the facility has multiple floors, submit one page per floor. If more than one page is needed, label each page. (Attachment

10A)

Patient care rooms (Private or Semi-private)

Ancillary areas

Other (Specify)

See Attachment 10A which shows a complete floor plan of the first floor at 6450 Kingston Pike, Suite 2 RESPONSE:
identifying the clinical layout, including exam rooms, the Mobetron treatment area, physics/administrative space, and

patient reception.

11A.  Public Transportation Route

Describe the relationship of the site to public transportation routes, if any, and to any highway or major road developments in

the area. Describe the accessibility of the proposed site to patients/clients. (Attachment 11A)

The facility is located at 6450 Kingston Pike, Suite 2, a major thoroughfare with regular bus service through the RESPONSE:
Knoxville area transit.

12A.  Plot Plan
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Unless relating to home care organization, briefly describe the following and attach the requested documentation on a letter

size sheet of white paper, legibly labeling all requested information. It  include:must

Size of site (in acres);

Location of structure on the site;

Location of the proposed construction/renovation; and

Names of streets, roads, or highways that cross or border the site.

(Attachment 12A)

See Attachment 12A which shows property boundaries, acreage, parking, and the building footprint of the 6450 RESPONSE:
Kingston Pike parcel.

13A.  Notification Requirements

TCA §68-11-1607(c)(9)(B) states that “... If an application involves a healthcare facility in which a county or
municipality is the lessor of the facility or real property on which it sits, then within ten (10) days of filing the
application, the applicant shall notify the chief executive officer of the county or municipality of the filing, by certified
mail, return receipt requested.” Failure to provide the notifications described above within the required statutory
timeframe will result in the voiding of the CON application.

Notification Attached (Provide signed USPS green-certified mail receipt card for each official notified.)

Notification in process, attached at a later date

Notification not in process, contact HFC Staff

Not Applicable  

TCA §68-11-1607(c)(9)(A) states that “... Within ten (10) days of the filing of an application for a nonresidential
substitution based treatment center for opiate addiction with the agency, the applicant shall send a notice to the county
mayor of the county in which the facility is proposed to be located, the state representative and senator representing the
house district and senate district in which the facility is proposed to be located, and to the mayor of the municipality, if
the facility is proposed to be located within the corporate boundaries of the municipality, by certified mail, return
receipt requested, informing such officials that an application for a nonresidential substitution based treatment center
for opiate addiction has been filed with the agency by the applicant.

Notification Attached (Provide signed USPS green-certified mail receipt card for each official notified.)

Notification in process, attached at a later date

Notification not in process, contact HFC Staff

Not Applicable
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EXECUTIVE SUMMARY

1E.  Overview

Please provide an overview not to exceed  (for 1E only) in total explaining each item point below.ONE PAGE

Description: Address the establishment of a health care institution, initiation of health services, and/or bed complement

changes.

 RESPONSE:

Heelex, LLC will be leasing a linear accelerator and initiating linear accelerator services. Heelex is a medical clinic and

currently provides low dose radiation services at Heelex Medical Center, located 6450 Kingston Pike, Suite 2 in Knoxville,

and traditional podiatry services at Heelex Podiatry at 5616 Kingston Pike, Suite 101, also in Knoxville. The clinic

employs Xstrahl Ortho Voltage therapy machines to deliver low dose radiation (also referred to as benign radiotherapy) to

patients for various conditions, including but not limited to plantar fasciitis, osteoarthritis, dupuytren's contracture, bursitis,

tendonitis, peyronie's disease, and certain skin conditions, including warts, psoriasis, keloids, and non-melanoma skin

cancers. Heelex does not treat cancerous tumors within the body. The dosages are lower than required for the treatment of

cancerous tumors, and typically involve five treatment sessions.

 

Heelex is applying for a Certificate of Need to augment its Xstrahl Ortho Voltage machines with a linear accelerator to

treat patients for the same conditions with the use of benign radiotherapy. While the linear accelerator operation will be

overseen by a radiation oncologist, Dr. Todd Scarborough, Heelex will not be operating a radiation oncology center, as its

personnel do not treat cancers within patients' bodies. The linear accelerator will be located at the Heelex Medical Center

at 6450 Kingston Pike, Suite 2, Knoxville, Tennessee.

Ownership structure

Limited Liability Company RESPONSE:

Service Area

Knox and surrounding counties RESPONSE:

Existing similar service providers

No other medical provider in the Knoxville area provides low dose radiation services for the treatment RESPONSE:
of conditions Heelex treats. Heelex is unaware of any similar providers in the state of Tennessee.

Project Cost

$1,653,712.50 RESPONSE:

Staffing

Heelex has a radiation oncologist, radiation physicist, radiation therapists, and medical assistants as RESPONSE:
well as adequate administrative support personnel on staff currently. As such, Heelex anticipates hiring no additional

staff.
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2E.  Rationale for Approval

A Certificate of Need can only be granted when a project is necessary to provide needed health care in the area to be served,

will provide health care that meets appropriate quality standards, and the effects attributed to competition or duplication would

be positive for consumers

Provide a brief description not to exceed ONE PAGE (for 2E only) of how the project meets the criteria necessary for granting

a CON using the data and information points provided in criteria sections that follow.

Need

Heelex, LLC ("Heelex") operates a medical clinic and a separate podiatry clinic and is the only RESPONSE:
medical provider in the service area to offer low dose radiation therapy services for the treatment of numerous

non-cancerous conditions, as well as some non-melanoma skin cancer. Heelex currently sees approximately 110-130

patients per month. Each patient receives 6-8 treatments of low dose radiotherapy, currently delivered via an Xstrahl

ortho voltage machine. Heelex has been treating patients with low dose radiation for over five years. No other

medical provider in Knoxville or its contiguous counties uses benign radiotherapy to treat conditions such as plantar

fasciitis, osteoarthritis, dupuytren's contracture, bursitis, tendonitis, peyronie's disease, warts, psoriasis, keloids, and

non-melanoma skin cancers. By virtue of the fact that Heelex has administered approximately 7,900-12,000

treatments per year, and while it projects treating a lower volume of patients initially, it will increase to the current

volume within 2-3 years. The need is therefore apparent. Beginning in January of 2026, however, Medicare will

reimburse medical providers for the low dose radiation treatments Heelex provides only if those treatments are

delivered with a linear accelerator rather than an orthovoltage machine. Medicare recipients make up more than 2/3

of Heelex's radiotherapy patients. Heelex must therefore obtain a linear accelerator to continue to deliver treatment to

its patients in the Knoxville area.

Quality Standards

Heelex is and will continue to be fully staffed with licensed and experienced professionals. Heelex RESPONSE:
currently has on staff a board-certified radiation oncologist, a medical/radiation physicist, and 12 additional full time

employees which include: 4 radiation therapists, 2 medical assistants, 6 administrative support positions which

include 2 front desk receptionists, 1 credentialing specialist, 1 biller, 1 administrator, and 1 IT/administrative

support. Heelex currently accepts most private insurance as well as Tenn Care, Medicare, and Tricare making it

accessible to virtually all of the population. In its almost six years of operation, Heelex has an unblemished record

for providing quality services. Additionally, the linear accelerator is a Mobetron, which is a self-shielding, extremely

precise instrument. Heelex has adequate space to house the Mobetron. Because the Mobetron is self-shielding, and

because the room in which the Mobetron will be installed already has lead shielding, the only construction necessary

will be the relocation of the extra unit to another room and the installation of the Mobetron. The cost for the

relocation and installation should be approximately $50,000. Heelix will seek accreditation through either of the

American College of Radiology or the American Society for Radiation Oncology, to the extent that either of those

organizations provide accreditation for low dose radiotherapy. Heelix will not be providing traditional radiation

oncology services.

Consumer Advantage

Choice

Patients certainly have multiple options to treat plantar fasciitis, osteoarthritis, dupuytren's RESPONSE:
contracture, bursitis, tendonitis, peyronie's disease, warts, psoriasis, keloids, and non-melanoma skin cancers.

Heelex, however, is the only provider in the Knoxville service area to provide low dose radiation treatment for

these conditions. Approval of Heelex's request to acquire a linear accelerator and initiate low dose radiation

therapy services will allow Knoxville area patients to continue to exercise the option to receive low dose radiation

therapy services for these conditions. Heelex makes available a unique choice in the Knoxville market. Improved
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access/availability to healthcare services as the only provider of low dose radiation therapy services for many

non-cancerous conditions, Heelex makes available a unique choice in the Knoxville market. Additionally, Heelex

accepts most private insurance plans, as well as Tenn Care and Medicare, making the services Heelex provides

accessible for virtually everyone. Finally, Heelex's treatment facility is on Kingston Pike in Knoxville, where

public transportation is readily available.

Improved access/availability to health care service(s)

As the only provider of low dose radiation therapy services for many non-cancerous conditions, RESPONSE:
Heelex makes available a unique choice in the Knoxville market. Additionally, Heelex accepts most private

insurance plans, as well as Tenn Care and Medicare, making these services Heelex provides accessible for virtually

everyone. Finally, Heelex's treatment facility is on Kingston Pike in Knoxville, where public transportation is

available.

Affordability

Treatment costs at Heelex are comparable to or less than costs for alternative treatments for the RESPONSE:
conditions Heelex treats. The average charge is approximately $3,000.00. The average reimbursement is just over

$1,500.00.

3E.  Consent Calendar Justification

Letter to Executive Director Requesting Consent Calendar (Attach Rationale that includes addressing the 3 criteria)
 

Consent Calender NOT Requested

If Consent Calendar is requested, please attach the rationale for an expedited review in terms of Need, Quality Standards,

and Consumer Advantage as a written communication to the Agency’s Executive Director at the time the application is

filed.
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1.  

2.  

3.  

4.  

5.  

6.  

7.  

8.  

9.  

1.  

2.  

3.  

4.  

5.  

1.  

2.  

3.  

4.  

4E.  PROJECT COST CHART

A.   Construction and equipment acquired by purchase:

Architectural and Engineering Fees  

Legal, Administrative (Excluding CON Filing Fee),
Consultant Fees

$50,000

Acquisition of Site  

Preparation of Site  

Total Construction Costs  

Contingency Fund  

Fixed Equipment (Not included in Construction Contract) $1,500,000

Moveable Equipment (List all equipment over $50,000 as
separate attachments)

 

Other (Specify): 
Relocation and installation of

equipment.
$50,000

B.   Acquisition by gift, donation, or lease:

Facility (inclusive of building and land)  

Building only  

Land only  

Equipment (Specify):  

Other (Specify):  

C.   Financing Costs and Fees:

Interim Financing  

Underwriting Costs  

Reserve for One Year’s Debt Service  

Other (Specify):  

D.   Estimated Project Cost
(A+B+C)

$1,600,000

E.   CON Filing Fee $3,600

F.   Total Estimated Project Cost
(D+E) TOTAL

$1,603,600
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1.  
2.  
3.  
4.  

GENERAL CRITERIA FOR CERTIFICATE OF NEED

In accordance with TCA §68-11-1609(b), “no Certificate of Need shall be granted unless the action proposed in the application

for such Certificate is necessary to provide needed health care in the area to be served, will provide health care that meets

appropriate quality standards, and the effect attributed to completion or duplication would be positive for consumers.” In

making determinations, the Agency uses as guidelines the goals, objectives, criteria, and standards adopted to guide the agency

in issuing certificates of need. Until the agency adopts its own criteria and standards by rule, those in the state health plan

apply.

Additional criteria for review are prescribed in Chapter 11 of the Agency Rules, Tennessee Rules and Regulations 01730-11.

The following questions are listed according to the three criteria: (1) Need, (2) the effects attributed to competition or

duplication would be positive for consumers (Consumer Advantage), and (3) Quality Standards.

NEED

The responses to this section of the application will help determine whether the project will provide needed health care

facilities or services in the area to be served.

1N. Provide responses as an attachment to the applicable criteria and standards for the type of institution or service
requested. A word version and pdf version for each reviewable type of institution or service are located at the following
website.  (Attachment 1N)https://www.tn.gov/hsda/hsda-criteria-and-standards.html

 RESPONSE:

Heelex currently provides benign radiotherapy services to approximately 30 patients per week. Each
patient receives 6-8 radiation therapy procedures. Thus, Heelex currently provides approximately
7,900-12,000 radiation therapy treatments per year. Heelex anticipates an initial reduction in volume, as
not all of patients will be treated with its linear accelerator, and reimbursement will change effective
January 1, 2026. The linear accelerator allows Heelex to treat a greater variety of conditions while
sparing patients' skin. Heelex will not be treating any cancerous tumors within patients' bodies. Despite
the anticipated initial reduction in volume, Heelex estimates conservatively that it will treat 800 patients
with the linear accelerator in 2026, 1200 in 2027 and 1500 in 2028. Each patient will need 6-8
radiotherapy treatments. The Tennessee state health plan standards and criteria for megavoltage radiation
therapy services are designed for traditional radiation oncology facilities. As noted, Heelex will not be
treating cancers within patients' bodies. The only cancerous growths Heelex treats are non-melanoma
skin cancers. Below are each of the mega voltage radiation therapy services standards and criteria,
followed by Heelex's response.

 

1.     Determination of Need

A. These utilization standards were developed based on the following assumptions related to operating
time;

 

8 hours a day,
5 treatment days per week,
52 weeks per year, and
95% average up-time.
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Type of
Linear
Accelerator

Estimated
Patients
Per Day

Capacity
Minimum
(40%)

Capacity
Optimal
(80%)

Capacity
Maximum
(100%)

Non-IMRT,
Non-IGRT

32 3162 6323 7904

IMRT only
without
OBI

32 3162 6323 7904

IMRT with
OBI

38 3754 7509 9386

SRS only 14 1383 2766 3458

SBRT only 16 1581 3162 3952

Hybrid
MRTs

32 1362 6323 7904

Heelex anticipates treating 21-22 patients per week in year 1, increasing to 40 patients per day by year 3.
Each patient will receive 6-8 treatments of benign radiotherapy, resulting in a total of approximately
5,600 treatments in year 1, 8,400 in year 2 and 10,500 treatments year 3.

 

B. Applicants should use the treatment codes provided on the agent's HSDA website to calculate
utilization.

 

·        The treatments codes supplied do not address low dose radiation, and therefore are inapplicable.

C. An applicant proposing a new Linear Accelerator should project a minimum of at least 3,162 MRT
procedures in the first year of service in its proposed Service Area, building to a minimum of 6,323
procedures per year by the third year of service and for every year thereafter.

 

·               Heelex projects approximately 5,600 treatments in year 1, 8,400 treatments in year 2 and 10,500
treatments in year 3.

 

38



HF 004 (Revised 9/1/2021) Page  of 12 33 RDA 1651

D. Applicants should utilize the publicly available Tennessee Cancer Registry
(https://www.tn.gov/health/health-program-areas/tcr.html) date to estimate the need within the proposed
service

area. These data should then be compared to the date included in the HSDA's Medical Equipment
Registry for the defined market to determine the need.

 

To estimate the number of radiation therapy treatment patients in its proposed service area, the applicant
should multiply the number of cancer patients by 60%. A minimum of 600 cancer patients and 360
radiation patients should reside in the proposed service area. Data included in the HSDA's Medical
Equipment Registry may also be used to determine the need for radiation services in the proposed
service area.

 

·               Heelex will not be treating patients with cancer other than those with non-melanoma skin cancers,
principally basal cell and to a lesser extent, squamous cell growths.

 

2.Relationship to Existing Similar Services in the Proposed Service Area: Applicants should provide
an inventory of and assess all available technologies and utilization in the service area. Additionally, the
applicant should provide evidence that volumes in the proposed service area. Additionally, the applicant
should provide evidence that volumes in the proposed service area will support the introduction of new
MRT services without causing existing providers to fall below the minimum thresholds outlined in the
following table.

 

Type of
Linear

Accelerator

Minimum
(40)%

Non-IMRT,
NON-IGRT

3162

IMRT only 3162

IMRT with
OBI

3754

SRS only 1383

SBRT only 1581
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Hybrid
MRT’s

3162

 

a. Applicants should use the treatment codes provided on the HSDA website to calculate utilization.

·        Not applicable

b. Applicants should utilize the data included in the HSDA's Medical Equipment Registry along with the
publicly available Tennessee's Cancer Registry (http://tn.gov/health/health-program-areas-tcr.html) to
estimate the capacity for all existing units located within the applicant's proposed service area.

·        Because Heelex will not be treating patients with traditional radiation therapy, and because no other
provider in the area treats patients with low dose radiation therapy, the capacity of existing linear
accelerators in the service area is irrelevant.

c. An exception to the need standards may occur as new or improved technology and equipment or new
or improved technology and equipment or new treatment applications for MRT units develop. An
applicant must demonstrate that the proposed MRT Unit offers a unique and necessary technology for
the provision of health care services in the proposed service area.

 

·               Heelex curently serves over 1,400 patients per year, and even with a projected initial reduction in
patient volume, Heelex will provide over 5,000 radiotherapy treatments in year 1 and 9,000 or more
treatments by year 3. The only change in Heelex's operations will be the provision of low dose radiation
therapy treatment using the linear accelerator instead of an Xstrahl ortho voltage machine. Low dose
radiation therapy services, also known as benign radiotherapy services, are currently provided
exclusively by Heelex in the service area. Heelex anticipates no change in that regard with the lease of a
linear accelerator. Therefore, while new technology is not an issue here, the proposed utilization of the
linear accelerator is unique to the Knoxville medical community.

3.Establishment of Service Area. For linear accelerators that do not perform SRT or SBRT procedures,
the contiguous counties representing a reasonable area in which an applicant intends to provide MRT
services.

 

Applicants should utilize the publicly available Tennessee's Cancer Registry
(https://www.tn.gov/health/health-program-areas/tcr.html) data to estimate the need within the proposed
service area. These data should then be compared to the data included in the HSDA's Medical
Equipment Registry for the defined market to determine the need.
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To estimate the number of radiation treatment patients in its proposed service area, the applicant should
multiply the number of cancer patients by 60%. A minimum of 600 cancer patients and 360 radiation
patients should reside in the proposed service area. Data included in the HSDA's Medical Equipment
Registry may also be used to determine the need for radiation services in the proposed service area.

 

Otherwise, a service area shall be the contiguous counties representing a reasonable area in which an
applicant intends to provide MRT services.

 

Additionally, the applicant must demonstrate that the patient origin of the proposed site aligns with other
existing cancer-related healthcare services provided within the defined service.

 

·        The majority of Heelex's current patients are from Knox County. Almost all of its patients come from
Knox and its contiguous counties. Heelex will continue to provide only low dose radiation therapy
services, and therefore it does not compete with cancer-related healthcare providers.

4.Access to MRT Units

 

a. An MRT unit should be located at a site that allows reasonable access for residents of the proposed
service area.

 

b. An applicant for any proposed new Linear Accelerator should document that the proposed location of
the Linear Accelerator is within a 45 minute drive time of the majority of the proposed service

area's population.

 

c. Applications that include non-Tennessee counties in their proposed service areas should provide
evidence of the number of existing MRT units that service the non-Tennessee counties and the impact

on MRT unit utilization in the non-Tennessee counties, including the specific location of those units
located in the non-Tennessee counties, their utilization rates, and their capacity (if those data are

available).

 

·        The new linear accelerator will be located in a treatment room at 5616 Kingston Pike, Suite 101 in
Knoxville. The site is centrally located and easily accessible by car or public transportation. Given the
central Knox county location, the facility is located less than a 45 minute drive from the majority of its
patients.
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1.  

5.Economic Efficiencies: All applicants for any proposed new MRT unit should document that lower
cost technology applications have been investigated and found less advantageous in terms of
accessibility, availability, continuity, cost, and quality of care.

 

·        Heelex currently utilizes a somewhat lower cost technology in its Xstrahl ortho voltage machine, but
has determined that a linear accelerator, over time, will provide better overall treatment for patients.
Specifically, a linear accelerator is gentler on patient's skin and allows Heelex to treat a broader variety
of conditions, although it will not operate as a radiation oncology facility and will not treat tumors within
patients' bodies. Further, beginning January 1, 2026, Medicare will no longer reimburse providers of low
dose radiation therapy treatments unless they provide the treatment with a linear accelerator.

6.Separate Inventories for Linear Accelerators and for other MRT units: A separate inventory shall
be maintained by the HSDA for Linear Accelerators, and, if date are available, for Linear Accelerators
dedicated to SRT and/or SBRT procedures and other types of MRT Units.

·        Not applicable

Patient Safety and Quality of Care: The applicant shall provide evidence that any proposed
MRT Unit is safe and effective for its proposed use.

 

a. The United States Food and Drug Administration (FDA) must certify the proposed MRT Unit for
clinical use.

·        The linear accelerator will be FDA certified.

b. The applicant should demonstrate that the proposed MRT Units shall be housed in a physical
environment that conforms to applicable federal standards, manufacturer's specifications, and licensing
agencies' requirements.

·        The linear accelerator will be located in an existing treatment room. The linear accelerator will meet
applicable federal standards, manufacturer specifications, and the Department of Health's requirements.
Heelex will lease a Mobetron self-shielding linear accelerator, so additional shielding should be
unnecessary.

c. The applicant should demonstrate how emergencies within the MRT Unit facility will be managed in
conformity with accepted medical practice.

·                Mobetron low dose radiation services pose no acute medical risk. In the unlikely event of an
unrelated medical emergency, patients would be managed under standard EMS protocol and be
transported to the nearest emergency room.

42



HF 004 (Revised 9/1/2021) Page  of 16 33 RDA 1651

d. The applicant should establish protocols that assure that all MRT Procedures performed are medically
necessary and will not unnecessarily duplicate other services.

·                Heelex has in place protocols that assure that all benign radiotherapy procedures are medically
necessary and do not duplicate other services.

e. An applicant proposing to acquire any MRT Unit shall demonstrate that it meets the staffing and
quality assurance requirements of the American Society of Therapeutic Radiation and Oncology
(ASTRO),

the American College of Radiology (ACR), the American College of Radiation Oncology (ACRO) or a
similar accrediting authority such as the National Cancer Institute (NCI). Applicants should provide

evidence of accreditation by ASTRO, ACR, or other similar accrediting authority either as a stand-alone
facility or through that of a parent organization with oversight capabilities.

·                Heelex currently employs a board-certified radiation oncologist, a radiation physicist, radiation
therapists, medical assistants, and other staff licensed and/or trained in the provision of radiation therapy
services.

f. All applicants should seek and document emergency transfer agreements with local area hospitals, as
appropriate. An applicant's arrangements with its physician medical director must specify that said
physician be an active member of the subjects' transfer agreement hospital medical staff.

·                Mobetron low dose radiation services pose no acute medical risk. In the unlikely event of an
unrelated medical emergency, patients would be managed under standard EMS protocol and be
transported to the nearest emergency room.

g. All applicants should demonstrate the ability to provide simulations and treatment planning services to
support the volumes they projects and any impact such services may have on volumes and

treatment times. N/A

 

h. Applicants should provide evidence of plans for the radiation oncology physician treating patients to
participate in consultative services and a multi-disciplinary cancer committee to ensure high quality

treatment for the patients. Additionally, each center should have a dedicated radiation oncologist to serve
as medical director with defined responsibilities overseeing quality assurance for the site.

·        Heelex will not be treating cancers subject to a cancer committee or oncologists.

i. Treatment planning at off-site centers should be coordinated with a multi-disciplinary cancer center.

·        Not applicable
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8.Data requirements: Applicants shall agree to provide the Department of Health and/or the Health
Services and Development Agency with all reasonably requested information and statistical data related
to the operation and provision of services and to report that data in the time and format requested. As a
standard practice, existing data reporting streams will be relied upon and adapted over time to collect all
needed information.

·        Heelex will cooperate with the Department of Health and/or Tennessee Health Facilities Commission
by providing all requested information and statistical data related to the operation and provision of
services and to report the data in the time and format requested.

9.Services to High-Need and Underserved Populations: Special consideration should be given to
applicants providing services fulfilling the unique needs and requirements of certain high-need
populations, including uninsured, low-income, and underserved geographic regions, as well as to other
underserved population groups. This includes any applicant:

 

a. Who is offering the service in a medically underserved area as designated by the United States Health
Resources and Services Administration,

b. Who is a "safety net hospital" or a "children's hospital" as defined by the Bureau of TennCare
Essential Access Hospital payment program, and/or

c. Who provides a written commitment of intention to contract with at least one TennCare MCO and, if
providing adult services, to participate in the Medicare program.

 

·                As a Tenn Care provider, Heelex currently serves low-income, underserved patients. It plans to
continue doing so once it begins providing services with the linear accelerator.

10.Access: An applicant should demonstrate an ability and willingness to serve equally all of the service
area in which it seeks certification.

·               Heelex currently serves equally all of its service area and will continue to do so once it installs the
Linear Accelerator.

11.Adequate staffing: An applicant shall document a plan demonstrating the intent and ability to
recruit, hire, train, assess competencies of, supervise, and retain the appropriate numbers of qualified
personnel to provide the services described in the application and that such personnel are available in the
proposed service area.

·                Heelex has adequate staffing to serve its patients with the linear accelerator, and anticipates
recruiting, hiring, and training no additional individuals by virtue of its utilization of a linear accelerator
to deliver low dose radiotherapy services.
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12.Assurance of Resources: The applicant shall document that it will provide the resources necessary to
properly support the applicable level of services. Included in such documentation shall be a letter of
support from the applicant's governing board of directors, Chief Executive Officer, or Chief Financial
Officer documenting the full commitment of the applicant to develop and maintain the facility resources,
equipment, and staffing to provide the appropriate services. The applicant shall also document the
financial costs of maintaining these resources and its ability to sustain them.

·        Heelex will finance the project through a loan and cash reserves.

13.Quality Control and Monitoring: The applicant shall identify and document its existing or proposed
plan for data reporting, quality improvement, and outcome and process monitoring system.

·      As a clinic which will provide low dose radiation therapy services, Heelex will not be required to be
licensed or report data to any governmental entity. Nevertheless, Heelex employs only appropriately
licensed individuals and monitors each patient's result in appropriate follow-up care.

14.Licensure and Quality Considerations: Any existing applicant for this CON service category shall
be in compliance with the appropriate rules of TDH. The applicant shall also demonstrate its
accreditation status with the Joint Commission or other applicable accrediting agency.

·                Heelex will comply with all rules of the Tennessee Department of Health. Because it will be
providing only low dose radiation therapy services, and is not required to be licensed, accreditation
through the Joint Commission or other accrediting agency is not available.

2N. Identify the proposed service area and provide justification for its reasonable ness. Submit a county level map for the
Tennessee portion and counties boarding the state of the service area using the supplemental map, clearly marked, and
shaded to reflect the service area as it relates to meeting the requirements for CON criteria and standards that may apply
to the project. Please include a discussion of the inclusion of counties in the border states, if applicable. (Attachment
2N)

 RESPONSE:

Heelex is aware of no other providers in Knox or surrounding counties, or even in the state of Tennessee, which provide low
dose radiotherapy services. Accordingly, the approval of this application will have no impact on other medical providers in
the service area.
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Complete the following utilization tables for each county in the service area, if applicable.

PROJECTED UTILIZATION

Unit Type: Procedures   Cases Patients Other

Service Area Counties Projected Utilization Recent Year 1 (Year =
2026)

% of Total

Knox 4,760 85.00%
Anderson 112 2.00%
Roane 112 2.00%
Union 112 2.00%
Blount 112 2.00%
Jefferson 56 1.00%
Sevier 112 2.00%
Loudon 112 2.00%
Grainger 112 2.00%

Total 5,600 100%

  Describe the demographics of the population to be served by the proposal.3N.   A.

 RESPONSE:

See Attachment 3N. - Heelex treats adult patients with benign musculoskeletal and connective tissue conditions. The typical
payor mix is approximately 25% commercial insurance, 70% Medicare/Medicare Advantage, less than 2% Medicaid
(TennCare), and 2% self-pay/charity. Because no other Tennessee facility offers comparable benign radiation therapy services,
regional demand is expected to exceed predicted volumes as patients self-refer or are referred by podiatrists, orthopedists, and
primary care physicians.
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  Provide the following data for each county in the service area:B.

Using current and projected population data from the Department of Health. 
( );www.tn.gov/health/health-program-areas/statistics/health-data/population.html

the most recent enrollee data from the Division of TennCare 
( ),https://www.tn.gov/tenncare/information-statistics/enrollment-data.html

and US Census Bureau demographic information 
( ).https://www.census.gov/quickfacts/fact/table/US/PST045219

 RESPONSE:

Downloaded current and projected population data, downloaded TennCare enrollee data, census bureau under going
maintenance. 
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4N. Describe the special needs of the service area population, including health disparities, the accessibility to consumers,
particularly those who are uninsured or underinsured, the elderly, women, racial and ethnic minorities, TennCare or
Medicaid recipients, and low income groups. Document how the business plans of the facility will take into
consideration the special needs of the service area population.

 RESPONSE:

Heelex treats adult patients with benign musculoskeletal and connective tissue conditions. The typical payor mix is
approximately 25% commercial insurance, 70% Medicare/Medicare Advantage, less than 5% Medicaid (TennCare), and
self-pay/charity. Because no other Tennessee facility offers comparable benign RT services, regional demand is expected to
exceed predicted volumes as patients self-refer or are referred by podiatrists, orthopedists, and primary care physicians. Heelex
participates in Medicare (since 2020). Dr. Todd J. Scarborough has been a continuous Medicare participating provider since
2023. Heelex also participates in TennCare.

5N. Describe the existing and approved but unimplemented services of similar healthcare providers in the service area.
Include utilization and/or occupancy trends for each of the most recent three years of data available for this type of
project. List each provider and its utilization and/or occupancy individually. Inpatient bed projects must include the
following data: Admissions or discharges, patient days. Average length of stay, and occupancy. Other projects should
use the most appropriate measures, e.g. cases, procedures, visits, admissions, etc. This does not apply to projects that are
solely relocating a service.

 RESPONSE:

Heelex is the sole provider of low dose radiation treatment in its service area. It is unaware of any other existing or
approved but unimplemented services of similar healthcare providers in the service area.

6N. Provide applicable utilization and/or occupancy statistics for your institution services for each of the past three years and
the project annual utilization for each of the two years following completion of the project. Additionally, provide the
details regarding the methodology used to project utilization. The methodology must include detailed calculations or
documentation from referral sources, and identification of all assumptions.

 RESPONSE:

See Attachment 6N.
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7N. Complete the chart below by entering information for each applicable outstanding CON by applicant or
share common ownership; and describe the current progress and status of each applicable outstanding
CON and how the project relates to the applicant, and the percentage of ownership that is shared with the
applicant's owners.

 RESPONSE:

Heelex, LLC and its principals report no prior Certificates of Need denials or revocations.

CONSUMER ADVANTAGE ATTRIBUTED TO COMPETITION

The responses to this section of the application helps determine whether the effects attributed to competition or
duplication would be positive for consumers within the service area.

    List all transfer agreements relevant to the proposed project.1C.

Mobetron services pose no acute medical risk. No transfer agreements are required. In RESPONSE:
the rare event of an unrelated emergency, patients would be managed under Standard EMS protocols
and transferred to the nearest hospital

    List all commercial private insurance plans contracted or plan to be contracted by the applicant.2C.

Aetna Health Insurance Company  

Ambetter of Tennessee Ambetter  

Blue Cross Blue Shield of Tennessee  

Blue Cross Blue Shield of Tennessee Network S  

Blue Cross Blue Shiled of Tennessee Network P  

BlueAdvantage  

Bright HealthCare

Cigna PPO  

Cigna Local Plus

Cigna HMO - Nashville Network

Cigna HMO - Tennessee Select

Cigna HMO - Nashville HMO

Cigna HMO - Tennessee POS

Cigna HMO - Tennessee Network

Golden Rule Insurance Company

HealthSpring Life and Health Insurance Company, Inc.

Humana Health Plan, Inc.  

Humana Insurance Company  

John Hancock Life & Health Insurance Company

Omaha Health Insurance Company

Omaha Supplemental Insurance Company

State Farm Health Insurance Company

United Healthcare UHC  

UnitedHealthcare Community Plan East Tennessee  
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UnitedHealthcare Community Plan Middle Tennessee

UnitedHealthcare Community Plan West Tennessee

WellCare Health Insurance of Tennessee, Inc.

Others

3C. Describe the effects of competition and/or duplication of the proposal on the health care system, including the impact
upon consumer charges and consumer choice of services.

 RESPONSE:

While Tennessee has multiple radiation oncology clinics, Heelex, to our knowledge is the only clinic focused exclusively on
benign radiotherapy. Other radiation centers primarily provide oncology services. Accordingly, there are no comparable
facilities in the Knoxville region or statewide offering this breadth of benign RT services.

4C. Discuss the availability of and accessibility to human resources required by the proposal, including clinical leadership
and adequate professional staff, as per the State of Tennessee licensing requirements, CMS, and/or accrediting agencies
requirements, such as the Joint Commission and Commission on Accreditation of Rehabilitation Facilities.

 RESPONSE:

Heelex is and will continue to be fully staffed with licensed and experienced professionals. Heelex currently has on staff a
board-certified radiation oncologist, a medical/radiation physicist, a total of 12 full time employees including: 4 radiation
therapists, 4 medical assistants and 6 administrative support positions which include 2 front desk receptionists, 1 credentialing
specialist, 1 biller, 1 administrator, and 1 IT/administrative support.

5C. Document the category of license/certification that is applicable to the project and why. These include, without
limitation, regulations concerning clinical leadership, physician supervision, quality assurance policies and programs,
utilization review policies and programs, record keeping, clinical staffing requirements, and staff education.

 RESPONSE:

The Mobetron will be registered with the Tennessee Division of Radiological Health in compliance with Rule 0400-20.
Treatments will be performed under the oversight of a board-certified radiation oncologist and a medical/radiation physicist.
Tennessee does not require RT's to hold a state license; Heelex employs nationally certified RT's (AART) and maintains
training and competency consistent with best practices. Heelex will comply with all applicable Tennessee radiation safety laws
and regulations. Heelex plans to obtain ASTRO or ACRO accreditation after the Mobetron installation.
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1.  

2.  

3.  

4.  

1.  

2.  

3.  

1.  

2.  

3.  

4.  

1.  

2.  

3.  

6C. See  to assist in completing the following tables.INSTRUCTIONS

HISTORICAL DATA CHART

Project Only
Total Facility

Give information for the last  years for which complete data are available for the facility or agency.three (3)

  Year 1 Year 2 Year 3

  2022 2023 2024

A.   Utilization Data

Specify Unit of Measure Procedures 7350 7700 8225

B.   Revenue from Services to Patients

Inpatient Services $0.00 $0.00 $0.00

Outpatient Services $1,575,000.00 $1,650,000.00 $1,762,500.00

Emergency Services $0.00 $0.00 $0.00

Other Operating Revenue (Specify) $0.00 $0.00 $0.00

Gross Operating Revenue $1,575,000.00 $1,650,000.00 $1,762,500.00

C.   Deductions from Gross Operating Revenue

Contractual Adjustments $0.00 $0.00 $0.00

Provision for Charity Care $0.00 $0.00 $0.00

Provisions for Bad Debt $0.00 $0.00 $0.00

Total Deductions $0.00 $0.00 $0.00

NET OPERATING REVENUE $1,575,000.00 $1,650,000.00 $1,762,500.00

PROJECTED DATA CHART

Project Only
Total Facility

Give information for the  years following the completion of this proposal.two (2)

  Year 1 Year 2

  2026 2027

A.   Utilization Data

Specify Unit of Measure Procedures 5600 8400

B.   Revenue from Services to Patients

Inpatient Services $0.00 $0.00

Outpatient Services $1,200,000.00 $1,800,000.00

Emergency Services $0.00 $0.00

Other Operating Revenue (Specify) $0.00 $0.00

Gross Operating Revenue $1,200,000.00 $1,800,000.00

C.   Deductions from Gross Operating Revenue

Contractual Adjustments $0.00 $0.00

Provision for Charity Care $0.00 $0.00

Provisions for Bad Debt $0.00 $0.00
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Total Deductions $0.00 $0.00

NET OPERATING REVENUE $1,200,000.00 $1,800,000.00
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7C. Please identify the project’s average gross charge, average deduction from operating revenue, and average net charge
using information from the Historical and Projected Data Charts of the proposed project.

Project Only Chart

Previous Year to
Most Recent Year Most Recent Year Year One Year Two

% Change
(Current Year

to Year 2)

 Gross Charge (Gross Operating
Revenue/Utilization Data)

$214.29 $214.29 $214.29 $214.29 0.00

 Deduction from Revenue (Total
Deductions/Utilization Data)

$0.00 $0.00 $0.00 $0.00 0.00

 Average Net Charge (Net
Operating Revenue/Utilization Data)

$214.29 $214.29 $214.29 $214.29 0.00

8C. Provide the proposed charges for the project and discuss any adjustment to current charges that will result from the
implementation of the proposal. Additionally, describe the anticipated revenue from the project and the impact on
existing patient charges.

 RESPONSE:

The proposed gross charge for each course of low dose radiation therapy, consisting of 6-8 treatments per patient will
be approximately $3,000.00, and the net revenue from each course of treatment should equal approximately $1,500.00.
The initiation of linear accelerator services should have minimal to no impact on existing patient charges. 

9C. Compare the proposed project charges to those of similar facilities/services in the service area/adjoining services areas,
or to proposed charges of recently approved Certificates of Need.

If applicable, compare the proposed charges of the project to the current Medicare allowable fee schedule by common
procedure terminology (CPT) code(s).

 RESPONSE:

While Tennessee has multiple radiation oncology clinics, Heelex, is to our knowledge, the only clinic focused exclusively on
benign radiotherapy. Other radiation centers primarily provide oncologic services. Accordingly, there are no comparable
facilities in the Knoxville region or statewide offering this breadth of benign RT services.
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10C. Report the estimated gross operating revenue dollar amount and percentage of project gross operating revenue
anticipated by payor classification for the first and second year of the project by completing the table below.

If applicable, compare the proposed charges of the project to the current Medicare allowable fee schedule by common
procedure terminology (CPT) code(s).

Applicant’s Projected Payor Mix

Project Only Chart

Payor Source

Year-2026 Year-2027

Gross Operating
Revenue

% of Total
Gross Operating
Revenue

% of Total

Medicare/Medicare Managed Care $846,000.00 70.50 $1,269,000.00 70.50

TennCare/Medicaid $18,000.00 1.50 $27,000.00 1.50

Commercial/Other Managed Care $300,000.00 25.00 $450,000.00 25.00

Self-Pay $18,000.00 1.50 $27,000.00 1.50

Other(Specify) $18,000.00 1.50 $27,000.00 1.50

Total $1,200,000.00 100% $1,800,000.00 100%

Charity Care $0.00 $0.00

*Needs to match Gross Operating Revenue Year One and Year Two on Projected Data Chart

Discuss the project’s participation in state and federal revenue programs, including a description of the extent to which
Medicare, TennCare/Medicaid, and medically indigent patients will be served by the project.

 RESPONSE: In the past five years, Heelex has not treated a large volume of Medicaid/TennCare or charity patients,
consistent with referral patterns and patient demographics. However, the clinic remains open to accepting TennCare patients
and offering charity care when appropriate.

QUALITY STANDARDS

1Q. Per PC 1043, Acts of 2016, any receiving a CON after July 1, 2016, must report annually using forms prescribed by the
Agency concerning appropriate quality measures. Please attest that the applicant will submit an annual Quality Measure
report when due.

Yes  

No

2Q. The proposal shall provide health care that meets appropriate quality standards. Please address each of the following
questions.

Does the applicant commit to maintaining the staffing comparable to the staffing chart presented in its CON
application?

Yes  

No

Does the applicant commit to obtaining and maintaining all applicable state licenses in good 3tanding?

Yes  
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No

Does the applicant commit to obtaining and maintaining TennCare and Medicare certification(s), if participation in such
programs are indicated in the application?

Yes  

No
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3Q. Please complete the chart below on accreditation, certification, and licensure plans. Note: if the applicant does not plan
to participate in these type of assessments, explain why since quality healthcare must be demonstrated.

Credential Agency
Status (Active or Will
Apply)

Provider Number or
Certification Type

Licensure  Health Facilities Commission/Licensure
Division

 Intellectual & Developmental Disabilities
 Mental Health & Substance Abuse Services

Certification  Medicare
 TennCare/Medicaid
 Other 

Active 
Active 

1295371409 
1194700625 

Accreditation(s)

4Q. If checked “TennCare/Medicaid” box, please list all Managed Care Organization’s currently or will be contracted.

AMERIGROUP COMMUNITY CARE- East Tennessee  

AMERIGROUP COMMUNITY CARE - Middle Tennessee  

AMERIGROUP COMMUNITY CARE - West Tennessee

BLUECARE - East Tennessee  

BLUECARE - Middle Tennessee

BLUECARE - West Tennessee

UnitedHealthcare Community Plan - East Tennessee  

UnitedHealthcare Community Plan - Middle Tennessee

UnitedHealthcare Community Plan - West Tennessee

TENNCARE SELECT HIGH - All

TENNCARE SELECT LOW - All

PACE

KBB under DIDD waiver

Others

5Q. Do you attest that you will submit a Quality Measure Report annually to verify the license, certification, and/or
accreditation status of the applicant, if approved?

Yes  

No

6Q. For an existing healthcare institution applying for a CON:

Has it maintained substantial compliance with applicable federal and state regulation for the three years prior to the
CON application. In the event of non-compliance, the nature of non-compliance and corrective action should be
discussed to include any of the following: suspension of admissions, civil monetary penalties, notice of 23-day or
90-day termination proceedings from Medicare/Medicaid/TennCare, revocation/denial of accreditation, or other similar
actions and what measures the applicant has or will put into place to avoid similar findings in the future.

Yes  

No

N/A
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Has the entity been decertified within the prior three years? If yes, please explain in detail. (This provision shall not
apply if a new, unrelated owner applies for a CON related to a previously decertified facility.)

Yes

No  

N/A

7Q. Respond to all of the following and for such occurrences, identify, explain, and provide documentation if occurred in last
five (5) years.

Has any of the following:

Any person(s) or entity with more than 5% ownership (direct or indirect) in the applicant (to include any entity in the
chain of ownership for applicant);
Any entity in which any person(s) or entity with more than 5% ownership (direct or indirect) in the applicant (to include
any entity in the chain of ownership for applicant) has an ownership interest of more than 5%; and/or.

Been subject to any of the following:

Final Order or Judgement in a state licensure action;

Yes

No  

Criminal fines in cases involving a Federal or State health care offense;

Yes

No  

Civil monetary penalties in cases involving a Federal or State health care offense;

Yes

No  

Administrative monetary penalties in cases involving a Federal or State health care offense;

Yes

No  

Agreement to pay civil or administrative monetary penalties to the federal government or any state in cases involving
claims related to the provision of health care items and services;

Yes

No  

Suspension or termination of participation in Medicare or TennCare/Medicaid programs; and/or

Yes

No  

Is presently subject of/to an investigation, or party in any regulatory or criminal action of which you are aware.

Yes

No  
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8Q. Provide the project staffing for the project in Year 1 and compare to the current staffing for the most recent 12-month
period, as appropriate. This can be reported using full-time equivalent (FTEs) positions for these positions.

Existing FTE not applicable (Enter year)

Position Classification Existing FTEs(enter year) Projected FTEs Year 1

A. Direct Patient Care
Positions
Direct Patient Care
Positions

8.00 8.00

Total Direct Patient
Care Positions

8 8

B. Non-Patient Care
Positions
Non-Patient Care
Positions

6.00 6.00

Total Non-Patient Care
Positions

6 6

 Total Employees
(A+B)

14 14

C. Contractual Staff
Contractual Staff
Position

0.00 0.00

 Total Staff
(A+B+C)

14 14
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DEVELOPMENT SCHEDULE

TCA §68-11-1609(c) provides that activity authorized by a Certificate of Need is valid for a period not to exceed three (3)

years (for hospital and nursing home projects) or two (2) years (for all other projects) from the date of its issuance and after

such time authorization expires; provided, that the Agency may, in granting the Certificate of Need, allow longer periods of

validity for Certificate of Need for good cause shown. Subsequent to granting the Certificate of Need, the Agency may extend

a Certificate of Need for a period upon application and good cause shown, accompanied by a non-refundable reasonable filing

fee, as prescribed by rule. A Certificate of Need authorization which has been extended shall expire at the end of the extended

time period. The decision whether to grant an extension is within the sole discretion of the Commission, and is not subject to

review, reconsideration, or appeal.

Complete the Project Completion Forecast Chart below. If the project will be completed in multiple phases, please
identify the anticipated completion date for each phase.

If the CON is granted and the project cannot be completed within the standard completion time period (3 years for
hospital and nursing home projects and 2 years for all others), please document why an extended period should be
approved and document the “good cause” for such an extension.

PROJECT COMPLETION FORECAST CHART

Assuming the Certificate of Need (CON) approval becomes the final HFC action on the date listed in Item 1 below, indicate

the number of days from the HFC decision date to each phase of the completion forecast.

Phase Days Required
Anticipated Date

(Month/Year)

1.   Initial HFC Decision Date 12/10/25

2.   Building Construction Commenced 12/09/25

3.   Construction 100% Complete (Approval for Occupancy) 10 12/19/25

4.   Issuance of License 30 01/08/26

5.   Issuance of Service 30 01/08/26

6.   Final Project Report Form Submitted (Form HR0055) 60 02/07/26

Note:   If litigation occurs, the completion forecast will be adjusted at the time of the final determination to reflect the
actual issue date.
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CONSENT CALENDAR 

Heelex, LLC (“Heelex”) requests that its Certificate of Need application be placed on the consent 
calendar. Heelex is the only provider of low-dose radiation therapy services in the greater 
Knoxville area. It has been providing these services to patients for approximately five years. 
Because Heelex has no competitors, or even potential competitors of which it is aware, Heelex 
anticipates no opposition to this Certificate of Need application. Heelex’s historic and predicted 
patient volume demonstrate that Heelex provides needed healthcare in the area to be served. 
Further, Heelex’s quality assurance measures meet all appropriate quality standards with the State. 
Because no competition for Heelex’s services exists in the service area, there will be no effects 
attributed to competition or duplication as Heelex is a unique provider in the Knoxville area 
market, the availability of its services is positive for consumers.  
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8C 

The proposed gross charge for each course of low dose radiation therapy, consisting of 6-8 
treatments per patient will be approximately $3,000.00, and the net revenue from each course of 
treatment should equal approximately $1,500.00. The initiation of linear accelerator services 
should have minimal to no impact on existing patient charges.  
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9C 
 
While Tennessee has multiple radiation oncology clinics, Heelex, is to our knowledge, the only 
clinic focused exclusively on benign radiotherapy. Other radiation centers primarily provide 
oncologic services. Accordingly, there are no comparable facilities in the Knoxville region or 
statewide offering this breadth of benign RT services. 
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8Q. Provide the project staffing for the project in Year 1 and compare to the current staffing for the 
most recent 12-month period, as appropriate. This can be reported using full-time equivalent 
(FTEs) positions for these positions. 

 
□ Existing FTE not applicable (Enter year) 
 

Position Classification Existing FTEs (enter year) Projected FTEs Year One 
A. Direct Patient Care 
Positions 

  

Board-certified radiation 
oncologist 

1.0 1.0 

Medical/radiation physicist 1.0 1.0 
Radiation therapists 4.0 4.0 
Medical assistants 2.0 2.0 
Total Direct Patient Care 
Positions 

8.0 8.0 

 
B. Non-Patient Care 
Positions 

  

Front desk receptionists 2.0 2.0 
Credentialing specialist 1.0 1.0 
Biller 1.0 1.0 
Administrator 1.0 1.0 
IT/Administrative Support 1.0 1.0 
Total Employees (A+B) 14.0  

 
C. Contractual Staff   
 0.0 0.0 
Total Staff (A+B+C) 14.0 14.0 
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Demographic 
Variable/ 
Geographic 
Area 
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County A 78,892 79,419 .668% 62,782 63,304 25.6% 25.4% 41.6 $57,652 12,021 15.2% 18,291 21.6% 

County B 140,216 142,679 1.757% 113,092 115,207 24% 23.8% 43.8 $78,504 12,314 8.8% 24,049 17.0% 

County C 23,955 24,098 .597% 19,453 19,626 23.1% 22.8% 45.7 $51,351 3,884 16.4% 6,484 22.7% 

County D 66,354 66,934 .874% 51,377 51,855 29.2% 29.1% 40.1 $53,210 13,467 20.6% 18,495 23.1% 

County E 56,988 57,714 1.27% 46,217 46,904 23.3% 23% 44.1 $63,084 6,229 11.5% 14,423 19.3% 

County F 493,620 502,133 1.725% 388,760 395,292 27% 27% 37.5 $70,265 68,134 14% 87,654 17.9% 

County G 54,007 53,981 -481.42% 44,348 44,406 21.8% 21.6% 47.4 $66,218 6,854 12.7% 12,779 19.4% 

County H 104,497 106,941 2.334% 83,906 85,999 24.5% 24.4% 43.4 $59,665 12,630 12.8% 22,595 20.1% 

County I 20,322 20,354 .157% 16,242 16,340 25.1% 24.6% 42.4 $61,858 2,773 13.9% 5,788 22.8% 

Service Area 
Total 

1,038,851 1,054,253  826,177 838,933 25.7% 25.7% 42.9 $62,423 138,306  210,558 
 

 

State of TN 
Total 

7,125,908 7,231,338 1.48%     39.1 $67,631 978,460 14% 1,611,680 20% 

 

97



98



99



100



101



102



103



104



105



106



107



108



109



110



111



112



113



114



115



116



117



118



119



120



121



122



123



124



125



126



127



128



129



130



131



132



133



134



135



136



137



138



139



140



141



142



143



144



145



146



147



148



149



150



151



152



153



154



155



156



157



158



159



160



161



162



163



164



165



166



167



168



169



170



171



172



173



174



175



176



177



178



179



180



181



182



183



184



185



186



187



188



189



190



191



192



193



194



195



196



197



198



199



200



201



202



203



204



Page  of 1 7 RDA 1651

1.  
2.  
3.  
4.  
5.  
6.  

Project Name : Heelex, LLC

Supplemental Round Name : 1 Due Date : 10/8/2025

Certificate No. : CN2509-034 Submitted Date : 9/26/2025

1. 9A. Legal Interest in the Site

Please attach site control documentation for the medical office space being utilized for the project
labeled as Attachment 9A.

Response : See attached as Attachment 9A.

2. 1E. Overview

It is noted that no other medical providers in the service area provide low dose radiation services.
Please identify the number of linear accelerators in operation in Knox County that provide traditional
MRT services.

Response : Eleven linear accelerators are currently in operation providing traditional MRT services.
See attached.

East Tennessee Radiation Therapy Services, LLC - 1
Fort Sanders Regional Medical Center - 2
North Knoxville Medical Center - 2
Parkwest Medical Center - 2
Turkey Creek Medical Center - 1
University of Tennessee Medical Center - 3

3. 2E. Rationale for Approval

Please explain the key differences between the Mobetron and the Xstreahl ortho voltage machines in
terms of specifications, voltage, typical use cases, etc. What are the advantages of the Mobetron
beyond the need to comply with Medicare changes? What are the benefits to consumers in terms of
procedure times, reduced waits, procedure safety, comfort, etc.?

Are TennCare patients also impacted by the January 2026 changes by Medicare?

Do commercial payors accepted by the applicant currently cover the types of LINAC based procedures
that are proposed?
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Are there any differences in the staffing required to initiate LINAC services vs ortho voltage? Is any
additional staffing needed to operate both types of units?

Response : The Mobetron is a higher energy radiation treatment delivery system than the Xstrahl
ortho voltage machine. The Mobetron delivers a range of megavoltage (from 6-12 Mv)
while the ortho voltage machines deliver between 100-500 kilovolts (kV).

For the most part, the typical use cases will be similar between the Mobetron and the
Xstrahl ortho voltage machine, but the Mobetron will give Heelex access to more deeply
seated (anatomically) indications such as trochanteric bursitis and also enable a more
superficial deposition of energies, since the Mobetron and its electrons and the ortho
voltage unit emits photons. In terms of procedure times, weights, safety, and comfort, no
extensive differences exist between the two delivery systems. Some patients will be better
candidates for the Mobetron, and in those cases patient comfort and safety should be better
when the doctor uses the best available tool to treat the case.

Heelex has planned to obtain a linear accelerator for some time, well prior to the
introduction of the proposed Medicare changes. A Mobetron can not only treat a wider
variety of patient conditions than the ortho voltage machine, it also is a more precise
radiation delivery system. The patients will see little difference in procedure times, or
safety, as Heelex has never had a safety issue in its almost five years of operation.
However, to the extent that the Mobetron provides more precise targeting of irradiated
areas, patient comfort should be improved.

To the extent that the Medicare changes result in new CPT codes, those new codes will be
applicable to TennCare patients as well. The new codes, however, should have no impact
on TennCare patients' eligibility for treatment.

Commercial payers do cover the procedures provided by the ortho voltage machine and
will cover the treatments provided through the use of the linear accelerator.

Initially, Heelex anticipates no additional staff will be required, although future growth
might require an additional radiation therapist.

4. 2N. Service Area

Does the projected utilization by county reflect the historical utilization of the office or is it expected to
change due to the addition of the new LINAC?
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Response : The projected utilization by county reflects the historical utilization for Heelex' patients,
and Heelex anticipates no change due to the addition of the linear accelerator.

5. 3N. Demographics

The demographic data attachments are noted. Please complete the demographic Table 3NB.

Response : We previously supplied attachment 3NB charts identifying county by county populations
broken down by age, sex, and race. Attachment 3NB also provides the requested
TennCare demographic data. Unfortunately, the U.S. Census Bureau website has been
"undergoing a maintenance cycle" since August and therefore we have been unable to
access it.

6. 5N. Unimplemented services

Please complete the worksheet linked below in response to Item 5N listing the existing LINAC units in
Knox County.

https://www.tn.gov/content/dam/tn/hfc/documents/HFC-5N-Megavoltage_Radiation_Therapy.xlsx

Response : See attached chart for 5N.

7. 6N. Utilization and/or Occupancy Statistics

There does not appear to be any Attachment 6N.

Please provide applicable utilization and/or occupancy statistics for your institution services for each of
the past three years and the project annual utilization for each of the two years following completion of
the project. Additionally, provide the details regarding the methodology used to project utilization. The
methodology must include detailed calculations or documentation from referral sources, and
identification of all assumptions.

Please complete the following worksheet in response to Item 6N.

https://www.tn.gov/content/dam/tn/hfc/documents/HFC-6N-Megavoltage_Radiation_Therapy.xlsx

Response : See attached chart for 6N.

8. 2C. Insurance Plans

Is this a comprehensive list of Commercial plans?
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Do any of these plans require low dosage procedures to be done on the LINAC? 

Will additional commercial payors be accepted once the LINAC is operational?

Response : The list provided is a comprehensive list of commercial plans. Currently, none of the plans
Heelex deals with require that the low dosage procedures be done on the linear
accelerator, although the medicare changes will likley trigger changes in the CPT codes
which will result in a requirement that the linear accelerator be used for those plans'
patients. Heelex is open to accepting additional commercial payers.

9. 3C. Effects of Competition and/or Duplication

What other therapies are available to patients in the clinic? Is it exclusively benign radiotherapy?

Please discuss the cost/benefit of these types of therapies compared to other options including safety,
efficacy, time savings, cost savings to patients and payor sources, etc.

Response : Heelex treats its patients exclusively with benign radiotherapy. A typical course of therapy
for a patient is 6-8 treatments. While the gross charge is approximately $3,000.00, the
payment from commercial payers, Medicare and Tenn Care, as well as from self-pay
patients, is $1,500.00. Many patients find the benign radiotherapy, provided over the
course of 6-8 days, superior to surgery or long term medication. The low dose radiation
provided by Heelex requires no anesthesia, results in no pain and has no recovery time
needed. Additionally, patients do not require post-treatment follow-up visits. For most
patients, low-dose radiation treatment is less expensive, relatively convenient-when
compared to surgery and painless, when compared to other treatments.

10. 6C. Historical/Projected Data Chart

Why are there no Contractual Adjustments accounted for in Item 6C?

Response : We were unable to adjust the chart to account for gross charges versus revenue. Heelex'
gross charges has been $3,000.00 per course of therapy, consisting of 6-8 low-dose
radiation treatments, and its revenue has been approximately $1,500.00 per patient.

11. 3Q. Accreditation/Certification/Licensure Plans

Please identify the options for accreditation that the applicant states it will pursue in response to Item
5C in the table for 3Q. of the main application document.
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These accreditations should also be referenced in other areas of the application including 1N. Criteria
and Standards, and Item 2E.

Response : Because the Mobetron is self-shielding, and because the room in which the Mobetron will
be installed already has lead shielding, the only construction necessary will be the
relocation of the extra unit to another room and the installation of the Mobetron. The cost
for the relocation and installation should be approximately $50,000. 

Heelix will seek accreditation through either of the American College of Radiology or the
American Society for Radiation Oncology, to the extent that either of those organizations
provide accreditation for low dose radiotherapy. Heelix will not be providing traditional
radiation oncology services.

12. 8Q. Staffing

Please list the positions associated with the project in individual rows identifying classifications for
each.

Response : See original application changes.

13. Project Completion Forecast Chart

Please revise the Project Completion Forecast Chart in the Main Application to reflect the attachment
dates.

Response : See updated Project Completion Forecast Chart.

14. 1N. Criteria and Standards

Please complete the tables in the following link as appropriate in response to the Criteria and
Standards.

https://www.tn.gov/content/dam/tn/hfc/documents/HFC-1N-Megavoltage_Radiation_Therapy.xlsx

Please identify the existing LINAC units and their historical utilization.

Response : See attachments.

15. 1N. Criteria and Standards

Attachment 1N, MRT Criteria and Standards, Criterion #1B. Determination of Need
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Please list the codes that are applicable to the types of low dose radiation proposed.

What are the prevalence rates in the region for the types of non-internal cancers to be treated.

Response : Currently, the CPT code for the low dose radiation treatment provided through the Xstrahl
ortho voltage machine is 77401. The Center for Medicare and Medicaid Services (“CMS”)
has proposed deleting that code and replacing it with 77437 and 77438. The proposed
code for the linear accelerator is 77402. This is in MRT criteria and standards, criteria 1B,
determination of need.

What are the prevalence rates in the region…

Neither basal cell nor squamous cell, the only cancers Heelix treats, are tracked in
Tennessee’s cancer registry or any national cancer registry. According to the American
Cancer Society, approximately 5.4 million basal cell and squamous cell cancers are
detected annually in the United States. The service area population for Heelix’s low dose
radiation therapy is approximately 1,030,390, which is roughly three-tenths of one percent
of the United States population. Applying that figure to the national incidence of basal and
squamous cell cancer(s), the service area population should experience just under 3,100
instances of basal cell or squamous cell cancer per year.  

16. 1N. Criteria and Standards

Attachment 1N, MRT Criteria and Standards, Criterion #7, Patient Safety and Quality of Care

What, if any renovations will be needed to support the operation of the new equipment?

Please confirm earlier statements that the applicant will pursue ASTRO or ACRO accreditation in
response to this criterion.

Response : Because the Mobetron is self-shielding, and because the room in which the Mobetron will
be installed already has lead shielding, the only construction necessary will be the
relocation of the extra unit to another room and the installation of the Mobetron. The cost
for the relocation and installation should be approximately $50,000. 
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Heelix will seek accreditation through either of the American College of Radiology or the
American Society for Radiation Oncology, to the extent that either of those organizations
provide accreditation for low dose radiotherapy. Heelix will not be providing traditional
radiation oncology services.

17. 1N. Criteria and Standards

Attachment 1N, MRT Criteria and Standards, Criterion #12 Assurance of Resources

Please note that the attached Balance Sheet for the facility can be removed from the application as this
is a relic of a previous statutory framework.

Response : Balance sheet has been removed.

18. 1N. Criteria and Standards

Attachment 1N, MRT Criteria and Standards, Criterion #14 Licensure and Quality
Considerations

Please address licensure by TDEC Division of Radiological Health in response to this Criterion.

Response : Immediately upon approval, Heelix will seek licensure for the Mobetron through the
Tennessee Department of Environment and Conservation Division of Radiological
Health.  

19. 5C. License/Certification

Please address licensure by TDEC Division of Radiological Health in response to this Item.

Response : Immediately upon approval, Heelix will seek licensure for the Mobetron through the
Tennessee Department of Environment Conservation Division of Radiological Health.  
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Project Name : Heelex, LLC

Supplemental Round Name : 2 Due Date : 10/14/2025

Certificate No. : CN2509-034 Submitted Date : 10/9/2025

1. 6N. Utilization and/or Occupancy Statistics

Please provide the details regarding the methodology used to project utilization in response to Item 6N
of the application. The methodology must include detailed calculations or documentation from referral
sources, and identification of all assumptions. 

Please note that the projections included in Attachment 6N do not match the projection in response to
Item 1N, Criterion #1, of Criterion #4, Item 2N, or Item 6C of the main application. Please revise these
sections of the application to ensure consistency in projections.

Response : The projected utilization includes estimates of the number of treatments Heelex anticipates
that it will provide using the linear accelerator as opposed to the Xstrahl ortho voltage
machine. The projected number of treatments provided using the linear accelerator in year
1 of operations is 5,600, which is 68% of the procedures Heelex provided in 2024. The
number is based on 800 patients treated with the linear accelerator. Each patient receives
6-8 treatments, so the 5,600 treatment projection is simply 800 patients x 7 treatments per
patient. Additionally, Heelex anticipates that in the first year following acquisition of the
linear accelerator, Heelex will treat the vast majority of its Medicare patients with the
linear accelerator.

In year 2, Heelex anticipates providing approximately 8,400 treatments with the linear
accelerator, which is slightly higher than the number of treatments it provided in 2024
with the Xstrahl ortho voltage machine. Historically, Heelex’s patient volume has grown
between 9.3% and 9.4% per year. As more physicians and patients become aware of the
availability and efficacy of low dose radiation therapy as a treatment for many of the
conditions Heelex treats. Heelex anticipates that the growth rate will accelerate.
Nevertheless, estimating conservatively that the growth rate will remain between 9.3%
and 9.4%, Heelex anticipates treating 1,200 patients with the linear accelerator by year 2
following its acquisition. Twelve hundred patients translates to 8,400 treatments. By year
2, Heelex projects that it will treat approximately 85% of its patients with the linear
accelerator rather than the Xstrahl ortho voltage machine. Heelex anticipates that by the
second year of operations, many private insurers will follow Medicare in requiring that
low dose radiation treatment be provided through a linear accelerator.

The formerly inconsistent data in the other sections is now consistent with the number of
treatments projected in 6N.
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2. 1N. Criteria and Standards

Please note that the projections included in Attachment 6N do not match the projection in response to
Item 1N, Criterion #1, of Criterion #4, Item 2N, or Item 6C of the main application. Please revise these
sections of the application to ensure consistency in projections.

Response : Instead of the range of procedures in the original application, we have provided specific
projected figures reflected in 1N of the application.

3. 2N. Service Area

Please note that the projections included in Attachment 6N do not match the projection in response to
Item 1N, Criterion #1, of Criterion #4, Item 2N, or Item 6C of the main application. Please revise these
sections of the application to ensure consistency in projections.

Response : In the projected utilization column, we have included the projected number of procedures
for each county in year 1.

4. 6C. Historical/Projected Data Chart

Please note that the projections included in Attachment 6N do not match the projection in response to
Item 1N, Criterion #1, of Criterion #4, Item 2N, or Item 6C of the main application. Please revise these
sections of the application to ensure consistency in projections.

Response : The chart has been updated to reflect the number of historical and projected treatments
rather than patients, and is consistent with the other projections in the application.

5. 1N. Criteria and Standards

Attachment 1N, MRT Criterion 13, Quality Control and Monitoring

Please identify and document its existing or proposed plan for data reporting, quality improvement, and
outcome and process monitoring system.

Response : Quality Control and Monitoring Plan (Radiation Oncology)

1. Overview

Heelex maintains a comprehensive Quality Management Program (QMP) designed to
ensure safe, accurate, and effective delivery of radiation therapy. The program integrates
data reporting, outcome measurement, and continuous process improvement in
compliance with ASTRO, AAPM (TG-51, TG-142, TG-100), NRC, and ACR
accreditation standards. All QA, QC, and outcome data are documented, reviewed, and
trended for clinical, technical, and administrative performance metrics.
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2. Data Reporting and Documentation

2.1 Clinical Data

Each patient’s treatment parameters, delivered dose, and verification images are recorded
and archived within the Treatment Management System (e.g., Advanced MD). Data are
exported to the Electronic Medical Record (EMR) for integration with the patient’s overall
health record. The radiation oncologist reviews and signs off on all treatment plans,
prescriptions, and completion notes. Weekly chart rounds and physics chart checks ensure
ongoing verification of dose delivery accuracy.

2.2 Physics and QA Data

Machine output, mechanical, and imaging QA results are stored in the QA database (e.g.,
IBA, or departmental Excel database). All QA checks follow AAPM TG-142 frequencies
(daily, monthly, annual) and TG-51 for annual reference dosimetry calibration. Each test
result is recorded, dated, and signed by the responsible medical physicist. Deviations
outside tolerance trigger immediate investigation, documentation, and corrective action
logs.

2.3 Incident Learning and Reporting

The department participates in an incident reporting system. All near misses, workflow
delays, and QA failures are logged, analyzed, and reviewed in safety meetings to identify
root causes and prevent recurrence.

3. Quality Improvement (QI) Program

3.1 Structure

The Quality and Safety Committee meets quarterly and includes the Medical Director,
Lead Physicist, Lead Therapist, Dosimetry, and Medical Assistants. The committee
reviews trends in incidents, QA findings, patient satisfaction data, and compliance audits.

3.2 Continuous Quality Improvement (CQI)

Each year, the department selects one or more measurable QI projects (e.g., reducing
replans, improving on-time treatment starts, minimizing imaging shifts). Progress is
measured using quantitative metrics (control charts, compliance rates). Outcomes are
reported to senior leadership and incorporated into staff training.

3.3 Peer Review

Weekly chart rounds provide prospective review of target delineation, planning objectives,
and image guidance decisions. Annual peer review of medical physicists and dosimetrists
is performed per AAPM recommendations and documented in the QMP.

4. Outcome and Process Monitoring

4.1 Process Monitoring
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Daily, monthly, and annual QA trends are reviewed to ensure equipment constancy and
identify drift over time. Treatment planning and delivery audits verify that dose
constraints and protocols (e.g., TG-101, TG-263) are met. Workflow metrics
(simulation-to-start time, plan approval lag, treatment interruptions) are tracked monthly.

4.2 Clinical Outcomes

Toxicity, control, and survival outcomes are documented using standardized grading
systems (CTCAE v5.0). Periodic review of local control rates, unplanned treatment
breaks, and hospitalizations is conducted. When applicable, outcomes are benchmarked
against published national datasets (e.g., NCDB, ASTRO APEx benchmarks).

4.3 Patient Feedback

Post-treatment patient satisfaction surveys are distributed and reviewed quarterly to
identify communication or comfort concerns. Findings are integrated into staff education
and workflow improvements.

5. Corrective Action and Feedback Loop

Non-conformances (equipment failure, documentation errors, process deviations) trigger
immediate corrective action reports (CARs). Root cause analyses are performed using
FMEA-based approaches (per TG-100). Results are discussed in departmental meetings,
and policy revisions are implemented when necessary. All corrective actions are
documented, signed, and verified for effectiveness within 30 days.

6. Review and Oversight

The Radiation Safety Committee and Medical Physics Director review the QMP annually
to ensure compliance with regulatory and accreditation requirements. Documentation is
maintained for inspection by state regulators, NRC, and accrediting bodies (ASTRO
APEx, ACR, or TJC). Program updates are distributed to all staff, and competency
training is documented annually.

 

6. 1N. Criteria and Standards

Attachment 1N, MRT Criterion 7, Patient Safety and Quality of Care

7c. - Please explain in greater detail, the differences between the acute medical risk of traditional MRT
procedures vs the low dose procedures proposed by the applicant.

7d. - Please describe the referenced protocols in greater detail.
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7e. - Please confirm that the applicant meets the staffing and quality assurance requirements of the
American Society of Therapeutic Radiation and Oncology (ASTRO), the American College of
Radiology (ACR), the American College of Radiation Oncology (ACRO) or a similar accrediting
authority such as the National Cancer Institute (NCI).

7g. - Please discuss the reasons why the ability to provide simulations and treatment planning services
to support the volumes they project and any impact such services may have on volumes and treatment
times is not applicable to this project.

7h. - Please confirm that the center will have a dedicated radiation oncologist to serve as medical
director with defined responsibilities overseeing quality assurance for the site.

Response : 7C -   Low dose radiation therapy ("LDRT") (delivers < 10 % of the dose of a typical
cancer course, with far smaller field sizes.

·        Deterministic effects: negligible in LDRT, frequent in cancer RT.

·        Stochastic risk: orders of magnitude lower in LDRT (theoretical rather than
observed).

·        Clinical safety record: No documented excess malignancy in large LDRT series
spanning >80 years.

·        Cancer RT, by contrast, is associated with measurable secondary malignancy rates
and significant acute and late normal-tissue toxicity.

7d - Full title: “AAPM’s TG-51 protocol for clinical reference dosimetry of
high-energy photon and electron beams.” (Med. Phys. 26(9), 1999; updated TG-51
Addendum 2014).

Purpose: TG-51 establishes a standardized, accurate, and traceable method to determine
the absorbed dose to water (cGy/MU) for clinical linear accelerators. It ensures that dose
measurements are consistent and nationally traceable.

Key Concepts: The protocol defines absorbed dose to water as the primary quantity,
replacing older exposure-based methods. Calibration uses the ND,w factor (absorbed dose
to water calibration factor) provided by an Accredited Dosimetry Calibration Laboratory
(ADCL). Measurements are performed in a water phantom at reference
conditions—typically a 10×10 cm² field size, 100 cm SSD, and a depth of dmax or 10 cm
depending on the beam type.
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The procedure involves measuring the ionization chamber reading, applying necessary
corrections (for temperature, pressure, polarity, and recombination), and multiplying by
the ND,w and beam-quality correction factor kQ. Beam quality is characterized by the
percent depth dose at 10 cm (%dd(10)x) for photons or R50 for electron beams. The result
provides the absorbed dose per monitor unit (cGy/MU) under reference conditions.

Addendum 2014 Highlights: The addendum refined polarity and recombination
corrections, updated kQ values using Monte Carlo data, and introduced procedures for
small fields and flattening-filter-free (FFF) beams. In essence, TG-51 defines how to
accurately calibrate linac output so that all clinics deliver consistent, traceable doses.

Full title: “Quality assurance of medical accelerators.” (Med. Phys. 36(9), 2009).

Purpose: TG-142 provides a comprehensive quality assurance (QA) program for linear
accelerator performance. It updates and extends the earlier TG-40 guidelines to reflect
modern technologies such as IMRT, VMAT, IGRT, SRS, and SBRT.

Scope: The protocol applies to all external beam radiation therapy machines including
conventional linacs, SRS/SBRT units, and image-guided systems. It outlines QA tasks,
testing frequency, tolerances, and responsible personnel to ensure safe and consistent
beam delivery.

QA Frequency Categories: TG-142 defines daily, monthly, and annual QA checks. Daily
tests include output constancy (±3%), laser and optical distance indicator alignment, door
interlocks, and imaging checks. Monthly QA includes output constancy (±2%), flatness
and symmetry, mechanical isocenter accuracy, light and radiation field coincidence, and
MLC leaf checks. Annual QA is a comprehensive evaluation that includes reference
dosimetry per TG-51, MLC calibration, imaging system QA, and mechanical accuracy of
couch and gantry rotation.

Tolerance Levels: TG-142 recommends specific tolerances for key parameters: daily
output constancy within ±3%, monthly within ±2%, light versus radiation field agreement
within 2 mm, isocenter coincidence within 2 mm, and MLC leaf positioning within 1 mm
for IMRT. Deviations beyond tolerance trigger corrective action before treatments
continue.

TG-142 promotes a risk-based QA philosophy emphasizing proactive detection of errors
and performance drift. It integrates imaging QA with treatment QA, requires
documentation and trending of results, and encourages regular review of procedures to
maintain safety and consistency.

Relationship Between TG-51 and TG-142

TG-51 and TG-142 are complementary protocols. TG-51 focuses on absolute dose
calibration, establishing how to determine the machine’s dose per monitor unit under
standard reference conditions. It is typically performed annually or after major service or
component replacement. TG-142, on the other hand, ensures ongoing mechanical,
dosimetric, and safety consistency through daily, monthly, and annual QA procedures.
Together they form the foundation of a comprehensive radiation therapy QA
program—TG-51 provides the reference accuracy, and TG-142 maintains that accuracy
and safety over time.
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7e Answer: Heelex has all the needed personnel below and practices all the needed
procedures, policies, and quality assurance: The program employs a board-certified
radiation oncologist and board-certified Medical Physicist. We have four radiation
therapists, Xray tech, and several medical assistants and supporting staff. 

Staffing Requirements / Expectations

ASTRO doesn’t mandate a one-size-fits-all fixed staffing ratio (because patient mix,
complexity, technology, and volume vary dramatically), but they outline minimum

 and principles to guide staffing. personnel expectations ASTRO+1

From , some key points:“Safety Is No Accident”

·        Each practice must have a  on-call 24/7 (or via reliablequalified radiation oncologist
coverage) to handle emergencies or urgent treatments. ASTRO

·        A sufficient number of other clinical staff should be available so that urgent
 can be delivered even outside normal operating hours (or there must exist antreatments

agreed referral arrangement). ASTRO

·        The number of clinical staff should reflect workload, number of machines, complexity,
and staff absences. Overloading staff increases the risk of error. ASTRO+1

·        It is  (but not strictly mandatory) that recommended at least two qualified individuals
 (i.e. for “checks / cross-checks /be present for any external beam treatment

oversight”). ASTRO

From ASTRO/other accreditation cross-reference (via ACR accreditation standards):

·        Radiation Oncologist: should be available on the premises when treatments are being
delivered. Accreditation Support

·        Medical Physicist: must be available when needed to consult the radiation oncologist
and direct technical staff during planning or treatment. Accreditation Support

·        Radiation Therapists: At least two registered radiation therapists per treatment
 is considered a minimum standard (per accreditation rules) to ensure safety,unit / linac

patient monitoring, and redundancy. Accreditation Support

·        Dosimetrist: a staffing estimate given is ~ one dosimetrist per ~250 patients treated
per year; this is a guideline that may vary by complexity. ASTRO

·        Administrator: one per practice (in some settings, existing clinical staff may fill
administrative functions) ASTRO

·        Other staff: (nurses, social workers, dietitians, mold technologists, etc.) as needed
according to services offered. ASTRO+1
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In summary: ASTRO expects a baseline team of radiation oncologists, physicists,
dosimetrists, radiation therapists, support and administrative staff; adequate overlap and
redundancy; 24/7 oncologist availability; and staffing aligned with volume and
complexity.

Quality Assurance / Quality Management Requirements or Expectations

ASTRO’s guidance places strong emphasis on robust QA/quality management (QM)
systems—covering equipment, processes, people, error learning, peer review, and risk
mitigation. Below is a structured breakdown.

Governance & Culture

·        Must have a , in which staff at all levels feel empowered to identifyculture of safety
safety risks, report errors / near misses, suggest improvements, and act without fear of
reprisal. ASTRO+2pubs.medicaldosimetry.org+2

·        Leadership (e.g. Medical Director, Chair) must champion safety, provide resources,
and promote continuous improvement. ASTRO+1

·        All staff should get time and support to perform “non-billable” safety and QA tasks
(e.g. QA checks, reviews, calibration, staff meetings). Overburdening clinical tasks
without space for QA is a hazard. ASTRO+1

Peer Review / Chart Rounds

·        Prospective and retrospective  of clinical decisions, treatment plans,peer review
imaging, target delineation, and plan acceptability should be routine. ASTRO+1

·        Many practices incorporate the early review in disease site rounds or “chart rounds.” 
ASTRO

·        For multiphysicist practices, annual peer review of physics work by another physicist
not involved in the original work (or an external reviewer) is recommended. Accreditation
Support+1

Process QA & Risk Analysis

·        For every new system, technique or workflow, a  isquality management program
required: hazard analysis, QC, QA, staff training, documentation, and ongoing quality
improvement. ASTRO

·        ASTRO encourages adoption of modern risk analysis methods (e.g. Failure Modes and
Effects Analysis, FMEA) per AAPM TG-100 style approaches. 
pubs.medicaldosimetry.org+1

·        The QA program must be documented (policies and procedures) and periodically
reviewed. ASTRO+1
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Equipment / Technical QA

·        A  must exist and be reviewed annually. physics policy & procedure manual
Accreditation Support+1

·        QA of treatment planning systems (TPS), including consistency checks,
commissioning documentation, and periodic verification, is mandatory. Accreditation
Support+1

·        Patientspecific QA (e.g. for IMRT, SBRT, SRS) must be documented and approved
before the first treatment. Accreditation Support+1

·        Weekly physics chart reviews are required by a qualified medical physicist (not
delegated to dosimetrists) to catch deviations. Accreditation Support+1

·        End-of-treatment (EOT) chart check by physicist is required, to confirm the delivered
dose/plan and compliance with prescription. Accreditation Support

·        Independent verification of machine output (e.g. via TLD, OSL or by an external
physicist) is required. Accreditation Support

·        Backup dosimetry systems must exist and be periodically intercompared with the
primary system. Accreditation Support

·        For updates in hardware/software, patches or upgrades, the QA impact must be
documented. Accreditation Support+1

Operational Policies & Procedures

·        “Time-out” policies for simulation and treatment (i.e. double checks / identity /
parameter verification) must be documented. Accreditation Support+1

·        Imaging (portal / IGRT) verification policies must exist; verification images should be
taken at least weekly (or per departmental policy), and a radiation oncologist should
review them before subsequent fractions. Accreditation Support+1

·        Disaster / contingency planning: written plans for power failures, system downtime,
loss of data, radioactive source issues, etc., with strategies to resume or transfer patient
care. Accreditation Support

·        Administrative policies: radiation safety, infection control, contrast administration
policies (if used in simulation), dual verification of patient identifiers, etc. Accreditation
Support

Documentation, Review, and Improvement

·        All QA, QC checks and corrective actions must be , signed / dated, anddocumented
auditable. Accreditation Support+1

·        The QA program should include periodic performance metrics, departmental statistics
(e.g. machine downtime, incidents), morbidity/mortality or treatment complications,
patient satisfaction surveys, error reports, etc. Accreditation Support
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·        The QA committee (or equivalent oversight group) should review incidents, machine
downtime, QA failures, complications, peer review findings, and recommend
improvements. Accreditation Support

·        Annual (or periodic) programmatic reviews of the physics / QA program should be
done, to reassess procedures, performance, staffing adequacy, and emerging needs.

7g - The initial response of "not applicable' was inaccurate. Heelex simulates the patients
Via X rays to determine the depth to which it will administer the dose. Heelex has its own
in house calculation engine built in Excel to determine the monitor units to the patient.
Unlike with cancer, the procedure is very straightforward . While Heelex may use 3D
treatments in the future, they are not necessary when treating with low dose radiation. 

7h - Please confirm that the center will have a dedicated radiation oncologist to serve as
medical director with defined responsibilities overseeing quality assurance for the site.

Answer: It does 
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Project Name : Heelex, LLC

Supplemental Round Name : 3 Due Date : 10/14/2025

Certificate No. : CN2509-034 Submitted Date : 10/10/2025

1. 1N. Criteria and Standards

Please update the attached worksheet for 1N, Criterion 1a. and 4 to reflect the 5,600 procedures in Year
1 and 8,400 procedures in Year 2. Please submit a replacement Attachment 1N worksheet.

Response : Please see attached revised worksheet for 1N.
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