
GENERAL COUNSEL’S REPORT 

February 24, 2021 

A. Optum Infusion Services 305, LLC, Memphis (Shelby County) – CN1702-008A

• Request to Modify Condition

• CN1702-008A is conditioned to limit the scope of services to infusion of immune 
globulin (“IVIG”) pharmaceuticals only.  Optum seeks a modification of that 
condition to expand the scope of services to allow for infusion of all 
pharmaceuticals dispensed by Optum pharmacies.

The service area impacted by this request is limited to the following East Tennessee 
counties: Anderson, Bledsoe, Blount, Bradley, Campbell, Carter, Claiborne, Cocke, 
Cumberland, Grainger, Greene, Hamblen, Hamilton, Hancock, Hawkins, Jefferson, 
Johnson, Knox, Loudon, Marion, McMinn, Meigs, Monroe, Morgan, Polk, Rhea, 
Roane, Scott, Sequatchie, Sevier, Sullivan, Unicoi, Union and Washington.
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January 28, 2021 

VIA EMAIL 

Logan Grant  

Executive Director 

Tennessee Health Services and Development Agency  

Andrew Jackson Building, 9th Floor  

Nashville, TN 37243 

Logan.Grant@tn.gov  

  
 

Re: Optum Infusion Services 305, LLC – CN1702-008A  

Request to Modify Condition (East Tennessee)  

Dear Mr. Grant:  

I am writing on behalf of my client, Optum Infusion Services 305, LLC f/k/a BriovaRx 

Infusion Services 305, LLC f/k/a AxelaCare Health Solutions, LLC (“Optum”)1 to request a 

modification to the condition for CN1702-008A.  Optum is an existing, licensed home health 

agency.  CN1702-008A is conditioned to limit the scope of services to infusion of immune 

globulin (“IVIG”) pharmaceuticals only.2  Optum seeks a modification of that condition to 

expand the scope of services to allow for infusion of all pharmaceuticals dispensed by Optum 

pharmacies. 

If approved, this change would apply to home infusion services in the 34-county East 

Tennessee region of Optum’s statewide 95-county licensed service area.3  As set forth below, 

Optum has good cause to request this modification and requests that the modification be 

considered as part of the General Counsel’s Report at the February 24, 2021, meeting of the 

Health Services and Development Agency (“HSDA”).4 

 

                                                 
1  Licensed statewide as Optum Infusion Services 305, LLC (#0000000634).  
2 Patients who require IVIG therapy suffer from rare immunological and neurological disorders (e.g., Kawasaki 

disease, multifocal motor neuropathy, chronic lymphocytic lymphoma, Guillain-Barré syndrome).   
3 Optum’s statewide service area was established as a result of multiple approved certificates of need, including 

CN1606-022A (West TN), CN1702-008A (East TN) and CN1702-009A (Middle TN).  The service area impacted 

by this request is limited to the following East Tennessee counties: Anderson, Bledsoe, Blount, Bradley, Campbell, 

Carter, Claiborne, Cocke, Cumberland, Grainger, Greene, Hamblen, Hamilton, Hancock, Hawkins, Jefferson, 

Johnson, Knox, Loudon, Marion, McMinn, Meigs, Monroe, Morgan, Polk, Rhea, Roane, Scott, Sequatchie, Sevier, 

Sullivan, Unicoi, Union and Washington.  This project involves no change to Optum’s principal office located at 

6410 Poplar Avenue, Suite 850 in Memphis (Shelby County) Tennessee. 
4 Optum confirmed that no parties sought simultaneous review, filed competing applications or opposed the original 

application.  As a result, no written notice is required.  Optum shall publish notice of the requested condition 

modification in newspapers of general circulation in all 34 counties served by CN1702-008A.   
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I. Background. 

In 2016 and 2017, AxelaCare Health Solutions, LLC (“AxelaCare”) (Optum’s 

predecessor) received statewide approval through a series of three unopposed certificates of need 

to establish a home health agency limited to providing infusion of IVIG medications.  At that 

time, the IVIG limitation was self-imposed, reflecting AxelaCare’s narrow scope of service 

offerings.  Optum subsequently completed a merger with AxelaCare and opened a Tennessee-

based specialty pharmacy in 2019.  In June 2019, poised to function as a full-service specialty 

infusion home health agency, offering a much wider range of pharmaceuticals, Optum sought 

and received unanimous HSDA approval to expand its scope of services in 40 counties in Middle 

Tennessee from IVIG-only to all infusion medications dispensed by Optum pharmacies.5   

Having successfully operated its full-service infusion home health agency in its Middle 

Tennessee region for over a year, Optum is now requesting that the IVIG-only condition be 

similarly modified for the remainder of its statewide service area.  This request focuses on the 34 

East Tennessee counties associated with CN1702-008A.  A separate request is being 

simultaneously submitted to modify the condition associated with Optum’s 21 West Tennessee 

counties (CN1606-022A).  If both requests are approved, the modification to the condition on 

Optum’s home health license will be consistent across all 95 counties, contributing to the orderly 

development of healthcare.  

A. Optum.  

Optum is the fourth largest provider of home infusion medications and services in the 

United States and is part of the Optum family of companies, owned by United Health Group, Inc.  

Optum provides highly specialized infusion medications, specialized nursing care, infusion 

treatment management, insurance support and advocacy services to patients requiring medication 

infusions for complex medical conditions and rare diseases.  Across the country, Optum has over 

900 clinicians who work with patients to receive in-home infusions of medications.  By allowing 

patients to receive medicine at home, Optum can deliver savings of up to 50% per infusion 

compared to a hospital setting.   

As a provider of medications, Optum pharmacies prepare and ship home infusion 

pharmaceuticals to patients in 48 states.  As an infusion services provider, Optum provides 

services in 23 states.  Optum’s regional pharmacists and skilled home infusion nurses work as an 

integrated team to prepare and manage home infusions under the direction of the patient’s 

physician.  Optum’s nurses and pharmacies are available 24/7 for patient assistance and for 

consultation with referring physicians before, during and after the patient’s infusion.  Optum is 

highly qualified to perform the full range of infusions produced by its parent company – and is 

currently providing these services in its Middle Tennessee counties.  Optum also is a leader in 

research partnerships.  Both nationally and in Tennessee, it is accredited by the Accreditation 

Commission for Health Care (“ACHC”), a nonprofit accreditation organization that has CMS 

Deeming Authority for Home Health, Hospice and DMEPOS, and Optum’s  quality management 

system is ISO 9001:2015 certified.  Optum’s national pharmacy program is URAC accredited, a 

distinction that it earned with a 100% score on its accreditation surveys.  

                                                 
5 See CN1903-006.  
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B. Optum’s Range of Pharmaceuticals.  

By expanding Optum’s service offerings from IVIG-only to all infusion pharmaceuticals 

dispensed by Optum pharmacies, Optum will be able to provide a broader range of specialty 

infusion medications to patients in the comfort of their own home.  This will include highly 

specialized infusion medications, including antibiotics and biologics, to treat conditions like 

Enzyme Deficiency, Hemophilia, certain Oncologic diseases, Hepatitis and Psoriatic and 

Rheumatoid Arthritis.  Infusion services at home offer privacy, comfort, family support, and 

reduced costs, eliminate travel time and reduce unnecessary exposure for patients with 

compromised immune systems.  The option for immunocompromised patients to receive 

Optum’s full range of highly specialized infusions at home has become critically important 

during the COVID-19 crisis and should not be limited to those fortunate enough to live in 

Optum’s 40 Middle Tennessee counties.   

II. Modification of IVIG-Only Condition.  

As set forth below, Optum has good cause to request the expansion of its scope of 

infusion pharmaceuticals from IVIG-only to all infusion pharmaceuticals dispensed by Optum 

pharmacies.  The request for expansion is urgent and will allow Optum the same scope of 

services as other specialty infusion agencies serving East Tennessee.  Several considerations 

support the requested modification.  

First, Optum has already demonstrated that it can successfully expand from IVIG-only to 

all infusion pharmaceuticals dispensed by Optum pharmacies.  In 2019, Optum sought and 

received approval for the expansion of its Middle Tennessee service area.  Because of the 

expanded scope of services, the Middle Tennessee service area received multiple referrals that 

converted into 73 active patients between July 2019 and December 31, 2019, a 40% increase in 

just six months.  This growth can be attributed to the expansion and the associated staffing, 

including the addition of a full-time Home Care Director, one additional field Infusion Nurse, 

one additional per diem field nurse and a Clinical Liaison, who is tasked with introducing Optum 

and its highly specialized infusion therapy services to a growing number of providers and 

potential referral sources.  Optum now plans to dedicate similar resources, as needed, to its East 

Tennessee expansion because it has confirmed that its expansion efforts directly address the 

growing need for in-home infusion services. 

In the 34-county East Tennessee service area, there are 75 home health agencies.  Of 

these, only 5 are dedicated to home infusion of pharmaceuticals with on-site nursing staff.6  Like 

Optum, the majority of these specialty infusion agencies are pharmacy organizations that 

dispense specialty pharmaceuticals and that have established their own independent or joint-

ventured home health agencies to ensure that highly trained nurses who are experienced with 

infusing those substances will administer infusions.  These organizations subsidize losses on the 

nursing service with earnings from the sale of pharmaceuticals.   

                                                 
6 Of the remaining home health agencies, 67 are general home health agencies, 2 are implanted pump providers and 

1 home health agency is inactive.  
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The self-imposed IVIG-only limitation made sense when AxelaCare applied for and 

acquired its certificates of need in 2016 and 2017 because it reflected AxelaCare’s limited scope 

of services.  But, with Optum’s expanded pharmaceuticals and capabilities, this limitation 

unnecessarily restricts patient and provider access to novel and necessary infusion medications.  

For example, under the current IVIG-only limitation, Optum cannot provide patients with critical 

access to biologic medications.  Optum anticipates serving 50 new patients in its East Tennessee 

service area within the first 2 years of expanding its scope of services.  This includes 14 patients 

that Optum has identified as being in immediate need of Optum’s expanded scope of services.  

With an expanded scope of services, patients in East Tennessee also will be able to access the 

full range of medications and supplies available through Optum’s centrally located, Tennessee-

based specialty pharmacy, which has secured insurance contracts to provide most Optum 

services through the pharmacy.   

Currently, to infuse Optum-dispensed pharmaceuticals other than IVIG in East 

Tennessee, Optum must locate another home health agency willing to coordinate the infusion 

with Optum.  This has become increasingly difficult – if not impossible – due to staffing and 

reimbursement issues and always takes additional time and significant resources to arrange.  The 

delay may result in patients being retained longer than necessary in a costly hospital 

environment, untimely care and disruption to the patient’s continuity of care.  In fact, over the 

past 3 reported years, the provision of infusion services has shifted completely to specialty 

infusion agencies.  In 2018, only 6 general home health agencies reported performing infusion 

services.  By 2020, no infusion patients were reported as served by general, non-specialized 

agencies.  Thus, Optum seeks the same freedom as the other specialty agencies have, including 

Optum’s own Middle Tennessee service area, to immediately respond to physician orders by 

providing a diverse, integrated and quality-controlled continuum of home infusion using its own 

nursing teams.   

Now that Optum has demonstrated feasibility, it is timely for Optum to complete its 

statewide expansion of its scope of services as quickly as possible.  Importantly, the requested 

expansion will not establish a new provider of home infusion in any county.  Rather, this is 

simply a request to increase physician and patient choice and to achieve parity with these other 

specialty agencies (none of whom is restricted in clinical scope).   

Additionally, the need for access to specialty infusion services in the home care setting 

has never been as acute as it is now.  As the population increases and ages, many new specialty 

infusion medications are becoming available to help patients eager for relief from chronic and 

acute diseases.  Market forces and increasing physician confidence in specialty infusion teams 

are driving these infusions from higher to lower cost settings that offer proven skilled infusion 

expertise.  Patient homes are one of the lowest cost settings – and one of the most preferred by 

patients for privacy, comfort, family support, cost and elimination of commuting burdens.  This 

trend is evident from the numbers.  Since 2017, the 5 specialty infusion agencies authorized for 

East Tennessee reported a 143% increase in patients, with an 85% increase in 2019-2020.  

Optum also is experiencing a rapid increase in physician demand for Optum pharmaceuticals of 

all types.  Optum as a pharmacy has increased its dispensing of infusion pharmaceuticals to 

Tennessee patients by more than 450% since 2019.    
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Finally, the global COVID-19 pandemic also has confirmed the urgent need for high 

quality, specialized comprehensive in-home infusion care.  Quarantines, social distancing and 

transportation access challenges are complicating the ability for patients to travel to designated 

infusion sites of care to receive delivery of infused drugs.  More than ever, it is critically 

important for these immunocompromised patients to receive their care at home.  During the 

nationwide shortage of hospital beds, it will allow Optum to work with hospitals and providers to 

increase bed capacity by transitioning eligible infusion therapy patients, many of whom are 

currently being turned away from hospitals, to home based care.  In addition, those receiving 

care at home should benefit from one agency providing care, with consistent staffing and 

continuity of care.  Expanding the scope of services would also allow those in East Tennessee to 

access Lilly’s Bamlanivimab trial, a potentially lifesaving antibody treatment for COVID-19 

patients, which Optum is already providing to its Middle Tennessee patients as part of a clinical 

trial.  

III. Conclusion.  

For all of the reasons set forth above, Optum respectfully requests approval for the 

expansion of its scope of infusion pharmaceuticals from IVIG-only, as approved in CN1702-

008A, to all infusion pharmaceuticals dispensed by Optum pharmacies.  Optum is committed to 

caring for these unique and medically fragile patients across Tennessee with its proven 

commitment to quality and compassion.  Any costs associated with this modification and 

resultant expansion of services will be funded by a cash transfer from UnitedHealth Group 

(Optum’s parent company).   

Thank you for your attention in this matter.  Please do not hesitate to contact me with any 

questions regarding this request, which we would ask to have added to the HSDA’s February 

agenda.  Along with representatives from Optum, I will plan to attend to answer any questions 

and provide additional information as needed.  

 

Very truly yours, 

 

Lauren Gaffney 

cc:      James B. Christoffersen (via email: Jim.Christoffersen@tn.gov)  

           Lowavia Eden-Hoback (via email: Lowavia.Eden-Hoback@tn.gov)  
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