
 
 
 
 
 
 
 
 
 

LETTER OF INTENT 



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, Johnson City Press, Chattanooga
Times Free Press, Rogersville Review, Kingsport Times-News, Greeneville Sun and Fentress Courier Today,
which are newspapers of general circulation in Anderson, Bledsoe, Blount, Campbell, Carter, Claiborne,
Cocke, Cumberland, Fentress, Grainger, Greene, Hamblen, Hancock, Hawkins, Jefferson, Johnson, Knox,
Loudon, McMinn, Meigs, Monroe, Rhea, Roane, Scott, Sevier, Sullivan, Unicoi, Union and Washington
counties, Tennessee, on or before 02/15/2026 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 OPTIV Infusion,
LLC, a/an  owned by OPTIV Infusion, LLC with an ownership type of Home Health Agency  Limited Liability

 and to be managed by  intends to file an application for a Certificate of Need for theCompany  itself
establishment of a home care organization and the initiation of home health services limited to home infusion
and related nursing services for pharmacy patients of OPTIVRX, LLC. The project will serve a proposed
service area of 29 counties: Anderson, Bledsoe, Blount, Campbell, Carter, Claiborne, Cocke, Cumberland,
Fentress, Grainger, Greene, Hamblen, Hancock, Hawkins, Jefferson, Johnson, Knox, Loudon, McMinn, Meigs,
Monroe, Rhea, Roane, Scott, Sevier, Sullivan, Unicoi, Union, and Washington Counties.. The address of the
project will be 1600 Breda Drive, Floor B, Knoxville, Knox County, Tennessee, 37918. The estimated project
cost will be  .$100,000

The anticipated date of filing the application is 03/02/2026

The contact person for this project is Attorney Michael Brent who may be reached at Bradley Arant Boult
Cummings - 1221 Broadway, Suite 2400, Nashville, Tennessee, 37203 – Contact No. 615-252-2361.

Michael Brent

Signature of Contact

02/13/2026

Date

mbrent@bradley.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 OPTIV Infusion,
LLC, a/an  owned by OPTIV Infusion, LLC with an ownership type of Home Health Agency  Limited Liability

 and to be managed by  intends to file an application for a Certificate of Need for theCompany  itself
establishment of a home care organization and the initiation of home health services limited to home infusion
and related nursing services for pharmacy patients of OPTIVRX, LLC. The project will serve a proposed
service area of 29 counties: Anderson, Bledsoe, Blount, Campbell, Carter, Claiborne, Cocke, Cumberland,
Fentress, Grainger, Greene, Hamblen, Hancock, Hawkins, Jefferson, Johnson, Knox, Loudon, McMinn, Meigs,
Monroe, Rhea, Roane, Scott, Sevier, Sullivan, Unicoi, Union, and Washington Counties.. The address of the
project will be 1600 Breda Drive, Floor B, Knoxville, Knox County, Tennessee, 37918. The estimated project
cost will be  .$100,000

The anticipated date of filing the application is  03/02/2026

The contact person for this project is Attorney Michael Brent who may be reached at Bradley Arant Boult
Cummings - 1221 Broadway, Suite 2400, Nashville, Tennessee, 37203 – Contact No. 615-252-2361.

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
OPTIV Infusion, LLC

Name

1600 Breda Drive, Floor B

Street or Route

Knox County

County

Knoxville

City

Tennessee

State

37918

Zip

https://optivrx.com/

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

Michael  Brent

Name

Attorney

Title

Bradley Arant Boult Cummings

Company Name

mbrent@bradley.com

Email Address

1221 Broadway, Suite 2400

Street or Route

Nashville

City

Tennessee

State

37203

Zip

Attorney

Association with Owner

615-252-2361

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: 02/13/26

 Date LOI was Published: 02/15/26
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See attachment 3ARESPONSE: 

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 -

Hospital -

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

Name

1600 Breda Drive

Street or Route

865-500-4987

Phone Number

Knoxville

City

Tennessee

State

37912

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.

The applicant is a Tennessee limited liability company, and is an affiliate of OPTIVRX, LLC, D/B/A OPTIVRX RESPONSE:
Specialty Pharmacy. Both entities are single member limited liability companies, solely owned by Tracey Hill, as “mirror
image” entities, as shown in the documents attached as Attachment 7A.

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

Name

Street or Route County
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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

The applicant will sublease its office space from its affiliate, OPTIVRX, LLC, which leases that space (and more RESPONSE:
space) from its lessor. A copy of the Lease between OPTIVRX, LLC, and its lessor is attached as Attachment 9A.

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)

The applicant’s space of approximately 200 square feet is shown as "B16" near the center of the floor plan RESPONSE:
attached as Attachment 10A.

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 office of the Applicant will be within the space of the Applicant’s affiliate, OPTIVRX, LLC, located at RESPONSE:
1600 Breda Drive, Floor B, Knoxville (Knox County), Tennessee. As this location will be an administrative office for the

Home Health Agency the applicant does not anticipate visits to the office by any home health patients. However, the

Applicants affiliate, OPTIVRX, LLC, utilizes the same space and has patients who visit that space, and for such

“in-pharmacy” infusions, or any employee of the Applicant desiring public transportation, Knoxville Area Transit (“KAT”) is
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the municipal transit agency for Knoxville, and there is a KAT bus stop (#24) at the intersection of Breda and Hague, about a

two minute walk from the OPTIV offices.

12A.  Plot Plan

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)

As office space for a home health agency in a multi-tenant building, a plot plan is not required. RESPONSE:

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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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

he applicant is proposing to establish a home health agency which will be limited to the providing of RESPONSE:
home infusion and related nursing services for pharmacy patients of the applicant’s affiliate, OPTIVRX, LLC (as

noted elsewhere in this application OPTIVRX, LLC is an existing Pharmacy licensed by the Tennessee Department

of Health). The existing need formula does not take into consideration specialty home health services provided for

infusion therapy services. The need for the services proposed by the applicant is supported by a variety of factors

beyond the primary factors set forth in need formula of the Health Facilities Commission. The applicant notes

OPTIVRX, LLC has operated for several year, and currently provides "in-suite" infusions at 5 locations throughout

the proposed service area in addition to its primary office. The experience of OPTIVRX, LLC, and other Tennessee

providers in providing infusion therapy services in pharmacy-based clinical “in-suite” settings, as well as in-home

services provided by affiliates of other infusion pharmacies with affiliated home health agencies shows many

benefits (noted more fully elsewhere in this application) of in-home infusion services with many (but not all)

infusion medications.

Quality Standards

The applicant will ensure that its employees are appropriately trained to provide the specialized RESPONSE:
in-home infusion services. OPTIVRX , LLC is ACHC (Accreditation Commission for Health Care) accredited, and

the applicant will also seek to obtain ACHC accreditation. Additionally, the applicant will ensure that quality is

appropriately measured and monitored, including data collection and reporting, quality improvement, outcome and

process monitoring, and similar items.

Consumer Advantage

Choice

Because there are only a limited number of home health agencies providing specialty in-home RESPONSE:
infusion services such as the applicant proposes, and because those services are limited to patients of an affiliated

pharmacy such as OPTIVRX, LLC, the approval of this application will enhance the provision of these specialized

services to residents of Tennessee. Most traditional home health agencies are unwilling or unable to provide these

services because of time constraints (many infusion medications can take two-to-four hours to administer),

specialized training necessary for RNs (as to both administration and management of the infusion medications),

and reimbursement challenges. The provision of these services by the applicant will mean seamless provision of

these services to patients of OPTIVRX, LLC, as well as other patients anticipated to be referred to the application,

many of whom can be better served by home-infusion rather than in-suite infusion.

Improved access/availability to health care service(s)

Some of the home health agencies previously providing in-home infusion therapy are no longer RESPONSE:
doing so in Tennessee, for a variety of reasons related to consolidations and other changes in the home health

industry, making it beneficial for Tennesseans to have providers such as the applicant and OPTIVRX, LLC

available to provide in-home infusion services. At the same time more infusion medications are being approved for

home-infusion, and insurers are becoming more prone to approve home-infusion for some of the reasons noted
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elsewhere in this application. Overall, the approval of the applicant’s CON will increase Tennessee residents’

access to specialty infusion medications administered in the home (cost-effective treatment which can have better

outcomes, as well as being less challenging and disruptive, and more convenient, for patients and their families).

Affordability

As shown elsewhere in this application the total costs are similar, and sometimes, less, than other RESPONSE:
locations for infusion therapy services.

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 $17,000

Fixed Equipment (Not included in Construction Contract)  

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

$10,000

Other (Specify):  

B.   Acquisition by gift, donation, or lease:

Facility (inclusive of building and land) $20,000

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)

$97,000

E.   CON Filing Fee $3,000

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

$100,000
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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:

See Attached

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:

See attached
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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 =
)

% of Total

Hamblen 4 3.64%
Sullivan 6 5.45%
Hancock 4 3.64%
Fentress 2 1.82%
Loudon 4 3.64%
Sevier 5 4.55%
Meigs 2 1.82%
Grainger 2 1.82%
McMinn 4 3.64%
Greene 3 2.73%
Jefferson 5 4.55%
Blount 9 8.18%
Washington 6 5.45%
Carter 5 4.55%
Rhea 2 1.82%
Union 2 1.82%
Johnson 5 4.55%
Cumberland 4 3.64%
Monroe 3 2.73%
Unicoi 2 1.82%
Roane 3 2.73%
Knox 11 10.00%
Anderson 5 4.55%
Bledsoe 2 1.82%
Campbell 3 2.73%
Claiborne 2 1.82%
Cocke 2 1.82%
Hawkins 1 0.91%
Scott 2 1.82%

Total 110 100%
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  Describe the demographics of the population to be served by the proposal.3N.   A.

 RESPONSE:

See attached
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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:

See attached
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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:

See attached

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:

See attached

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 attached
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1.  

2.  

3.  

4.  

1.  

2.  

3.  

PROJECTED DATA CHART

Project Only
Total Facility

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

  Year 1 Year 2

  2027 2028

A.   Utilization Data

Specify Unit of Measure Patients 110 150

B.   Revenue from Services to Patients

Inpatient Services $0.00 $0.00

Outpatient Services $192,500.00 $262,500.00

Emergency Services $0.00 $0.00

Other Operating Revenue (Specify) $0.00 $0.00

Gross Operating Revenue $192,500.00 $262,500.00

C.   Deductions from Gross Operating Revenue

Contractual Adjustments $74,000.00 $100,000.00

Provision for Charity Care $9,000.00 $12,000.00

Provisions for Bad Debt $4,000.00 $5,000.00

Total Deductions $87,000.00 $117,000.00

NET OPERATING REVENUE $105,500.00 $145,500.00
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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)

$0.00 $0.00 $1,750.00 $1,750.00 0.00

 Deduction from Revenue (Total
Deductions/Utilization Data)

$0.00 $0.00 $790.91 $780.00 0.00

 Average Net Charge (Net
Operating Revenue/Utilization Data)

$0.00 $0.00 $959.09 $970.00 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:

*

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:

See attached
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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-2027 Year-2028

Gross Operating
Revenue

% of Total
Gross Operating
Revenue

% of Total

Medicare/Medicare Managed Care $115,500.00 60.0 $157,500.00 60.0

TennCare/Medicaid $9,625.00 5.00 $13,125.00 5.00

Commercial/Other Managed Care $19,250.00 10.0 $26,250.00 10.0

Self-Pay $0.00 0 $0.00 0

Other(Specify) $48,125.00 25.00 $65,625.00 25.00

Total $192,500.00 100% $262,500.00 100%

Charity Care $9,000.00 $12,000.00

*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: Medicare, TennCare/Medicaid, and medically indigent patients will be served by the applicant and by
OPTIVRX. LLC

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

Will Apply 

Certification  Medicare
 TennCare/Medicaid
 Other 

Will Apply 
Will Apply 

Accreditation(s) ACHC – Accreditation Commission for Health
Care

Will Apply

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
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N/A  

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
RN 0.00 4.50

Total Direct Patient
Care Positions

N/A 4.5

B. Non-Patient Care
Positions
Administrator 0.00 0.50

Total Non-Patient Care
Positions

N/A 0.5

 Total Employees
(A+B)

0 5

C. Contractual Staff
Contractual Staff
Position

0.00 0.00

 Total Staff
(A+B+C)

0 5
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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 04/22/26

2.   Building Construction Commenced 10 05/01/26

3.   Construction 100% Complete (Approval for Occupancy) 10 05/01/26

4.   Issuance of License 162 09/30/26

5.   Issuance of Service 163 10/01/26

6.   Final Project Report Form Submitted (Form HR0055) 194 11/01/26

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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State of Tennessee 

Health Facilities Commission 
Andrew Jackson Building  

502 Deaderick Street, 9th Floor, Nashville, TN  37243 

www.tn.gov/hfc         Phone: 615-741-2364        
 

 

RESPONSES FROM MIKE BRENT ON MARCH 12, 2026 
 

 

March 6, 2026 
 
 
Mike Brent, Attorney 
1221 Broadway, Suite 2400 
Nashville, TN 37203 
 
 
RE: Certificate of Need Application CN2602-006 
 OPTIV Infusion, LLC 
 
 
Dear Mr. Brent, 
 
This will acknowledge our March 2, 2026, receipt of your application for a Certificate of 
Need for the establishment of a home care organization and the initiation of home 
health services limited to home infusion and related nursing services for pharmacy 
patients of OPTIVRX LLC.  The location of the proposed project is 1600 Breda Drive 
Floor B, Knoxville (Knox County), TN 37918.  
 
Several items were found which need clarification or additional discussion.  Please 
review the list of questions below and address them as indicated.  The questions have 
been keyed to the application form for your convenience.  I will emphasize that an 
application cannot be deemed complete and the review cycle initiated until all 
questions have been answered and furnished to this office. 
 
Please submit responses electronically by 4:30 p.m., Friday March 13th. If the 
supplemental information requested in this letter is not submitted by or before this 
time, then consideration of this application may be delayed into a later review cycle. 
 _____________________________________________________________________________ 
 

1. Attachments 

 

 It is noted the submitted attachments are randomly labeled. Please resubmit all attachments 

that correspond with application questions and are appropriately labeled.  
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 RESPONSE:   

 

Please see the resubmitted (and in some cases revised) attachments. 
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2. Proof of Publication 

 

 It is noted the list of February 2026 Publications included Bradley County.  Is this a typo? 

Please confirm.  

 

 RESPONSE:   

 

There was a typo in the list of newspaper publications at the beginning of the attachment, 

as Bradley County was not intended to be on the list. Please see the resubmitted (and 

in this case revised) Attachment 3A (Notice Publications).   

 

3. 7 A., Type of Ownership of Control 

 

 Please provide Attachment 7 A. (organizational chart).  

 

 RESPONSE:   

 

Please see the org chart now attached as part of Replacement Attachment 7A.   

 

 

4. 9 A., Legal Interest in the Site 

 

 The Net Lease between Harrcor LLC and OPTIVRX, LLC is noted.  However, please 

provide a copy of the sublease between OPTIV Infusion, LLC (applicant) and the landlord 

OPTIVRX, LLC.  

 

 RESPONSE:   

 

Please see the Replacement Attachment 9A which now has both the lease and sublease, 

and the relevant cost comparisons. 

 

5. Item 10A., Floor Plan 
 
The application states the HHA’s space is 200 sq ft. Is this space sufficient for 
administrative, training, and compliance activities? What specific operational 
activities will occur in this space? 
 

 RESPONSE:   

 
The noted space for OPTIV Infusion, LLC will be sufficient for administrative 
matters of the applicant, and will primarily be used as “office space,” including 
records storage, computer access by the administrator, etc. As to any training, 
compliance and other activities which might involve more individuals than can 
comfortably fit in the 200 sq ft of space, the sublease allows the 
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applicant/subtenant to also access common areas in the larger space leased by 
OPTIV Infusion, LLC, such as restrooms, break room and a conference room. 
 
Please see the Replacement Attachment 10A 
 

 

6. 1E. Overview 

How long has OPTIVRX, LLC been licensed as a pharmacy in Tennessee? 

RESPONSE:  

OPTIVRX, LLC has been licensed as a pharmacy in Tennessee since March 3, 2023 

(License # 00007565).  Copies of the current pharmacy license, as well as the individual 

pharmacist license of Brittney Rogers (Director of Pharmacy for OPTIVRX, LLC) are 

attached as Attachment of Pharmacy/Pharmacist Licenses. 

Please clarify if any of OPTIVRX, LLC infused medications are currently being 
administered to home health patients in the proposed service area.  If so, by whom 
and where.  

RESPONSE: 

 OPTIVRX, LLC, like many of the other applicants in recent years seeking a home 

health CON limited to infusions, has experienced difficulty in finding home health agencies 

willing to administer home infusions, with occasional assistance from Suncrest Home 

Health in certain rural areas including Hamblen, Jefferson, Union and Washington 

counties.  Previously OPTIVRX, LLC had also used Amedisys in some limited settings, but 

not recently.  

How many referrals has the applicant been able to make successfully to home health 
agencies to perform home infusion nursing for its infusion pharmaceuticals in the 
past year? Please list cases by county. 

RESPONSE: 

6 patients to Suncrest Home Health, in the counties noted above. 

 

Under the “Service Area” Heading it appears the applicant left the following blank in the 

response.  If necessary, please revise and resubmit page 6 labeled as 6R.  

 

RESPONSE: 

 

Please see the resubmitted page 6 (as 6R) with the address blank completed, and other 

corrections as to the number of infusion chairs. 
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What experience does the applicant, or its owners have in operating a home health 
agency specializing in home infusion nursing? 

RESPONSE: 

The sole owner of OPTIVRX, LLC and the applicant, Tracey Hill, has worked in 

various positions within the infusion area of healthcare since 1994, including many 

years with BrightStar Care (a provider which currently supports over 400 

independently owned and operated locations nationwide). 

 
Does the applicant currently operate an ambulatory infusion center at the proposed 
home health office site? 

RESPONSE: 

 Yes, see replacement page 6R as to the locations of the ambulatory infusion center 

locations of OPTIVRX, LLC, in Knox and other East Tennessee counties. 

         Briefly explain the process of how infusion orders ultimately arrive at the patient’s 

residence. 

RESPONSE: 

As to “infusion medical orders,” OPTIVRX, LLC, currently uses, and the applicant 

intends to use, WellSky Care Tend, best described as a “purpose-built platform for 

home infusion and specialty pharmacy … comprehensive infusion software that 

supports clinical, operational, and billing workflows within one connected 

platform.” Using the WellSky software those orders are available not only on the 

computer maintained in the office, but also on the laptops utilized by infusion 

nurses when at the home of a patient. 

As to delivery of infusion medications and supplied which have been ordered, please 

see the response below as to deliveries. 

         What type of infusion medications will be administered through the proposed home health 

agency?  

RESPONSE: 

Many of the home infusions anticipated to be administered by the application will 

be Intravenous immunoglobulin (IVIG), but in addition the most often administered 
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will include Infliximab, Entyvio, Tysabri, Tepezza, Fasenra, Rituxan, Dupixent, 

Xolair and Ocrevus. 

 

    Does the applicant plan to provide chemotherapy services? 

RESPONSE: 

The applicant does not plan to provide chemotherapy services. 

 

 

Does the applicant intend to serve pediatric patients. If so, please describe typical scenarios. 

RESPONSE: 

The applicant does not plan to serve pediatric patients, and if pediatric referrals are 

received will likely refer the pediatric patient to East Tennessee Children’s Hospital 

(now known as Dolly Parton Children’s Hospital), as is currently done by 

OPTIVRX, LLC for pediatric patients. 

 
Please describe the steps of the infusion delivery process from the point the 
medication is delivered to being administered by a nurse. 

RESPONSE: 

The actual infusion process for the medication is very similar whether performed 

“in-suite” at OPTIVRX, LLC, or at a patient’s home, with the infusion nurse 

following applicable protocols for starting an IV, connecting the medication to a 

programable infusion pump, administering the medication, and then removing the 

IV.  As infusion medications are scheduled in advance, typically the infusion 

medication will have been delivered to the patient’s home by the an employee or 

agent of OPTIVRX, LLC, before the infusion nurse arrives, although in some 

instances it may be delivered by the nurse when he/she arrives to administer the 

infusion. 

 

 

What is the typical shelf life of infusion medications that are delivered to a patient’s home? 

RESPONSE: 

While some infusion medications have a longer shelf life “printed on the box,” 

under ACHC guidelines and Board of Pharmacy regulations all infusion 

medications will be considered to have a maximum shelf line of 180 days. 

 

 

Please clarify how control and oversight will be separated between OPTIV 
Infusion, LLC and OPTIVRX, LLC given they are “mirror image entities” and 
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share the same single member owner. How will operations be segregated for 
compliance? 

RESPONSE: 

As a veteran of the infusion area of healthcare since 1994, Tracey Hill, the owner of 

both the applicant and OPTIVRX, LLC, has extensive experience as to the control 
and oversight processes of the various aspects of infusion, and will assure 
appropriate controls are maintained with assistance from ACHC guidance and 
the WellSky Care Tend software. 

 

What screening criteria will be used to determine which pharmacy patients are 
appropriate for in-home infusion rather than in-suite infusion? 
 

 RESPONSE:   

 

An acuity assessment will be performed for each patient, including a review of 

physician orders regarding the patient, to make such determinations. The assessments 

can include a variety of factors, including patient mobility and limitations, 

transportation options, and family/caregiver support.  

 

7. Item 2E Rationale for Approval 

 

 The applicant indicates “more infusion medications are being approved for home infusion”.  

Please clarify who approves home infusion medications and how that relates to this 

proposed project. 

RESPONSE: 

 

The orders from the patient’s physician will be the ultimate approval, which can be 

influenced, by the results of the acuity assessment noted above, and may also include 

input and guidance from the infusion manufacturers and payors.  

What will be the most 10 common home infusion therapies provided by the 
applicant's home infusion agency in Year One? 

RESPONSE: 

Intravenous immunoglobulin (IVIG), but in addition the most often 
administered will include Infliximab, Entyvio, Tysabri, Tepezza, Fasenra, 
Rituxan, Dupixent, Xolair and Ocrevus. 

 

What percentage of patients are estimated to require infusion pumps? 
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RESPONSE:   

 

100% will utilize a programable pump to provide appropriate dosing in accordance 

with the infusion manufacturer’s guidance and FDA requirements 

 

8. Item 4.E. Project Cost Chart 

 

 The project Cost Chart is noted.  Please clarify if the applicant has accounted for the cost of 

an electronic health record system, laptops, software, office furnishings, etc. in the Project 

Cost Chart.  

 

 The facility cost of $20,000 in B.1 is noted.   However, the cost of the 5-year facility lease 

is over $400,000 over the term of the lease.  Please place the higher of the market value of 

the space or the cost of the lease in B.1. and submit a revised project cost chart.   In the 
case of a lease, the cost in the Project Costs Chart is the fair market value of the 
land or the total amount of the lease payments for the initial term of the lease, 
whichever is greater.    

 

 The Project Cost Chart does not include construction costs.   However, there building 

construction is indicated in the project completion forecast chart. Please explain.  

 

RESPONSE:   

 

 

 The applicant will share the WellSky Care Tend software of OPTIVRX, LLC, as well 

as various laptops, office furnishings and equipment, etc. without additional cost 

other than the rent paid pursuant to the sublease between OPTIVRX, LLC and the 

applicant.  

 

 The facility cost of $20,000 relates only to the space within the 200 sq ft labeled “B16” 

to be used by the applicant in section B.1 as noted.   While the total lease cost may 

exceed $400,000 over the original 5-year term of the OPTIVRX, LLC lease, much of 

that term has already passed, and that larger amount was for the lease of the entire 

floor, not just the 200 sq ft to be used by the applicant in “B16” (which 200 sq ft is 

approximately 4% of the total leased space). 

 

 Please see Replacement Attachment 9A for the comparison of the portion of the tax 

appraised of the entire land and building and the anticipated lease payments for 
the term of the sublease.    

 

 No construction cost is anticipated, as the 200 sq ft labeled “B16” on the floor plan 

will be subleased “as is,” with no improvements anticipated by the applicant as a 

tenant under the sublease.  The 10 days noted in the project completion forecast as to 

“Construction Commenced” and “Construction 100% Complete” are the same, 

intended to allow time for the removal of any items which may be currently located in 
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B16 and to then assure such removal has not resulted in any damage which requires 

construction repair (and any such damages would be paid from the contingency 

described in the Project Costs Chart.  

 

 

9. 1.N.-Need 

 

 Please submit the referenced attachment 1.N. 

 

RESPONSE:   

 

 Please see Replacement Attachment 1.N. 

 

 

10. 2N. Service Area 

 

How has the patient base for this project been projected? 

The patient base for this project was projected by the applicant utilizing the historical 

data as to patients of OPTIVRX, LLC, as well as many discussions with physicians, social 

workers, pharmacists, and other healthcare professionals as to the needs of their patients 

for home infusion.  The applicant also reviewed several other recent CON applications for 

home infusion, and believes the projections by the applicant are reasonable and generally 

in line with the projections in those applications which have been approved in the past 3-4 

years.  

Please provide a county level map of the service area labeled as 2N.  

 

RESPONSE:   

Please see Replacement Attachment 2N. 

 

11. 3N. A Service Area Demographics 

 

 Please provide Attachment 3N or provide a response underneath with a replacement page 

labeled as 12R.  

 

RESPONSE:   

 

Please see Replacement Attachment 3N. 

 

12. 3N. B Service Area Demographics 

The Demographic table is noted.  However, the applicant did not include Cocke County in 

the chart.  Please include and submit a revised chart.  Please label the attachment 3.N.B.  
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RESPONSE:   

Cocke County was included, but with a typo (Cooke County). Please see Replacement 

Attachment 3.N. correcting the county name. 

13. Item 4N.  

Please provide a response and resubmit.  

RESPONSE:   

As noted elsewhere in the application, OPTIVRX, LLC already serves some 

uninsured or underinsured patients by working with other sources to find funding for 

medications which may not be covered.  The applicant also intends to work with similar 

other sources,and will also provide “charity care” as needed. 

14. Item 5.N. 

Please provide a narrative response and supporting attachments.    

The copy of service area utilization in the attachments is noted.  However, please label the 

attachment as 5N.  In addition, the chart is fragmented across numerous pages.  Please 

provide an attachment with a chart that is easily read and that does not have columns 

spanning across numerous pages.  

The chart of approved infusion projects is noted.   However, the last two columns of the 

chart continue across additional pages.  Please size the chart to one-page.  In addition, 

under project description column, please highlight the counties in the formerly approved 

infusion counties that overlap with the proposed service area of the applicant’s proposed 

project.   This will allow Commission members to visualize the overlap of service area 

counties with previously approved projects.  

RESPONSE:   

River City Infusion, LLC (CN2511-042) was approved in February, 2026 and is 

unimplemented. Blueberry Health Infusion Nursing, LLC (CN2505-019) and 

Amerita, Inc. (CN2503-008) were also approved in 2025, and to the knowledge of the 

applicant are unimplemented.   

Thes prior attachments noted have been reformatted to make the charts easier to 

read, and are attached as part of Replacement Attachment 5N. 



Mr. Mike Brent 

March 4, 2026 

Page 11 

 

Page 11 of 18 

 

15. Item 6.N.  

Please provide a response to 6N. and provide any attachments labeled as 6.N.  If necessary, 

please provide a replacement page labeled as 14R. 

RESPONSE:   

 Please see Replacement Attachment 6N. 

Please provide a detailed methodology for how the projected number of nursing visits and 
the number of visits by county were established. Please identify all assumptions including 
the information on historical demand for home infusion services across the 29-county 
service area. 

RESPONSE:  

The methodology for the projected number of nursing visits and the number of visits by 

county was established by the applicant utilizing the historical data as to patients of 

OPTIVRX, LLC, as well as many discussions with physicians, social workers, 

pharmacists, and other healthcare professionals as to the needs of their patients for home 

infusion.  The applicant also reviewed various Joint Annual Reports of other providers, as 

well as several other recent CON applications for home infusion, and believes these 

projections by the applicant are reasonable and generally in line with the projections in 

those applications which have been approved in the past 3-4 years.   

 

To what extent can the applicant document referrals it has received for home infusion 
services that it has been unable to meet due to the lack of suitable existing providers? 

RESPONSE:   

 

 The “initial intake” data collected by the WellSky software discussed above allows 

OPTIVRX, LLC to track all referrals, whether accepted and/or able to be served by 

OPTIVRX, LLC, and when reviewed in conjunction with the results of discussions with 

physicians, social workers, pharmacists, and other healthcare professionals as to the needs of 

their patients for home infusion demonstrated to the applicant an unmet need in the area. 

Please identify the projected number of patients who will require home infusion visits 
greater than 2 hours vs. less than 2 hours in duration. 

RESPONSE:   

 

 Based on the billing data of OPTIVRX, LLC as to code 99601 (less than 2 hours) 

and code 99602 (2 hours or more), the applicant projects 40% of the home infusion visits 

will be less than 2 hours and 60% will be 2 hours or more.   

How many total visits are projected to be required for patients on average? 
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RESPONSE:   

The applicant projects 40% of the home infusion visits will be less than 2 hours and 

60% will be 2 hours or more, with many IBIG patients requiring an infusion of 
approximately 5 hours, and some other infusions taking as long as 8 hours,   

Please identify the basis for the applicant's projected patients by county, i.e. historical 
pharmacy patient's county of origin, ambulatory infusion center patients, number of 
referrals received for home infusion residents? 
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RESPONSE:   

 

 This is based on a combination of the billing data of OPTIVRX, LLC, the results of 

discussions with physicians, social workers, pharmacists, and other healthcare professionals 

as to the needs of their patients for home infusion, reviews of various Joint Annual Reports 

of other providers, and several other recent CON applications for home infusion, 

If these are pharmacy patients, how many require infusion care, and of those how many are 
currently receiving home infusion care using the applicant's pharmaceuticals? 

RESPONSE:   

 
All of the OPTIVRX, LLC patients require infusion care, and many of those are 
required to receive their “first dose” in a pharmacy or similar setting, before being 
able to transition to home infusion using pharmaceuticals supplied by OPTIVRX, 
LLC. 

16. Item 7.N 

Are there any Outstanding CONs by the applicant or common ownership?  If so, please 

discuss.  

RESPONSE: 

None 

17. Item 2.C.  

  Please provide a response to item 2C.  

RESPONSE: 

Please see Replacement Page R15 as to Item 2C and commercial private insurance. 
 

18. 3C. Effects of Competition and/or Duplication 

Which pharmaceuticals are available through the applicant that will be unique/exclusive 

to the applicant's pharmacy services in the proposed service area? 

RESPONSE: 

None. 

19. Item 4.C.  

What type of registered nurses are required to administer infusion products according to 

accreditation requirements? 
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RESPONSE: 

Any Registered Nurse can provide infusion services, and any nurse providing 

infusions for OPTIVRX, LLC or the applicant will have received training as to IV 

insertions, dose/rate control and similar matters, in accordance with FDA protocols 

and ACHC standards. In addition many infusion manufacturers will provide a 

clinical in-service training to nurses for their specific infusion products.  

 

Will the RN staff hired for the project be required to have a CRNI designation prior to 

employment? 

RESPONSE: 

The RN staff hired for the project will not be required to have a CRNI designation, 

but will be trained as noted above if they have not previously received similar 

training, and passed a “skills check” to be done by an experienced trainer of 

OPTIVRX, LLC. 

Where will the 4.5 FTE specialized infusion nurses needed in Year One come from?  

RESPONSE: 

The majority of the infusion nurses are currently affiliated with OPTIVRX, LLC 

and provide in-suite infusions for OPTIVRX, LLC, and will also proved in home 

infusions for the applicant.  

 

20. Item 8.C. 

Please provide a response to item 8.C. 

RESPONSE: 

Please see Replacement Attachment 8C. 

21. Item 9.C. 

Please provide a response to item 9.C.  

In your response, please include all home health agencies providing infusion services in 

charge comparisons.  
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RESPONSE: 

Please see Replacement Attachment 9C. 

 

22. Item 10.C.  

 

What are the specific limitations of TennCare MCO networks related to reimbursement of 

home infusion nursing services? 

RESPONSE: 

TennCare allows hourly payments for home infusion. 

What percentage of the applicant's pharmacy / ambulatory infusion patient base would be 

eligible under a Medicare Advantage Plan or a TennCare plan? 

RESPONSE: the applicant's pharmacy / ambulatory infusion patient base would be 

eligible under a Medicare Advantage Plan or a TennCare plan 

The applicant anticipates the following percentages of the OPTIVRX, LLC patients 

having such eligibility: Medicare: 60%, Medicare Advantage: 25%, TennCare 5%. 

 

Does TennCare cover the cost of the medications offered by the applicant? 

RESPONSE: 

TennCare cover the cost of the some, but not all, medications offered by OPTIVRX, 

LLC, and OPTIVRX, LLC works with other sources to find funding for 

medications which may not be covered.  The applicant also intends to work with 

similar other sources, and will also provide “charity care” as needed.  

 

Please confirm how TennCare patient referrals for home infusion nursing services will be 

handled by the applicant. 

RESPONSE: 

 
There is no difference in the evaluations of referrals based on payor source, 
other that sometimes working with other sources to find funding for 
medications which may not be covered by TennCare.  
 

23. Item 3Q.  

Please clarify if the applicant will apply for ACHC accreditation for home infusion 

therapy (HIT) services. 
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RESPONSE: 

 

OPTIVRX, LLC is ACHC accredited for home infusion therapy services, and the 

applicant will seek ACHC accreditation for IRN (Infusion Related Nursing) 

services. 

. 
 

24. Item 8Q.  

Please discuss how 4.5 FTE nurses will cover 29 counties for home health infusion 

services.  

RESPONSE: 

Home infusion visits are planned in advance, and the nurses will have their visited 

“mapped out” and scheduled in an orderly and efficient manner. In some instances 

the applicant may engage an appropriate nurse staffing agency to assist with the 

infusions in certain locations, due to travel times, etc.  

Please explain how the proposed project with a .50 FTE administrator will meet the 

following home health licensure rules under 720-27-.04.   

RESPONSE: 

After the first year the hours of the qualified administrator will likely increase as 

the business of the applicant increases, but for the first year the qualified 

administrator will be employed by both OPTIVRX, LLC and the applicant, and the 

governing body will assure that the combined time devoted to duties for the 

applicant by the estimated .50 administrator and the sole owner of OPTIVRX, LLC 

and the applicant (Tracey Hill) is appropriate to meet the requirements of 720-27-

.04. Tracey Hill is an active participant of the operations of OPTIVRX, LLC, and 

will do the same for the applicant--she is not an “absentee owner.”  

• The governing body shall appoint a qualified administrator who is responsible for 

the day-to-day operation of the organization and is responsible for designating 

people to carry out these functions 

• An agency shall have a duly qualified administrator accessible during normal 

operating hours.  

 

The application projects 2.5 FTE RNs and 2 PRN RNs in the first year. Can the 
applicant describe how it determined this staffing level and how staffing will 
scale with increased patient volume? 
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RESPONSE: 

 
Staffing levels are anticipated to increase with increased patient volume, and 
the increased staffing needs are anticipated to be supplied by additional 
nurses working for both OPTIVRX, LLC and the applicant, and in some 
instances with assistance from nurse staffing agencies.  

 

 

 

In accordance with Tennessee Code Annotated, §68-11-1607(c) (5), "...If an application is 
not deemed complete within sixty (60) days after initial written notification is given to 
the applicant by the agency staff that the application is deemed incomplete, the 
application shall be deemed void."  For this application the sixtieth (60th) day after 
written notification is May 5, 2026.  If this application is not deemed complete by this 
date, the application will be deemed void. Agency Rule 0720-10-.03(4) (d) (2) indicates 
that "Failure of the applicant to meet this deadline will result in the application being 
considered withdrawn and returned to the contact person.  Re-submittal of the 
application must be accomplished in accordance with Rule 0720-10-.03 and requires an 
additional filing fee."  Please note that supplemental information must be submitted 
timely for the application to be deemed complete prior to the beginning date of the 
review cycle which the applicant intends to enter, even if that time is less than the sixty 
(60) days allowed by the statute.  The supplemental information must be submitted 
with the enclosed affidavit, which shall be executed and notarized; please attach the 
notarized affidavit to the supplemental information. 
 
If all supplemental information is not received and the application officially deemed 
complete prior to the beginning of the next review cycle, then consideration of the 
application could be delayed into a later review cycle.  The review cycle for each 
application shall begin on the fifteenth day of the month after the application has been 
deemed complete by the staff of the Health Facilities Commission. 
 
Any communication regarding projects under consideration by the Health Facilities 
Commission shall be in accordance with T.C.A. ' 68-11-1607(d): 
No communications are permitted with the members of the agency once the Letter of 
Intent initiating the application process is filed with the agency.   
 
Communications between agency members and agency staff shall not be prohibited.  
Any communication received by an agency member from a person unrelated to the 
applicant or party opposing the application shall be reported to the Executive Director 
and a written summary of such communication shall be made part of the certificate of 
need file. 
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Should you have any questions or require additional information, please do not hesitate 
to contact this office. 
 
 
Sincerely, 
 
 
 
Holly Vickers 
HFC Health Planner 
 
 
 
Enclosure 

4936-2872-0278.2 
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