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June 13, 2016

Melanie Hill, Executive Director

Tennessee Health Services and Development Agency
Andrew Jackson Building, 9" Floor

502 Deaderick Street

Nashville, TN 37243

RE: CON Application Submittal to Establish a Home Health Agency
AxelaCare Health Solutions
Memphis, Shelby County

Dear Mrs. Hill:

This letter transmits an original and two copies of the subject application. The affidavit
and filing fee are enclosed.

I am the contact person for this project. Brant Phillips is legal counsel. Please advise me
of any additional information you may need. We look forward to working with the
Agency on this project.

Respectfully,

Qb Wlettbn

h Wellborn
Consultant

4219 Hillsboro Roa(_i, Suite 203 Tel 615.665.2025
Nashville, TN 37215 jwdsg@comcast.net Fax 615.665.2042



AXELACARE
HEALTH SOLUTIONS

CERTIFICATE OF NEED APPLICATION
TO ESTABLISH
A HOME HEALTH AGENCY
SERVING WEST TENNESSEE

LIMITED TO HOME INFUSION
OF IMMUNE GLOBULIN MEDICATIONS

Submitted June 2016



PART A

1. Name of Facility, Agency, or Institution

| AxelaCare Health Solutions

Name

| 5100 Poplar Avenue, Suite 2739 Johnson (Kansas)
Street or Route County

| Memphis N 38137
City State Zip Code

2. Contact Person Available for Responses to Questions

| John Wellborn Consultant
Name Title

| Development Support Group jwdsg@comcast.net
Company Name E-Mail Address

| 4219 Hillsboro Road, Suite 210 Nashville TN 37215
Street or Route City State Zip Code

| CON Consultant 615-665-2022 615-665-2042
Association With Owner Phone Number Fax Number

3. Owner of the Facility, Agency, or Institution

| AxelaCare Health Solutions, LLC 913-747-3717
Name Phone Number

\ c/o Office of General Counsel, AxelaCare, 15529 College Blvd
Street or Route County

| Lenexa Kansas 66219
City State Zip Code

4. Type of Ownership or Control (Check One)

F. Government (State of TN or
A. Sole Proprietorship Political Subdivision)
B. Partnership G. Joint Venture
C. Limited Partnership H. Limited Liability Company X
D. Corporation (For-Profit) 1. Other (Specify):
E. Corporation (Not-for-Profit)

PUT ALL ATTACHMENTS AT THE BACK OF THE APPLICATION IN ORDER AND
REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS



5. Name of Management/Operating Entity (If Applicable) NA

Name
|
Street or Route County
|
City State Zip Code

6. Legal Interest in the Site of the Institution (Check One)

A. Ownership D. Option to Lease
B. Option to Purchase E. Other (Specify):
C. Lease of 1 Years, renewable
7. Type of Institution (Check as appropriate—more than one may apply)
A. Hospital (Specify): General I. Nursing Home
B. Ambulatory Surgical Treatment
Center (ASTC) Multi-Specialty J. Outpatient Diagnostic Center
C. ASTC, Single Specialty K. Recuperation Center
D. Home Health Agency x | L. Rehabilitation Center
E. Hospice M. Residential Hospice
F. Mental Health Hospital N. Non-Residential Methadone
G. Mental Health Residential Faclity O. Birthing Center
H. Mental Retardation Institutional P. Other Outpatient Facility
Habilitation Facility (ICF/MR) (Specify):
Q. Other (Specify):

8. Purpose of Review (Check as appropriate—more than one may apply

G. Change in Bed Complement
Please underline the type of Change:
Increase, Decrease, Designation,

A. New Institution x | Distribution, Conversion, Relocation
B. Replacement/Existing Facility H. Change of Location
C. Modification/Existing Facility I. Other (Specify):

D. Initiation of Health Care Service
as defined in TCA Sec 68-11-1607(4)
(Specify) home health IgG X

E. Discontinuance of OB Service

F. Acquisition of Equipment




9. Bed Complement Data

Not Applicable

(Please indicate current and proposed distribution and certification of facility beds.)

Current
Licensed
Beds

CON
approved
beds
(not in
service)

Staffed
Beds

Beds
Proposed
(Change)

TOTAL
Beds at
Completion

. Medical

Surgical

O|w >

. Long Term Care Hosp.

. Obstetrical

ICU/CCU

Neonatal

. Pediatric

el oliclielie;

. Adult Psychiatric

I. Geriatric Psychiatric

J. Child/Adolesc. Psych.

K. Rehabilitation

L. Nursing Facility
(non-Medicaid certified)

M. Nursing Facility Lev. 1
(Medicaid only)

N. Nursing Facility Lev. 2
(Medicare only)

O Nursing Facility Lev. 2
(dually certified for
Medicare & Medicaid)

P. ICF/MR

Q. Adult Chemical
Dependency

R. Child/Adolescent
Chemical Dependency

S. Swing Beds

T. Mental Health
Residential Treatment

U. Residential Hospice

TOTAL

10. Medicare Provider Number:

Certification Type:

Not applicable

11. Medicaid Provider Number:

Certification Type:

Not applicable

12. & 13. See page 4




A.12. IF THIS IS A NEW FACILITY, WILL CERTIFICATION BE SOUGHT
FOR MEDICARE AND/OR MEDICAID?

This is a proposed new home health agency limited to providing home infusion
services and products to non-Medicare, non-TennCare, and typically non-homebound

patients who need immune globulin medications.

The patients whom AxelaCare Health Solutions, LLC (“AxelaCare”) seeks
authorization to serve do not meet Medicare Conditions of Participation (“”COP”),
except in rare instances. As one example, Medicare does not reimburse for home
infusion for patients that are not “homebound”--and almost none of AxelaCare’s patients
will be classified as homebound. Due to TennCare’s policy of limiting TennCare
participation to providers with a Medicare provider number, AxelaCare is not allowed to

contract with TennCare.

AxelaCare will continue to contract with existing home health agencies to serve
Medicare- and TennCare-insured patients who are referred to AxelaCare, -- i.e., patients
for whom the referring physician prescribes an AxelaCare pharmaceutical product and
requests AxelaCare to arrange to administer the patient’s infusion. The only exceptions
will be Medicare enrollees who, in addition to their Medicare insurance option, also have
alternate coverage under a privately purchased “Medicare replacement plan”. These
patients will be few in number and will be accounted for as commercially insured

patients, consistent with the source of reimbursement.

A.13. IDENTIFY ALL TENNCARE MANAGED CARE ORGANIZATIONS /
BEHAVIORAL HEALTH ORGANIZATIONS (MCO’S/BHO’S) OPERATING IN
THE PROPOSED SERVICE AREA. WILL THIS PROJECT INVOLVE THE
TREATMENT OF TENNCARE PARTICIPANTS? No. IF THE RESPONSE TO
THIS ITEM IS YES, PLEASE IDENTIFY ALL MCO’S WITH WHICH THE
APPLICANT HAS CONTRACTED OR PLANS TO CONTRACT.

DISCUSS ANY OUT-OF-NETWORK RELATIONSHIPS IN PLACE WITH
MCO’S/BHO’S IN THE AREA.

The proposed agency is not eligible to seek contracts with TennCare managed
care organizations (MCO’s) operating in its service area because the agency cannot

participate in Medicare.



SECTION B: PROJECT DESCRIPTION

B.I. PROVIDE A BRIEF EXECUTIVE SUMMARY OF THE PROJECT NOT TO
EXCEED TWO PAGES. TOPICS TO BE INCLUDED IN THE EXECUTIVE
SUMMARY ARE A BRIEF DESCRIPTION OF PROPOSED SERVICES AND
EQUIPMENT, OWNERSHIP STRUCTURE, SERVICE AREA, NEED,
EXISTING RESOURCES, PROJECT COST, FUNDING, FINANCIAL
FEASIBILITY AND STAFFING.

Proposed Services and Equipment

« The applicant seeks licensure as a home health agency limited to home infusions of
AxelaCare immune globulin products (and nursing services necessary for those
products), to serve a small number of privately insured West Tennessee patients who are
immune-compromised, and whose physicians have prescribed use of AxelaCare specialty
medications.

« Approval is requested for the entire West Tennessee service area, starting in CY 2017.

« The new agency will have its principal office in Memphis/Shelby County. Field
nursing staff will be based in Memphis and also in one of more cities that are closer to the
easternmost counties in the service area.

« The patients served by the project will not be eligible for Medicare or TennCare

reimbursement for home care nursing, under existing reimbursement rules.

Ownership Structure

« Attachment A.4 contains more details, an organization chart, and information on the
Tennessee facilities owned by this facility’s parent organization.

Service Area

« The proposed service area consists of 21 West Tennessee counties - all 20 counties
that are west of the Tennessee River plus Hardin County. They are Benton, Carroll,
Chester, Crockett, Decatur, Dyer, Fayette, Gibson, Hardeman, Hardin, Haywood,
Henderson, Henry, Lake, Lauderdale, Madison, McNairy, Obion, Shelby, Tipton and
Weakley Counties.

Need

« Referring physicians who prescribe specialty pharmaceuticals provided by AxelaCare
face serious delays in finding agencies who will administer specialty infusion care in a
timely and optimal manner. The physicians and their patients need a provider who can
(a) start infusions in the patient’s home without delay; (b) provide highly skilled nurses
specializing in specialty infusion; (c) provide superior communication to the physician



and pharmacist working with the patient; and (d) serve their West Tennessee patients
who live in remote rural areas. All four criteria must be met for optimal care of this
unique patient population. Yet, out of the 52 currently existing home health agencies in
the service area, the applicant knows of only one (1) agency that meet all four criteria.
Two (2) other agencies indicate that they have the capability to provide this type of care,
but their service areas include only a few urbanized counties in the service area.
Providing intravenous immune globulin infusions in the home is a specialty service that
almost no existing agencies are staffed to provide.

« Delays in starting home care infusions immediately upon the physician’s orders forces
patients either to incur the burden of turning to a freestanding or outpatient infusion
center, or even on occasion to remain in a hospital extra days. Extra time in a hospital
drives up costs. Use of facilities outside the patient home requires frequent and
burdensome commuting on multiple days. Such commuting imposes on these immune-
compromised patients a risk of contracting opportunistic infections through exposure to
other persons. Commuting is also less convenient and typically more expensive than
obtaining infusion care in one’s home.

« At an annual caseload of only 65 patients in Year Two, this project can greatly improve
care for immune-compromised patients with very special needs without having any
significant adverse impact on existing home health providers, who collectively served
more than 39,000 patients in 2015. In fact, given that existing agencies will probably
increase their caseloads by more than 3,000 patients by Year One of this project, it is
likely that AxelaCare’s entry will not have even a noticeable impact on existing agencies.

Existing Resources
« Publicly available data do not provide patient care data specific to patients receiving
immune globulin infusions. The applicant knows of 52 home health agencies serving the

area, but has not been able to identify more than one that meets all four of the criteria for
optimal care that are stated above

Project Cost, Funding, and Financial Feasibility

+ The estimated $69,628 cost of the project is very minimal. Excluding lease payments,
the capital cost is only $58,000. This will be funded entirely by the applicant’s parent
company.

« The AxelaCare home health nursing service that is proposed in this application will
operate at a financial loss. But AxelaCare’s Kansas-based specialty pharmacy that
supports the nursing service is already licensed and operating throughout Tennessee; and
it will be profitable enough to absorb those losses. There will be a positive margin when
those two components of care delivery are viewed in combination.

Staffing

« The project requires only 6 FTE’s of skilled care nurses, all of whom are RN’s.



B.Il. PROVIDE A DETAILED NARRATIVE OF THE PROJECT BY
ADDRESSING THE FOLLOWING ITEMS AS THEY RELATE TO THE
PROPOSAL.

B.ILA. DESCRIBE THE CONSTRUCTION, MODIFICATION AND/OR
RENOVATION OF THE FACILITY (EXCLUSIVE OF MAJOR MEDICAL
EQUIPMENT COVERED BY T.C.A. 68-11-1601 et seq.) INCLUDING SQUARE
FOOTAGE, MAJOR OPERATIONAL AREAS, ROOM CONFIGURATION,
ETC.

This project for a new home health agency will require establishment of a home

office in Memphis/Shelby County.

The home office will be established in leased space -- a one-room, 149-SF office
in the Executive Suite (Suite 2700) on the 27" floor of the Clark Tower, a commercial
office building located at 5100 Poplar Avenue, Memphis, Shelby County, Tennessee
38137. The home office will be used only by the agency’s administrative staff, which
consists of one person. It requires no renovation or installation of patient care equipment.
Minimal furnishings will be required. No clinical equipment or supplies will be stored in
this space. As done by AxelaCare in other States, all patient pharmaceuticals, supplies
and equipment needed for home infusion of immune globulin medications will be direct-

shipped from Kansas to the patients’ homes.

APPLICANTS WITH HOSPITAL PROJECTS (CONSTRUCTION COST IN
EXCESS OF §5 MILLION) AND OTHER FACILITY PROJECTS
(CONSTRUCTION COST IN EXCESS OF $2 MILLION) SHOULD COMPLETE
THE SQUARE FOOTAGE AND COSTS PER SQUARE FOOTAGE CHART.....

Not applicable.

PLEASE ALSO DISCUSS AND JUSTIFY THE COST PER SQUARE FOOT FOR
THIS PROJECT.

The home office will be an administrative space only. No clinical services will
be provided in that space. The applicant is leasing finished space at market rates. The

project requires no remodeling, renovation or new construction.



IF THE PROJECT INVOLVES NONE OF THE ABOVE, DESCRIBE THE
DEVELOPMENT OF THE PROPOSAL.

A. The Applicant

AxelaCare Health Solutions, LLC (“AxelaCare”) is the Certificate of Need
applicant. The applicant LLC is wholly owned by UnitedHealth Group Incorporated
through seven wholly owned intermediary corporations and LLC’s, which are shown in

the organization chart in Attachment One of the application.

AxelaCare is America’s fourth largest provider of home infusion medications and
services. It is a leader in research partnerships in this field of medicine. AxelaCare is
accredited by the Joint Commission, and holds the Joint Commission’s Gold Seal of
Approval for the quality of its programs. AxelaCare’s National Pharmacy Program
(which supports this project by providing medications to the home health team) is
accredited by URAC (originally named the Utilization Review Accreditation Program), a
distinction which it earned with a 100% score on its accreditation surveys. Additional

information on URAC is provided in the Attachments to the application.

AxelaCare is both a licensed pharmaceutical provider and a home health services
provider. As a provider of medications, AxelaCare pharmacies prepare and ship home
infusion pharmaceuticals to patients in 48 States. As a services provider in 17 States
(through 33 branch offices) AxelaCare operates a full-scope program that integrates (a)
the AxelaCare Pharmacy with (b) AxelaCare clinical teams of pharmacists and skilled
home infusion nurses who manage the infusion of those medications in patients’ homes,
as directed by their physicians. AxelaCare nurses and pharmacists in all 17 states are
available 24/7 for patient assistance and for consultation with referring physicians --

before, during and after the patient’s infusion.

Five of those states -- Illinois, Indiana, Texas, Virginia and New Jersey -- require
licensure to provide home care, as does Tennessee. This project seeks Tennessee
licensure to establish an integrated AxelaCare home infusion program across all of West
Tennessee for patients utilizing AxelaCare infusion medications for immune globulin.

This CON application will be followed by two more CON applications requesting similar



authorization for Middle and East Tennessee with the objective of becoming one of the

few statewide providers of home infusion of immune globulin medications.
B. The Project
1. Limited Scope of Services

“Specialty home infusion” is the process of providing very specialized medicines
intravenously in a patient’s home, with the presence and support of a skilled registered
nurse who works under the direction of the patient’s referring physician. It is a type of
home health care that very few Tennessee home health agencies are staffed or willing to

provide.

AxelaCare is requesting approval to become licensed as a home health agency
based in Memphis and authorized to provide direct services and product for specialty
home infusion of its immune globulin medications only. These services would be
limited to adult and pediatric patients in 21 contiguous West Tennessee counties, using
AxelaCare’s own skilled registered nursing staff. The service will provide infusion of
Immune Globulin either directly into the vein or through a subcutaneous (under the skin)

site.

The applicant is not requesting authorization for infusion of other
medications. This limitation to only one narrow type of specialty infusion (immune
globulin products) distinguishes this project from all other home health agencies in the
project service area. In this application, the service is abbreviated as “IVIG” (intravenous

immune globulin).
2. Physical Facilities Required for the Services

Licensure of the project will require AxelaCare to establish a home office in the
proposed service area. The site selected for the home office is Suite 2700 on the 27™
floor of the “Clark Tower” building at 5100 Poplar Avenue, Memphis, Shelby County,
Tennessee 38137. The leased space will consist of one 149-SF office in an Executive

Suite on that floor. The office will be used only by the agency’s administrative staff,



which consists of one person. It requires no renovation or installation of patient care
equipment. Consistent with AxelaCare’s operations in other states, minimal furnishings
will be required, and no clinical equipment or supplies will be stored in this space. The
pharmaceuticals, supplies, and equipment needed for home infusion of immune globulin
medications will be direct-shipped to the patients’ homes, where AlexaCare registered
nurses will administer and manage the infusion process in consultation with the

AlexaCare pharmacist and the patient’s physician.

3. Counties to be Served

The proposed service area consists of 21 Tennessee counties. They are Benton,
Carroll, Chester, Crockett, Decatur, Dyer, Fayette, Gibson, Hardeman, Hardin, Haywood,
Henderson, Henry, Lake, Lauderdale, Madison, McNairy, Obion, Shelby, Tipton and
Weakley Counties. Please see the Attachments for a map of this area and its location

within the State of Tennessee.

4. Staffing of the Services

The applicant projects employment of 6.0 FTE’s of clinical and administrative
staff in Year Two. That number includes 3.3 FTE’s of CRNI’s (Certified Infusion RN’s)

who will provide specialized infusion home care.

The RN’s will be specially trained in starting and managing home infusions.
They will be trained thoroughly in the AxelaCare infusion program and in the use of
Axela’s CareExchange software--which is an iPad platform for documenting patient
dosages and responses. CareExchange permits real-time communication with the team
pharmacist and the referring physician while the nurse is on-site. Nurses employed by
AxelaCare for this service will be asked to have, or to obtain within one year of
employment, the Certified Registered Nurse Infusion (CRNI) designation which denotes

special competence in managing infusions.

The AxelaCare staff’s specialization in home infusion care of the immune

globulin recipient, and the CRNI designation that AxelaCare nurses will attain in
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Tennessee are another distinction between this service and almost all other home health

care organizations operating in West Tennessee.

5. Schedule for Implementing the Services

If granted final CON approval on or before October 2016, Axelacare projects
occupancy of its office, State licensure and initiation of patient care by the end of

CY2016. The first full year of operation is projected to be CY2017.

6. Costs and Funding of the Project

There are very few costs associated with the project, which requires only leasing
and furnishing one small administrative/management home office in Shelby County. The
total cost for CON purposes, which includes the value of the leased space, is estimated at
$69,628. Of that, $58,000 is the actual capital cost of implementing the project. The
balance of $11,628 is the lease outlay during the first term of the lease, which is required
to be included in calculating project costs for CON review purposes. All required capital
costs will be provided by UnitedHealth Group, the applicant’s parent company in the

form of a cash transfer.

C. Patient Needs Addressed By the Project

Immune Globulin is a medicine that contains antibodies, which are tiny proteins
that patrol the blood stream to alert the body to germs, which the body then can destroy

through complex “immune system” responses.

Specialists in many areas of medicine use immune globulin infusions (IVIG)
when other therapies have failed. Referring medical specialties most likely to utilize this
AxelaCare program will include neurologists, immunologists, oncologists, and
dermatologists. They prescribe immune globulin therapy to treat patients with
challenging immune system disorders of many kinds, including the following (several of

which are briefly described near the end of this response).

11



* Peripheral Neuropathy (PN)

¢ Small Fiber Neuropathy (SFN)

 Primary Immunodeficiency Disease (PIDD)
 Chronic Inflammatory Demyelinating Polyneuropathy (CIDP)
 Guillain-Barre Syndrome (GBS)

¢ Multifocal Motor Neuropathy (MMN)

» Myasthenia Gravis (MG)

» Multiple Sclerosis (MS)

» Pemphigoid / Pemphigus

« Common Variable Immunodeficiency Disease (CVID)
» Chronic Granulomatous Disease (CGD)

» Hyper IgM Syndrome

» Selective IgA Deficiency (SIgAD)

+ Severe Combined Immunodeficiency Disease (SCID)
¢ Wiskott-Aldrich Syndrome

» X-linked Agammaglobulinemia

¢ Auto-immune Encephalopathy (AE)

» Dermatomyositis

» Idiopathic Thrombocytopenia Purpura (ITP)

» Lambert-Eaton Myasthenic Syndrome (LEMS)

» Mononeuritis Multiplex

» Polymyositis

* Transplant-related Conditions

» Stiff-person Syndrome (SPS)

The patients who will be served by this project are often among the most
challenged of home health patients. Their care requires very sophisticated management

by their physicians and the skilled care nurses who carry out prescribed home infusions.

Very few home health agencies are willing and able to offer ready availability of
the specialized skilled nursing staff that is needed when providing IVIG infusions at
home. Optimal nursing care for IVIG infusion requires significant nursing experience
and training. It requires the nurse to spend long hours with the patient over a prolonged
treatment period, during which significant monitoring of patient responses takes place. In
the AxelaCare service model, nurses also record patient data continuously for the
referring physician to review during and after the course of the dosing -- and for post-care

research, as explained below.
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D. AxelaCare’s Program for Delivery of Home Infusion Care for IVIG Patients

AxelaCare is dedicated solely to comprehensive excellence in specialty home
infusion care. Its highly trained and experienced clinical staff are its own employees. Its
internal Quality Improvement program is among the most robust in the industry. And,
most notably, the technology it uses in the patient’s home during the infusion treatment is
continuously gathering clinical data that is made available not only to the patient’s
physician, but also to medical researchers (with properly obtained consent) -- thus
advancing medical knowledge in a complex and evolving area of medicine. AxelaCare’s

sequence of services to its West Tennessee IVIG patients will be as follows:

1. Patient and Physician Contacts

AxelaCare has relationships with medical specialists in the service area and will
work with them to ensure that patient referral processes are straightforward and efficient.
When a referral is made, the AxelaCare staff will secure required information and
paperwork from the physician’s office and will send it to an AxelaCare Pharmacy. The
Pharmacy will (a) assign a Pharmacist with 24/7 availability to the patient; (b) prepare the
prescribed pharmaceuticals; and (c) direct-ship them in the correct dosages to the
patient’s home for infusion. An AxelaCare specialty home infusion nurse will be

assigned to provide care to the West Tennessee patient.

2. Comprehensive Assistance to the Patient Prior to Infusion

After contacting the referred patient, AxelaCare’s Care Team will simplify
arrangements for the patient’s insurance coverage, evaluating all benefit sources and
potential coverage, obtaining letters of medical necessity, securing coverage for patients
previously denied, educating the patient on available benefits and the patient’s projected
costs, coordinating with the physician’s office for timely approvals and prior

authorizations and coordinating direct billing to insurance and other payment sources.
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3. The Initial Home Visit

An initial home visit is scheduled so that the skilled care infusion nurse can
become personally acquainted with the patient and his/her home environment, discuss the
infusion process, answer patient questions, establish a schedule of visits, and obtain
required patient consent to share with the patient’s physician and with AxelaCare’s
research center a set of clinical data and information to be obtained during infusion

sessions.

4. Preparation for Infusion or “Dosing”

Before home infusion begins, many patients need oral or venous hydration and/or
premedication to lower the risks associated with infusion, which can include headaches
and blood pressure changes. In infusion medicine, a “dose” is not a “visit” or “hours” as
in most home health care. A dose is a prescribed amount of medication to be
administered in a single “dosing cycle”. A dosing cycle can take from one fo five
consecutive days, depending on the amount to be infused and on the infusion rate that the
patient can tolerate without having negative reactions. Dosing cycles may be required at

weekly intervals.

5. Care During the Infusion Sessions

A nursing visit in a dosing cycle can be from 2 to 10 hours daily in duration,
depending on the prescription, the dose amount, dose rate and patient reactions to the
infusion. Before, during, and after infusion, the AxelaCare nurse follows detailed
protocols, that include periodically taking vital signs, taking spirometry readings,
discussing the patient’s bodily responses to the infusion, requesting patient performance
of simple physical tests such as grip strength measurement and rising from a chair to

walk across the room.

6. CareExchange Technology

One of the distinguishing advantages of AxelaCare “bedside” services is

CareExchange -- a unique and proprietary technology tool developed by AxelaCare in
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2012. Continuously during every dosing day, the nurse gathers and enters all clinical
data and patient descriptions of pain, fatigue, etc. into an iPad fitted with CareExchange
software. CareExchange organizes this information into clear and usable reports that are
then transmitted over secure electronic channels to the patient’s AxelaCare pharmacist

and to the patient’s physician.

With this “real-time” data, both the pharmacist and the referring physician
specialist can more quickly evaluate patient reactions to the medication and can direct
appropriate adjustments such as variations in the dosing rate or dosing amount, as
indicated by digitally documented patient reactions. In addition, the infusion nurse can
identify and discuss issues with the AxelaCare pharmacist during, as well as after,
infusion (the pharmacist is available 24/7), and the pharmacist and nurse can
telephonically alert the physician to patient response issues and can discuss modifications

of the treatment.

CareExchange’s capturing and analysis of patient response data during the dosing
cycle, and its rapid communication to the treatment team, helps both the patient and the
referring physician. From the patient’s perspective, it ensures that patients are receiving
optimal therapy for maximum effectiveness of the infusion medication. The technology
tracks patient progress and changes in the patient’s condition. It establishes baseline and
trending information to compare those changes. From the physician’s perspective, it
provides real-time data between patient office visits, to help manage the patient’s
condition; it allows rapid adjustment of the prescribed therapy to find the most effective
dose; and it gives a better understanding of how the therapy is working and how it might

work for other patients with similar conditions.

7. Use of Patient Data for Research

The AxelaCare program does not end with completion of the dosing. With
patient consent, the clinical data gathered by CareExchange is compiled centrally at
AxelaCare and is used to advance medical knowledge in this complex and evolving area
of care. It is used in clinical trials with independent researchers. It is used in research

published in clinical journals and in seminars presented at professional gatherings.
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AxelaCare is currently working on clinical trials and journal publications with
medical staff at Northwestern University, the University of Minnesota, the University of
Virginia, Columbia University Medical Center, the University of Kansas and the
“Neurology at John’s Creek” practice group in Georgia. AxelaCare’s ongoing
contributions to clinical research is one of the special benefits of permitting AxelaCare to
expand into Tennessee. Its program will contribute to the orderly development of more
effective healthcare services not only in Tennessee, but also throughout the field of

infusion medicine.

8. Examples of Disorders That Often Require Immune Globulin (1VIG) Therapy

 Peripheral neuropathy--This is a disorder of the peripheral nervous system (the system
connecting the brain and spine to limbs, muscles, skin, and internal organs). It affects
approximately 60% of all diabetics. Symptoms often start in the fingers and toes, and can
include muscle weakness and even paralysis if motor nerves are affected. Other
symptoms may include burning pain in the hands and feet; sharp electric shock pains;
problems in gripping; sensitivity to pain, touch and temperature; bowel and bladder

dysfunction; sweating; and abnormal blood pressure.

» Small fiber neuropathy--Most prevalent among the elderly and many diabetics (50%

prevalence), this peripheral nervous system disorder most often starts with numbness in
the toes and a burning sensation in the feet. It is often worse at night, creating sleep
difficulties. It may develop into pain and burning, or loss of feeling, or “pins and
needles” feelings or numbness in hands and feet. It may cause cramping, fatigue,
inability to sweat, dry eyes, dizziness, difficulty in breathing, difficulty with elimination

and increased heart rate.

» Primary immunodeficiency (PIDD)--There are over 200 types of PIDD, and they are

inherited disorders all involving a shortage of antibodies that result in more frequent
sicknesses and decreased ability to get better from an infection. Maladies typically
experienced include frequent pneumonia and bronchitis, ear and sinus infections, sore
throats, coughs, colds and flu, fungal infections, rare viruses and slowness of wound

healing. In children, PIDD can also result in slow growth and below-normal weight.
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o Chronic¢ Inflammatory Demyelinating Polyneuropathy (CIDP)--This disorder is very

difficult to correctly diagnose. It afflicts men at twice the rate of women. It is a chronic
disorder requiring long-term treatment. Symptoms can be mild or can progress to the
point where they impair motor skills. Symptoms may include weakness of loss of feeling
in extremities; difficulty of movement in climbing stairs or standing on tip-toe; weakness

of hands; loss of balance; and sensations of numbness, tingling, prickling or burning.

* Guillain-Barre Syndrome (GBS)--This is rare illness of unknown origin. Patient

symptoms typically begin as weakness or tingling in the feet and legs, spreading in an
upward direction through arms, legs and torso. Extreme cases can result in paralysis.
Potential symptoms include unsteadiness and clumsiness in walking; muscle contraction
and blurred vision; back pain; difficulty in eye movement, facial movement, speaking,
chewing or swallowing; and breathing difficulty when diaphragm and chest areas are

affected.

e Multifocal Motor Neuropathy (MMN)--This rare muscle disorder causes increasing

muscle weakness over time. It is often misdiagnosed as ALS or Lou Gehrig’s Disease.
Its symptoms include muscle cramps, wasting and shrinkage; involuntary twitching and
spasms; numbness and tingling; difficulty getting up from a seated position and in

climbing steps.

» Mpyasthenia Gravis (MG)-- This disorder is rare, most often affecting men over 60

years of age and women under 40. Persons with this condition may have difficulty in
breathing, chewing, swallowing, climbing steps, lifting and gripping objects, speaking
and rising from a seated position. They may often suffer from weak arm and chest

muscles, drooping head or eyes, fatigue, double vision and balance issues.

e Multiple Sclerosis (MS)--Most commonly diagnosed between the ages of 20 and 40,

MS symptoms vary from mild to severe. If is difficult to predict the onset or affects of
patients; symptoms are often triggered by events such as fevers, hot baths, sun exposure
or stress. Symptoms include blurred or double vision or vision loss; distorted perception
of red/green colors; tremors; pain; “pins and needles” feelings in spots; and difficulty
walking or getting up from a seated position. Other symptoms may include arm and leg

weakness; coordination and balance problems; spasms; dizziness; loss of sensation;
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hearing loss; issues of bowel and bladder control; and fatigue and depression. Patients
may have periods of relief of symptoms; or the symptoms may get progressively worse

with few or no remission periods.

B.IL.LB. IDENTIFY THE NUMBER AND TYPE OF BEDS INCREASED,
DECREASED, CONVERTED, RELOCATED, DESIGNATED, AND/OR
REDISTRIBUTED BY THIS APPLICATION. DESCRIBE THE REASONS FOR
CHANGE IN BED ALLOCATIONS AND DESCRIBE THE IMPACT THE BED
CHANGE WILL HAVE ON EXISTING SERVICES.

Not applicable.
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B.ILC. AS THE APPLICANT, DESCRIBE YOUR NEED TO PROVIDE THE
FOLLOWING HEALTH CARE SERVICES (IF APPLICABLE TO THIS
APPLICATION):

1. ADULT PSYCHIATRIC SERVICES

ALCOHOL AND DRUG TREATMENT ADOLESCENTS >28 DAYS
BIRTHING CENTER

BURN UNITS

CARDIAC CATHETERIZATION SERVICES

CHILD AND ADOLESCENT PSYCHIATRIC SERVICES
EXTRACORPOREAL LITHOTRIPSY

HOME HEALTH SERVICES.....

Genll O th) Bptsl 19D

A. Demand for Home Infusion Services Is Increasing Nationally

Although the targeted under-65 populations are slowly increasing in West
Tennessee, the uses and demand for intravenous immune globulin medications is likely to

increase rapidly in that region. This is consistent with national trends.

Immune globulin infusion (IVIG) is used to treat a wide range of disorders.
While the most common use of IVIG therapy is in treating primary immune deficiencies,
its efficacy in numerous other disorders is well-documented. Off-label prescription of
these successful medications far exceeds the volumes for FDA-approved usages and off-
label research is burgeoning. It is estimated that for every USFDA- approved indication,
there are more than ten non-FDA-approved indications. Current research is even
exploring IVIG’s potential for reducing development of Alzheimer’s and increasing live
births for women with secondary recurrent miscarriage issues. (Rhodes and McFalls;

On- and Off-Label Uses and Clinical Trials of IG).

According to an August 2015 editorial in Frontiers in Immunology, “There has

been a steady increase in demand for immune globulin medications over the past 20
years, in in research into the mechanisms through which it has been found to help with
certain conditions... (This is) an exciting and fruitful area of clinical research, and well-
suited to contribute to the ongoing evolution in medicine toward more individualized and

patient-centric paradigms.”
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Although Medicare has not allowed most of its enrollees to receive home
infusion nursing services, Congress recently asked the General Accounting Office
(“GAO”) to look into the need to revisit that position. GAO Report GAO-10-426
identified that commercial insurers have long covered home infusion therapy
comprehensively and have had good experience with its cost-benefit impact and quality
of care. GAO recommended that HHS study this to inform Congress about potential
program costs, savings and other issues that would be associated with comprehensive
Medicare benefits for home infusion therapy. HHS now has such a study underway.
Medicare has preliminarily reported that “there was approximately a 60% growth rate in
Medicare beneficiaries...receiving immune globulin treatment over the past 5 years...”,
and that infusions were given primarily in hospitals, outpatient departments, infusion
suites and physician offices. There is already Congressional support for draft legislation
authorizing Medicare to cover infusions in the more convenient and lower-cost home

setting when physicians and patients prefer it.

B. Many Home Health Agencies are Reluctant to Provide Home Infusion Services

There are 52 home health agencies licensed to serve one or more of the counties
in the proposed West Tennessee service area. But this highly specialized IVIG service is
very challenging and unprofitable for almost all of them, so few agencies offer it. There
are several reasons why home health agencies (‘HHA’s”) providing routine home health

services seldom offer IVIG.

(1) There are risks of adverse patient reactions, especially to the first infusion. These

risks are not acceptable to most agencies. Less complex and more predictable patients

are sought by most agencies.

(2) The infusions also require a highly skilled infusion registered nurse. Most agencies

do not have such staff available at the time that it is needed and do not provide staff

training required to create a high level of competency in home infusion care.

(3) IVIG infusions require the home health nurse to be present and to be highly observant
and active in the recording of patient clinical information for periods of time 2-10 hours

per session. Few home health agencies want to offer a service that ties up the nurse for
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more than two hours. Many nurses do not want to spend such long hours in this

demanding type of home care.

(4) The best home infusion care for complex patients enables immediate nursing
consultation with the referring physician office and/or with the assigned pharmacist,
during the infusion session (not just afterwards). Best practice in this area now requires
new technologies to empower the home infusion nurse to do this. To respond to this
need, AxelaCare has developed its own iPad-based CareExchange technology, which
allows its nurses to optimize the accuracy, ease and speed of gathering information and
communicating it to the physician and team pharmacist -- both during and after infusion

sessions, as appropriate. Home health agencies providing only general home health care

do not typically invest in such technology and training for the benefit of such a small

patient population as the IVIG patient.

C. The Shortage of Home Infusion Providers in West Tennessee

Because of the limitations described above, almost none of the service area’s
numerous home health agencies meet area needs for home infusion of patients requiring

immune globulin.

The applicant conducted a telephone survey of almost all licensed area home
health agencies to determine if they were currently staffed or had a subcontract in place
to provide immune globulin home infusion without delay. (Five area agencies were not
contacted because they do not serve the Memphis area and also serve fewer than three
rural counties. One was not contacted because it serves only pregnant women and does
not infuse immune globulin. Three of five area Amedysis agencies were contacted and
they were assumed to be representative of the other two agencies.) The results are shown

below in Table One below.

Out of forty-six listed agencies, forty provided information. Only one respondent
was currently prepared region-wide to provide timely IVIG home care that would include
the most costly, risky, and labor-intensive first dosing session. Only two other agencies
were similarly prepared; but they are licensed to serve only six urban counties in this

region. They cannot meet patient needs in fifteen more rural counties.
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Table One: AxelaCare Telephone Survey of Home Health Agencies in Project Service Area

Are you staffed at this time, or do you have a staffing
subcontract in place, to provide IV infusion of immune
globulin (IVIG) upon request?
Health
Statistics Agency YES, WITH SUBCONTRACTED
ID County _Agency NO YES, WITH OWN STAFF STAFF

79456 Shelby Accredo Health Group, Inc. X

79146 Shelby Amedisys Home Care x*

33103 Hamilton  |Amedisys Home Health x*

57075 Madison  |Amedisys Home Health Care X

79246 Shelby Amedisys Home Health Care X

79386 Shelby Amedisys Tennessee, LLC (D/B/A Amedisys HH) X

79256 Shelby Americare Home Health Agency, Inc X

09065 Carroll Baptist Memorial Home Care & Hospice X

79276 Shelby Baptist Trinity Home Care X

79446 Shelby Baptist Trinity Home Care - Private Pay X

79546 Shelby Best Nurses, Inc. X

38015 Haywood |Careall Homecare Services X

92025 Weakley Careall Homecare Services (University HH, LLC) X

79556 Shelby Coram/CVS Specialty Infusion Service (IN 21 WEST TN COUNTIES)

36025 Hardin Deaconess Homecare X

19494 Davidson |Elk Valley Health Services Inc X

57095 Madison |Extendicare Home Health of West Tennessee X

66035 Obion Extendicare Home Health of Western Tennessee X

79206 Shelby Family Home Health Agency X

79496 Shelby Functional iIndependence Home Care, Inc X

36035 Hardin Hardin Medical Center Home Health (HMC HH) NR

unassigned on 6/10 Shelby Hemophilia Preferred Care of Memphis X

40075 Henry Henry County Medical Center Home Health X

19544 Davidson |Home Care Solutions, Inc X

79486 Shelby Home Heaith Care of West Tennessee, Inc X

79376 Shelby Homechoice Health Services (IN 4 WEST TN COUNTIES)
79226 Shelby Intrepid USA Healthcare Services X

57165 Madison Intrepid USA Healthcare Services (F.C. of TN) X

79536 Shelby Maxim Healthcare Services, Inc. (IN 6 WEST TN COUNTIES)
57055 Madison  |Medical Center Home Health X

79106 Shelby Meritan, Inc. X

79316 Shelby Methodist Alliance Home Care X

24026 Fayette NHC Homecare X

27025 Gibson NHC Homecare X

79506 Shelby No Place Like Home, Inc X

79136 Shelby Quality Home Health Service X

23035 Dyer Regional Home Care - Dyersburg NR

57085 Madison Regional Home Care - Jackson NR

39035 Henderson |Regional Home Care - Lexington NR

79526 Shelby Still Waters Home Health Agency X

03025 Benton Tennessee Quality Homecare - Northwest X

20045 Decatur  |Tennessee Quality Homecare - Southwest NR

27085 Gibson Volunteer Home Care, Inc X

20055 Decatur  |Volunteer Homecare of West Tennessee X

24036 Fayette Where The Heart Is X

79236 Shelby Willowbrook Visiting Nurse Association X

Notes: 1. Excludes 5 agencies that do not serve the Memphis MSA, or more than 2 rural counties in the project service area. Excludes Alere (serves only pregnant women).

2. Asterisks denote 2 of Amedysis' 5 area agencieswho were not surveyed but are assumed to not offer IVIG based on responses of 3 sister Amedysis agencies.
* 3, NR indicates that agency did not respond to multiple phone requests for information.
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The subcontracting option mentioned above should be clarified. Today, if
AxelaCare receives a referral from a physician, AxelaCare can deliver AxelaCare
pharmaceuticals to the home, but it cannot provide the in-home nursing care -- unless it
works through a licensed home health agency in a contracted relationship. However,
AxelaCare’s experience with subcontractors has not been optimal. In some cases,
despite diligent effort, AxelaCare was unable to locate a partnering home health agency
that was staffed and willing to provide infusion care promptly upon the physician’s
request. Response time is an essential consideration. Delay means that the immune-
compromised patient must start making multiple burdensome trips to an outpatient or
physician infusion center, until home care teams can be activated to serve that patient at

home.

Such delays impose risks and avoidable travel and service costs on these
immune-compromised patients, who should have been able to start infusions more
quickly and economically in their homes without the infection risks of being exposed to
other people when traveling to a remote location. And, when the dosages require
multiple infusions several days a week, then these sick patients suffer real inconvenience

and excessive travel times -- especially if they live many miles from infusion facilities.

Another difficulty being encountered by AxelaCare is that some of its contracted
agency nurses have not performed up to company expectations in the use of the
CareExchange technology, which requires training and dedication to master and is
essential to optimizing quality of care and the compilation of clinically sophisticated
databases for AxelaCare’s research studies. This advance in “hand-held” or “bedside”
technology is valuable to physicians, patients and researchers. It allows AxelaCare to
ensure that all meaningful patient data is consistently gathered, is available for use during
and after the infusion and is preserved for researching effective treatment strategies for

other patients.

Because of these difficulties, the applicant feels that West Tennessee’s referring
physicians and their immune-compromised patients do not yet have sufficient choice of
home health care providers for IVIG therapy. For routine health care, patients in every
West Tennessee county have a choice of 10 to 20 competing providers. But for home

infusion of immune globulin medications -- a risky and complex type of highly
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specialized care--AxelaCare cannot identify more than one agency that can offer it
(including first dosing) timely in more than 6 of the 21 West Tennessee counties. This
shortage of choice is in stark contrast to routine home health care. It can be remedied by

approving this application.

Letters in the Attachments to this application attest to the need for the AxelaCare
nursing program to be allowed into this service area. Three letters, from Shankar
Natarajan, M.D., Rahul Sonone,M.D., and Rivers Collison, R.N., are from Memphis
Neurology, a five-office physician practice group dealing with disorders of the nervous
system. A fourth letter is from Dr. Tulio Bertorini in the Wesley Neurology Clinic, a
nine-physician specialty clinic in Memphis focusing on the diagnosis, treatment and
research of neurological disorders. There are two letters from Washington, D.C. medical
specialty practices who treat Tennessee patients (Tracy Freeman, M.D. and Susan
Greenburg, FNP, of National Integrated Health Associates; and Charles Gant, M.D. of
International Precision Medicine Associates). A Tennessee patient and Doctor of
Pharmacy, Chad Hartman (who lives outside the West Tennessee service area), has
written a statement describing the advantage to patients like himself in having a single
source to provide both the Immune Globulin pharmaceutical and the nursing care needed

to infuse it properly.
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B.ILD. DESCRIBE THE NEED TO CHANGE LOCATION OR REPLACE AN
EXISTING FACILITY.

Not applicable to a proposed home health agency.

B.ILE. DESCRIBE THE ACQUISITION OF ANY ITEM OF MAJOR MEDICAL
EQUIPMENT (AS DEFINED BY THE AGENCY RULES AND THE STATUTE)
WHICH EXCEEDS A COST OF $2.0 MILLION; AND/OR IS A MAGNETIC
RESONANCE IMAGING SCANNER (MRI), POSITRON EMISSION
TOMOGRAPHY (PET) SCANNER, EXTRACORPOREAL LITHOTRIPTER
AND/OR LINEAR ACCELERATOR BY RESPONDING TO THE FOLLOWING:

1. TFor fixed site major medical equipment (not replacing existing
equipment):
a. Describe the new equipment, including:
1. Total Cost (As defined by Agency Rule);
2. Expected Useful Life;
3. List of clinical applications to be provided; and
4. Documentation of FDA approval.
b. Provide current and proposed schedule of operations.

2. For mobile major medical equipment:
a. List all sites that will be served;
b. Provide current and/or proposed schedule of operations;
¢. Provide the lease or contract cost;
d. Provide the fair market value of the equipment; and
e. List the owner for the equipment.

3. Indicate applicant’s legal interest in equipment (e.g., purchase, lease, etc.)
In the case of equipment purchase, include a quote and/or proposal from an
equipment vendor, or in the case of an equipment lease provide a draft lease
or contract that at least includes the term of the lease and the anticipated
lease payments.

Not applicable. The project does not include major medical equipment.
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B.III.LA. ATTACH A COPY OF THE PLOT PLAN OF THE SITE ON AN 8-12” X
11” SHEET OF WHITE PAPER WHICH MUST INCLUDE:

1. SIZE OF SITE (IN ACRES);

2. LOCATION OF STRUCTURE ON THE SITE;

3. LOCATION OF THE PROPOSED CONSTRUCTION; AND

4. NAMES OF STREETS, ROADS OR HIGHWAYS THAT CROSS OR
BORDER THE SITE.

PLEASE NOTE THAT THE DRAWINGS DO NOT NEED TO BE DRAWN TO
SCALE. PLOT PLANS ARE REQUIRED FOR ALL PROJECTS.

See Attachment B.IIL.A.

B.IILB.1. 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.

In a home health project, the site of service is the patient home, which can be in
any service area county. The table on the following page shows the drive time and
distances between the proposed home office in Shelby County and a major community in

each of the 21 counties in the proposed service area of the project.

But the distance between the counties and the Memphis home office is not
particularly meaningful because AxelaCare field nurses will be located in communities

across the service area -- not just in Memphis.

Field nurses’ points of origin for making home visits cannot be known until they
are employed. So, the applicant cannot predict the geographical distribution of its field-
based nursing staff outside Shelby County. However, AxelaCare obviously will
distribute its nurses in such a way as to make their drive times to patients acceptable, and
to make service to outlying rural counties a reality. One probable option will be

stationing one or more nurses in Madison County and/or adjacent counties.
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Table Two: Mileage and Drive Times
Between Home Office and Major Communities in the Primary Service Area

County Community Distance Drive Time

1. Benton Camden 136 mi. 132 min.
2. Carroll Huntingdon 110 mi. 113 min.
3. Chester Henderson 79.4 mi. 100 min.
4.Crockett Alamo 72.1 mi. 85 min.
5. Decatur Decaturville 123 mi. 131 min.
6. Dyer Dyersburg 76.9 mi. 98 min.
7. Fayette Somerville 49.0 mi. 53 min.
8. Gibson Milan 95.0 mi. 110 min.
9. Hardeman Bolivar 67.7 mi. 74 min,
10. Hardin Savannah 115.0 mi. 121 min.
11. Haywood Brownsville 54.7 mi. 61 min.
12. Henderson Lexington 102.0 mi. 103 min.
13. Henry Paris 136 mi. 141 min.
14. Lake Tiptonville 111 mi. 138 min.
15. Lauderdale Ripley 63.0 mi. 84 min.
16. Madison Jackson 79.3 mi. 82 min.
17. McNairy Selmer 91.1 mi. 99 min,
18. Obion Union City 116.0 mi. 141 min.
19. Shelby Memphis NA NA
20. Tipton Covington 40.4 mi. 59 min.
21. Weakley Martin 126.0 mi. 137 min.

Source: Google Maps, 4-21-16.

Note: Home office is at 5100 Poplar Avenue, 27" Floor, Suite 2739, Memphis, 38137.

B.IV. ATTACH A FLOOR PLAN DRAWING FOR THE FACILITY WHICH

INCLUDES

PATIENT CARE ROOMS

(NOTING PRIVATE OR

PRIVATE), ANCILLARY AREAS, EQUIPMENT AREAS, ETC.

See attachment B.IV.

IV. FOR A HOME CARE ORGANIZATION, IDENTIFY

EXISTING SERVICE AREA (BY COUNTY);
PROPOSED SERVICE AREA (BY COUNTY);

A PARENT OR PRIMARY SERVICE PROVIDER;
EXISTING BRANCHES AND/OR SUB-UNITS; AND
PROPOSED BRANCHES AND/OR SUBUNITS.

U

Not applicable. The application is not for a home care organization.
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C(I) NEED

C(I).1. DESCRIBE THE RELATIONSHIP OF THIS PROPOSAL TO THE
IMPLEMENTATION OF THE STATE HEALTH PLAN AND TENNESSEE’S
HEALTH: GUIDELINES FOR GROWTH.

A. PLEASE PROVIDE A RESPONSE TO EACH CRITERION AND
STANDARD IN CON CATEGORIES THAT ARE APPLICABLE TO THE
PROPOSED PROJECT. DO NOT PROVIDE RESPONSES TO GENERAL
CRITERIA AND STANDARDS (PAGES 6-9) HERE.

B. APPLICATIONS THAT INCLUDE A CHANGE OF SITE...(Not
appllicable to this project)

Guidelines for Growth 2000: Project-Specific Guidelines
Home Health Services

1. The need for home health agencies/services shall be determined on a county by
county basis,

2. In a given county, 1.5 percent of the total population will be considered as the
need estimate for home health services that county. The 1.5 percent formula will be
applied as a general guideline, as a means of comparison within the proposed
service area.

3. Using recognized population sources, projections for four years into the future
will be used.

4. The use rate of existing home health agencies in the county will be determined by
examining the latest utilization rate as calculated in the Joint Annual Report of
existing home health agencies in the service area.

This “need” projection is made by the Tennessee Department of Health (TDH).
The most current version is a 2015-2020 projection of need by county. The TDH
projections for this project’s service area are attached on the following page. None of its
21 counties is projected to have an unmet generic need for additional home healthcare

services.

However, that projection is neither accurate nor relevant to this specialty project.
First, the projection methodology is stated as a “general guideline” and it uses a simple
1.5% planning factor for each county’s population. A one-size-fits all methodology is not
informative for such a specialized “niche” need as immune-compromised patients
seeking IVIG therapy. Second, the Guidelines projection methodology -- which predated
the rising importance of home care -- is seriously outdated on its face. There were 39,117
actual home health agency patients served in 2015 (an evidence-based indicator of need).
That utilization was 61.7% higher than the 24,186 patients that the 1.5% formula would
have predicted as “needed” in this service area. This fact, standing alone, confirms that

the formula does not accurately predict need or utilization.
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Joint Annual Report of Home Health Agencies - 2015 Final*
Comparison of Population Based Need Projection vs. Actual Utilization (2020 vs. 2015)**

2o = Agencies | Agencies Total Need or
~ Service |Licensedto| Report Patients | Estimated | Projected | Projected Projectad Need (Surplus)
Area | Serve Serving Served 2015Pop. |  UseRate 2020 Pop. | Capacity | (015x2020Pop) | for2020
Tennessee 1,635 1,473 170,384| 6.,735,706] 0.0252956409| 7.108,031 179,802 106,620 (73,182)
Benton 12 11 684 16,655| 0.0410687481 16,741 688 251 (436)
Carroll 13 13 1,465 28,430 0.0515300739 28,207 1,454 423 (1.030)
Chester 13 13 545 18,076] 0.0301504758 18,978 572 285 (288)
Crockett 12 11 567 14,845| 0.0381946783 15,080 576 226 (350)
Decatur 15 15 648 11,939] 0.0542759025 12,077 655 181 (474)
Dyer 9 9 1,902 39,155| 0.0485761716 39,872 1,937 598 (1,339)
Fayette 21 20 707 43,631 0.0162040751 48,510 786 728 (58)
Gibson 14 14 1,870 51,119] 0.0365813103 52,438 1,918 787 (1,132)
Hardeman 15 14 920 27,285 0.0337181602 27,278 920 409 (511)
Hardin 16 15 1,101 26,479| 0.0415801201 26,783 1,114 402 (712)
Haywood 15 13 649 18,477| 0.0351247497 18,128 637 272 (365)
Henderson 12 12 1,209 29,101 0.0415449641 30,298 1,259 454 (804
Henry 11 10 1,270 33,267| 0.0381759702 34,055 1,300 511 (789)
Lake 7 6 357 8,230 0.0433778858 8,579 372 129 (243)
Lauderdale 14 12 907 28,529| 0.0317922114 29,186 928 438 (490)
McNairy 14 14 1,138 27,019 0.0421185092 27,760 1,169 416 (753)
Madison 18 17 3,220 102,429| 0.0314364096 106,352 3,343 1,595 (1,748)
Obion 10 10 1,314 31,722] 0.0414223567 31,559 1,307 473 (834)
Shelby 26 26 16,269 953,899 0.0170552648 981,022 16,732 14,715 (2,0186)
Tipton 21 19 1,172 66,234| 0.0176948395 71,196 1,260 1,068 (192)
Weakley 15 15 1,203 35,894| 0.0335153508 36,360 1,219 545 (673)
PSA TOTAL 303 289 39,117] 1,612,415 1,660,459 40,146 24,906 (15,237)

*Most recent year of Joint Annual Report data for Home Health Agencies
**Data is projected four years from the year the Home Health data was finalized, not the actual year of Home Health data.

Population Data Source:

Note: Population data will not match the UTCBER data exactly due to rounding.

Source: Tennessee Department of Health, Division of Policy, Planning and Assessment
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The State Health Plan and the Guidelines for Growth appropriately focus on
home health needs in general for an entire population; but this specialty project should
not be disqualified from consideration on the basis of this plainly outdated and unreliable
formula. This is especially true because other criteria in the Guidelines recognize the
need to consider local physician and patient viewpoints about current needs; and those

viewpoints strongly support this application.

5. Documentation from referral sources:
a. The applicant shall provide letters of intent from physicians and other
referral sources pertaining to patient referral.

The applicant is providing letters of referral support from referring physicians

and others. Please see the Attachments.

b. The applicant shall provide information indicating the types of cases
physicians would refer to the proposed home health agency and the projected
number of cases by service category to be provided in the initial year of operation.

The applicant will serve referrals of only one type of patient: those who need
immune globulin infusions, or the IVIG patient. These are immune-compromised

patients.

c. The applicant shall provide letters from potential patients or providers in
the proposed service area that state they have attempted to find appropriate home
health services but have not been able to secure such services.

The applicant is providing letters of support from these patients. Please see the

Attachments.

d. The applicant shall provide information concerning whether a proposed
agency would provide services different from those services offered by existing
agencies,

As discussed at length in Section B.IL.C. above (Need for the Project), AxelaCare

proposes to provide a type of infusion service that is very different from services

provided by almost all other agencies in the area. AxelaCare’s program will:
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« provide home infusion only for the immune-compromised patient, whose physician
specialist prescribes infusions of AxelaCare’s own immune globulin products and refers

patients to AxelaCare to arrange immediate infusion services;

« utilize only highly skilled registered nurses who have documented competency in
managing IVIG infusions and seek all available certifications for this specialty care

process;

« mobilize and deploy the infusion team of nurse and pharmacist as rapidly as required to
allow the patient to receive the first infusion at home -- thereby avoiding the increased
costs, inconveniences and risks of commuting to distant infusion centers or outpatient

acute care facilities;

« provide care for the 2-10 hour sessions that immune globulin recipients require on

multiple visits for prolonged periods of time;

« provide state-of-the-art “bed-side” technology for complete, accurate and real-time
documentation of the infusion process and patient reactions, and for communicating that
to the treatment team pharmacist and the referring physician during and after the infusion

when the need arises,.

« gather and preserve real-time patient clinical data that is useful to academic research in

this rapidly evolving area of medicine.

The applicant is aware of only one licensed home health agency that can provide
all of these advantages to immune-compromised patients in all 21 West Tennessee
counties--rural ones as well as urbanized ones. Two other agencies have similar clinical
capability but they are not authorized to provide it outside of six urban counties in the
service area. This extreme lack of choice for patients is in stark contrast to the abundant
choice that physicians and patients enjoy for routine home health care (10-20 agencies
for every county). Consumers who are immune-compromised are disadvantaged by this
lack of choice. They and their physicians deserve reasonable options for high-quality and

responsive specialty IVIG therapy, just as they enjoy for routine home care.
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6. The proposed charges shall be reasonable in comparison with those of other
similar facilities in the service area or in adjoining service areas.

a. The average cost per visit by service category shall be listed.

b. The average cost per patient based upon the projected number of visits
per patients shall be listed.

As explained in Section C.IL.6.A below, AxelaCare negotiates a separate pricing

structure with every insurer. Negotiated rates vary. They are proprietary and
confidential. The insurers are billed only the negotiated amount. AxelaCare does not
record or bill a “gross charge” that is discounted by “contractual adjustments” to yield
“net revenue”. The revenue figures shown in Section B of the Projected Data Charts are
the billed or “expected” revenues, i.e., the projected receipts based on pre-negotiated

reimbursement contracts before deductions for charity and bad debt.

The table below shows the average expected charge/revenue data per patient and
per visit for AxelaCare’s nursing services (home office and field staff) in West
Tennessee. That is what AxelaCare is applying to add to its ongoing pharmaceutical

distributions in Tennessee.

Table Three: Axela Health Solutions, West Tennessee
Nursing and Home Office (Excluding Pharmaceuticals)

Year One--CY2017 Year Two-CY2018
Expected Nursing Revenue $259,200 $374,400
Visits 1,080 visits 1,560 visits
Expected Average Revenue/Visit $240 $240
Patients (Cases) 45 65
Expected Average Revenue/Patient $5,760 $5,750

Table Four on the second following page provides available charge and cost

information filed by area home health agencies in their most recent 2015 Joint Annual

Reports. The data is for skilled nursing only, which is the only home health service

proposed in this application.

AxelaCare’s very different pricing structure.

The data do not allow a meaningful comparison to

AxelaCare pays its infusion nurses between $37 and $45 per hour; an average is

approximately $40 per hour. AxelaCare projects Year One (2017) average expected

nursing revenues of $240 per visit.
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The only comparable specialty infusion-specific charge data identified by the
applicant in publicly available sources was CN1406-018, approved in 2014 for
Coram/CVS Specialty Infusion Services to do specialty home infusion care. In that
document, Coram projected average charges for its “specialty infusion patient” at $290-
$348 (see page 87 of Coram CON application). In comparison, the average expected
revenue per visit projected by AxelaCare for this project in 2017 is $240 for the nursing
component. This is consistent with the Coram projections. The Coram 2015 Joint
Annual Report provides no data on average charges. It is Coram’s first such report since

becoming operational in late 2015.
For existing home health agencies as a group, the table on the next page shows

that those who reported JAR financial data had an average cost per visit of $105.86, an

average charge per visit of $103.33, and an average charge per hour of $29.58.
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Table Four: Comparative 2015 Cost and Charge Data Reported by West Tennessee Agencies

Skilled Nursing Only

sHe_a It.h Agency License A - 2 - c . ..| Avg Chg per
tatllgtlcs County Number gencies (52) Cost per Visit |Avg Chg per Visit Hour
03025 Benton 8 Tennessee Quality Homecare - Northwest 52.00
09065 Carroll 19 Baptist Memorial Home Care & Hospice 204.00
19494 Davidson 42 Elk Valley Health Services Inc $79.00 $35.00
19544 Davidson 56 Home Care Solutions, Inc 90.00
20045 Decatur 221 Tennessee Quality Homecare - Southwest 50.00
20055 Decatur 63 Volunteer Homecare of West Tennessee 88.00 $120.00 $40.00
23035 Dyer 77 Regional Home Care - Dyersburg 61.00
24026 Fayette 291 NHC Homecare 111.00
24036 Fayette 612 Where The Heart Is 60.00
27025 Gibson 85 NHC Homecare 91.00
27085 Gibson 285 |Volunteer Home Care, Inc 105.00 $120.00 $40.00
33103 Hamilton 113 Amedisys Home Health 41.00
36025 Hardin 290 Deaconess Homecare 144.00
36035 Hardin 137 Hardin Medical Center Home Health (HMC HH) 99.00
38015 Haywood 288 Careall Homecare Services 82.00 $25.00
39035 Henderson 139 Regional Home Care - Lexington 57.00
40075 Henry 122 Henry County Medical Center Home Health 188.00
41034 Hickman 125 St. Thomas Home Health 98.00
57055 Madison 174 Medical Center Home Health 97.00
57075 Madison 177 Amedisys Home Health Care 46.00
57085 Madison 178 Regional Home Care - Jackson 80.00
57095 Madison 120 Extendicare Home Health of West Tennessee 100.00
57165 Madison 175 Intrepid USA Healthcare Services (F.C. of TN) 136.00
60024 Maury 181 NHC Homecare 110.00
60074 Maury 194 Careall Homecare Services 101.00 $23.00
66035 Obion 188 Extendicare Home Health of Western Tennessee 102.00
79106 Shelby 237 Meritan, Inc. 143.00
79136 Shelby 224 Quality Home Health Service (Extended Health Care, Inc.) 110.00
79146 Shelby 239 Amedisys Home Care 62.00
79206 Shelby 229 Family Home Health Agency 196.00
79226 Shelby 214 Intrepid USA Healthcare Services 136.00
79236 Shelby 244  |Willowbrook Visiting Nurse Association 99.00
79246 Shelby 215  |Amedisys Home Health Care 54.00
79256 Shelby 216 Americare Home Health Agency, Inc 150.00
79276 Shelby 241 Baptist Trinity Home Care 177.00
79316 Shelby 233 Methodist Alliance Home Care 160.00
79376 Shelby 240 Homechoice Health Services 108.00 $66.00 $15.00
79386 Shelby 238 |Amedisys Tennessee, LLC (Amedisys HH) 54.00
79446 Shelby 242 Baptist Trinity Home Care - Private Pay (1 Patient only) $155.00 $45.00
79456 Shelby 347 Accredo Health Group, Inc
79466 Shelby 459 Alere Women's and Children's Health LLC
79486 Shelby 227 Home Health Care of West Tennessee, Inc 123.00 $33.00
79496 Shelby 610 Functional Independence Home Care, Inc
79506 Shelby 611 No Place Like Home, Inc $35.00
79526 Shelby 616 Still Waters Home Health Agency 65.00
79536 Shelby 618 Maxim Healthcare Services, Inc. $80.00 $38.00
79546 Shelby 621 Best Nurses, Inc.
79556 Shelby 120 Corarm CVS/Specialty Infusion Service
92025 Weakley 276 Careall Homecare Services 83.00 $26.00
96010 | Alcorn Co, MS 296 Magnolia Regional Health Care Home Hospice 178.00
96020 | Fulton Co., KY 297 Regional Home Care Parkway 155.00
Shelby Hemophilia Preferred Care of Memphis
Average of Agencies Reporting Costs & Charges 105.86 103.33 29.58

Nota: Hemophilia Preferred Care of Wes! Tennessee Not Yet Licensed and Operating as of ——-.

Source: Joint Annual Reports of Home Health Agencies
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The Framework for Tennessee’s Comprehensive State Health Plan
Five Principles for Achieving Better Health

The following Five Principles for Achieving Better Health serve as the basic
framework for the State Health Plan. After each principle, the applicant states how
this CON application supports the principle, if applicable.

1. Healthy Lives

The purpose of the State Health Plan is to improve the health of Tennesseans.

Every person’s health is the result of the interaction of individual behaviors, society,
the environment, economic factors, and our genetic endowment. The State Health
Plan serves to facilitate the collaboration of organizations and their ideas to help
address health at these many levels.

Authorization of AxelaCare to provide home infusion nursing will address the
needs of immune-compromised IVIG recipients to obtain AxelaCare medications in the
most economical setting, without incurring needless extra time in the hospital for first
dosages. Approval will eliminate burdensome commuting to remote infusion facilities, or
having added risks of infections through exposure to other persons when they go to those

infusion facilities.

2. Access to Care

Every citizen should have reasonable access to health care.

Many elements impact one’s access to health care, including existing health status,
employment, income, geography, and culture. The State Health Plan can provide
standards for reasonable access, offer policy direction to improve access, and serve a
coordinating role to expand health care access.

Provision of the proposed service to all of the region’s 21 counties will improve
access to this type of care for rural residents of the region, whose counties are not served

by a choice of home IVIG infusion providers. Those using AxelaCare home nursing

teams will be spared multiple long drives to remote infusion centers.

3. Economic Efficiencies

The state's health care resources should be developed to address the needs of
Tennesseans while encouraging competitive markets, economic efficiencies and the
continued development of the state's health care system. The State Health Plan should
work to identify opportunities to improve the efficiency of the state’s health care
system and to encourage innovation and competition.

This type of patient, in this region of Tennessee, deserves expansion of choice

among specialty providers of IVIG home infusion care. Only one known provider of this
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service now serves all West Tennessee counties, and two other agencies provide it only in
urban area counties. This compares poorly to the 10-20 agencies serving those counties
for more routine home health needs. This project encourages reasonable levels of
provider competition, and allows into the market an innovative national home care

provider whose infusion management technology is valuable to the entire caregiver team.

4. Quality of Care

Every citizen should have confidence that the quality of health care is continually
monitored and standards are adhered to by health care providers. Health care
providers are held to certain professional standards by the state’s licensure system.
Many health care stakeholders are working to improve their quality of care through
adoption of best practices and data-driven evaluation.

The applicant has a robust quality assurance program, in which regional and
corporate clinical staff continuously review patient data to ensure that AxelaCare nurses
maintain the highest standard of competence and provide the best possible patient
outcomes for every infusion session. The CareExchange technology used by AxelaCare
nurses facilitates achieving optimal care during the infusion itself, allowing pharmacist
and physician team members to participate in treatment decisions real-time as infusion
proceeds, reflecting changing patient needs for changes in dosage amounts, infusion
rates, and other services. The AxelaCare program ensures the highest possible quality of

treatment outcomes in this difficult and complex area of care.

5. Health Care Workforce

The state should support the development, recruitment, and retention of a sufficient
and quality health care workforce. The state should consider developing a
comprehensive approach to ensure the existence of a sufficient, qualified health care
workforce, taking into account issues regarding the number of providers at all levels
and in all specialty and focus areas, the number of professionals in teaching
positions, the capacity of medical, nursing, allied health and other educational
institutions, state and federal laws and regulations impacting capacity programs,
and funding.

The project provides additional assurances to physicians and patients that their
home infusion provider will be of the highest level of competence. Staffing the project
will create an experienced and highly qualified specialty nursing staff for expanded

service to rural counties as well as the urbanized Memphis area.
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C(I).2. DESCRIBE THE RELATIONSHIP OF THIS PROJECT TO THE
APPLICANT’S LONG-RANGE DEVELOPMENT PLANS, IF ANY.

AxelaCare’s goal is to become a Statewide provider of specialty home infusion
nursing care for a very small group of West Tennessee patients whose physicians have
prescribed infusion of AxelaCare immune globulin pharmaceuticals. Similar limited-
scope applications for Middle and East Tennessee may be filed in the future, to achieve

Statewide immune globulin home care for this patient group.
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C().3. IDENTIFY THE PROPOSED SERVICE AREA AND JUSTIFY THE
REASONABLENESS OF THAT PROPOSED AREA. SUBMIT A COUNTY-
LEVEL MAP INCLUDING THE STATE OF TENNESSEE CLEARLY MARKED
TO REFLECT THE SERVICE AREA. PLEASE SUBMIT THE MAP ON A §-
12* X 117 SHEET OF WHITE PAPER MARKED ONLY WITH INK
DETECTABLE BY A STANDARD PHOTOCOPIER (LE., NO HIGHLIGHTERS,
PENCILS, ETC.).

The proposed service area consists of 21 Tennessee counties. These are Benton,
Carroll, Chester, Crockett, Decatur, Dyer, Fayette, Gibson, Hardeman, Hardin, Haywood,
Henderson, Henry, Lake, Lauderdale, Madison, McNairy, Obion, Shelby, Tipton and
Weakley Counties. A map showing the area’s location within Tennessee is provided

following this page, and also in the Attachments to the application.

The applicant also has provided in the Attachments (Miscellaneous section) a
projected patient origin for the project’s patients, and the most current State report
showing which agencies are now utilized by residents of these counties for all home care
needs. Again, the applicant notes that the service proposed by this application is not

currently available areawide, on a timely basis, from more than one of the many agencies

authorized to provide home care in West Tennessee.

This is a reasonable area to cover. Nurses who will provide the proposed home
care will reside throughout the region, so that they have acceptable drive times to the
patients’ homes. For example, there will be nurses residing in both Memphis and
Jackson. Table Six-A in this application shows that five of the area’s home health
agencies are licensed to serve all twenty-one counties, and eight of them serve nineteen
or more of the twenty-one counties. For home health services, whose nurses are
typically residing in multiple locations in the service area, a large regional service area

such as West Tennessee is not unusual or impractical.
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C(I).4.A DESCRIBE THE DEMOGRAPHICS OF THE POPULATION TO BE
SERVED BY THIS PROPOSAL.

The service area’s median age is 39.9 years, which is close to the Tennessee
average of 38.0 (2010 census). The service area’s total population is increasing more

slowly than the State’s total population.

Whereas infusion services are needed in particular by the elderly population, this
project will serve primarily patients below the age of 65, who are inordinately subject to

neurological conditions regarded as immune system disorders.

The service area’s population under the age of 65 is 85.4% of the total
population, increasing to 85.6% over the next five years. These percentages are similar
to the corresponding State percentages. The area population younger than 65 is

increasing slowly -- at 0.2% annually, compared to the Statewide rate of 2.1%.

West Tennessee’s rates of TennCare enrollment and of persons living in poverty
are higher than Tennessee’s rates. An estimated 27.4% of the service area residents are
enrolled in TennCare, compared to 22.0% statewide. An estimated 22.0% of service area

residents live in poverty, compared to 18.3% statewide.

Table Five on the following page provides detailed demographic statistics for

each service area county.
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C(ID.4.B. DESCRIBE THE SPECIAL NEEDS OF THE SERVICE AREA
POPULATION, INCLUDING HEALTH DISPARITIES, THE ACCESSIBILITY
TO CONSUMERS, PARTICULARLY THE ELDERLY, WOMEN, RACIAL AND
ETHNIC MINORITIES, AND LOW-INCOME GROUPS. DOCUMENT HOW
THE BUSINESS PLANS OF THE FACILITY WILL TAKE INTO
CONSIDERATION THE SPECIAL NEEDS OF THE SERVICE AREA
POPULATION.

These factors have been discussed extensively in B.IL.C. and other sections of the
application. The applicant’s experience is that commercially insured patients seeking
home infusion of immune globulin pharmaceuticals often experience difficulties in
obtaining home nursing to administer first and subsequent medication doses in a timely

way.

As a consequence, those immune-compromised patients are forced to remain in
the hospital for more (expensive) days than necessary to begin infusions pending creation
of a competent home nursing team. Or, they must begin traveling back and forth to a
freestanding or practice-based infusion center. This second option involves burdensome

drive times and additional risks of exposure to opportunistic infections.

The project meets the special needs of a very small, but very compromised,
patient population that is well-known to the applicant through its long experience in

many other States.

West Tennessee’s rural counties have an immediate need for an additional

provider of immune globulin home infusion services.

Although Medicare rules deny reimbursement for home services of this type for
Medicare enrollees, the applicant will serve all other types of adequately insured patients,
regardless of their age, gender, race, ethnicity or income. And, based on its national
experience, the applicant projects providing charity care of 2% of expected revenue

receipts (before bad debt deductions).
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C(1).5. DESCRIBE THE EXISTING OR CERTIFIED SERVICES, INCLUDING
APPROVED BUT UNIMPLEMENTED CON’S, OF SIMILAR INSTITUTIONS 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. BE CERTAIN TO LIST EACH
INSTITUTION AND ITS UTILIZATION AND/OR OCCUPANCY
INDIVIDUALLY. INPATIENT BED PROJECTS MUST INCLUDE THE
FOLLOWING DATA: ADMISSIONS OR DISCHARGES, PATIENT DAYS, AND
OCCUPANCY....

Tables on the following pages identify all home health agencies currently

authorized to serve this area, and provide utilization statistics for them.

Tables

« Tables Six-A, B: Service area counties that are authorized for each approved agency.

« Tables Seven-A, B: Patients served during 2015, in each agency’s authorized counties
within the project service area.

« Tables Eight-A, B, C: Area agencies’ patient utilization 2013-2015, with agencies’
dependence on patients from the project service area.

« Tables Nine-A, B, C: Agencies’ TennCare gross revenues (charges) as a percent of

their total gross revenues, and a ranking by level of TennCare participation.

Remarks

1. There are fifty-two agencies approved to serve this project’s 21-county service area.
Two are not currently licensed.

2. Only 1 in 10 of the agencies (i.e., 5 agencies) are authorized to serve all 21 of the
project service area counties.

3. The agencies served 39,026 home care patients in the service area in 2015.

4. Their 2015 patient utilization was 6.1% higher than two years before, in 2013.

5. If this rate of increase continues, then in 2017--this project’s Year Two of operation--

the existing agencies will serve 3,092 more patients (50,652 X 1.061%).

6. The applicant’s projected 65 patients in Year Two equate to less than two-tenths of
one percent (0.17%) of all the agencies’ total caseloads in 2015.

7. The agencies’ 34.4% average TennCare utilization is misleading. Only 11 agencies
had a TennCare mix of 34% or higher. Almost half the agencies (24) had zero

participation and 9 more had lower than 10% participation.
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Table Eight-A: Patients Served by Home Health Agencies 2013-2015 in the Project’s Proposed Service Area

BY AGENCY NAME

2015 Total

Patients Served
| 2015 Total | in Axelacare's

2013 JAR | 2014 JAR | 2015 JAR || Patients Proposed
Total Total Total Served in | Service Area as |

Health Agency Date Patients Patients Patients Axelacare's Percent of
Statistics | County of License | Agency | Servedin | Servedin | Servedin Proposed | Agency's Total

ID Number| Parent Office Home Health Agency Name Number | Licensed TN TN TN Service Area| TN Patients
79456 Shelby  |Accredo Health Group, Inc 347 5/9/97 20 21 23 23 100.0%
79466 Shelby  [Alere Women's and Children's Health LLC 459 12/21/98 373 335 438 401 91.6%
79146 Shelby Amedisys Home Care 239 6/3/82 1,060 1,070 948 948 100.0%
33103 Hamilton  |Amedisys Home Health 113 7/1/81 2,878 2,564 2,610 0 0.0%
57075 Madison |Amedisys Home Health Care 177 5/2/84 2,741 2,541 2,702 2,702 100.0%
79246 Shelby Amedisys Home Health Care 215 4/24/84 936 837 737] 737 100.0%
79386 Shelby Amedisys Tennessee, LLC (Amedisys Home Health) 238 2/29/84 1,934 1,856 554 554 100.0%
79256 Shelby Americare Home Health Agency, Inc 216 1/24/84 1,811 1,295 828| 828 100.0%
09065 Carroll Baptist Memorial Home Care & Hospice 19 713/84 262 283 263 257 97.7%
79276 Shelby Baptist Trinity Home Care 241 6/26/84 3,862 3,236 3,169| 3,169 100.0%
79446 Shelby Baptist Trinity Home Care - Private Pay 242 9/6/83 1 1 1 1 100.0%
79546 Shelby Best Nurses, Inc. 621 7/1/08 364 176 9 9 100.0%
38015 Haywood [Careall Homecare Services 288 6/7/84 786 783 99.6%
60074 Maury Careall Homecare Services 194 2/9/84 609 881 614| 128 20.8%
92025 Weakley |Careall Homecare Services 276 6/16/83 2,038 2,337 1,368 1,283 93.8%
79556 Shelby Coram/CVS Specialty Infusion Service 120 6/18/84 4f 4 100.0%
36025 Hardin Deaconess Homecare 290 2/11/83 1,330 2,122 1,120] 726 64.8%
19494 Davidson |Elk Valley Health Services Inc 42 7/17/84 277 293 457 118 25.8%
57095 Madison |Extendicare Home Health of West Tennessee 120 6/18/84 1,085 832 1,196 1,196 100.0%
66035 Obion Extendicare Home Health of Western Tennessee 188 5/3/84 302 119 320 320 100.0%
57165 Madison |F. C. of Tennessee, Inc. (Intrepid) 175 9/26/84 422 507 533 532 99.8%
79206 Shelby Family Home Health Agency 229 3/10/77 379 428 504 504 100.0%
79496 Shelby Functional Independence Home Care, Inc 610 8/13/04 953 1,494 1,915} 1,915 100.0%
36035 Hardin Hardin Medical Center Home Health 137 12/20/93 341 205 348 327 94.0%
40075 Henry Henry County Medicat Center Home Heaith 122 12/7/84 363 408 428| 418 97.7%
19544 Davidson |Home Care Solutions, Inc (LHC HomeCare of TN) 56 9/7/88 1,930 1,689 1,813} | 0 0.0%
79486 Shelby Home Health Care of West Tennessee, Inc 227 5/2/84 1,010 754 577 577 100.0%
79376 Shelby Homechoice Health Services 240 3/5/84 861 2,322 2,372 1,525 64.3%
79226 Shelby Intrepid USA Healthcare Services 214 8/25/83 605 522 565 565 100.0%
96010 |Alcorn Co, MS|Magnolia Regional Health Care Home Hospice 296 3/24/82 43 35 60| | 60 100.0%
79536 Shelby IMaxim Healthcare Services, Inc. 618 10/9/07 155 173 275| | 275 100.0%
57055 Madison |Medica| Center Home Health 174 7/1/76 1,706 1,098 1,539] 1,539 100.0%
79106 Shelby |Meritan, Inc. (Senior Services Home Health) 237 712577 609 632 652] 652 100.0%
79316 Shelby Methodist Alliance Home Care 233 7/1/88 2,935 3,149 3,469 3,178 91.6%
24026 Fayette  |NHC Homecare 291 6/6/83 226 301 421 421 100.0%
27025 Gibson NHC Homecare 85 2/7177 569 655 666| 666 100.0%
60024 Maury NHC Homecare 181 1112277 2,408 2,591 2517 0 0.0%
79506 Shelby No Place Like Home, Inc 611 7/1/105 58 80 80 80 100.0%
79136 Shelby Quality Home Health Svc (Elder Care/Extended HC) 224 12/3/81 79 204 291] 291 100.0%
23035 Dyer Regional Home Care - Dyersburg 77 2/18/84 707 1,452 1,331| 1,331 100.0%
57085 Madison |Regional Home Care - Jackson 178 6/7/84 1,164 1,863 1,808 1.805 100.0%
39035 Henderson |Regional Home Care - Lexington 139 2/1/84 569 582 1,164 1,163 99.9%
96020 | Fulton Co, KY |Regional Home Care Parkway 297 2/18/84 28 39 48| 48 100.0%
41034 Hickman |St. Thomas Home Heaith 125 6/1/84 214 311 370 1 0.3%
79526 Shelby Still Waters Home Heaith Agency 616 7/1/106 101 71 58 58 100.0%
03025 Benton Tennessee Quality Homecare - Northwest 8 3/14/83 1,164 1,173 1,381] 629 45.5%
20045 Decatur  |Tennessee Quality Homecare - Southwest 221 3/19/84 1,080 988 1,043 700 67.1%
27085 Gibson Volunteer Home Care, Inc 285 5/26/82 3,041 2,995 2,842 2,685 94.5%
20055 Decatur  |Volunteer Homecare of West Tennessee 63 6/11/84 1,634 1,794 1,833] 1,289 70.3%
24036 Fayette  |Where the Heart Is 612 8/10/05 116 104 1,044 1,044 100.0%
79236 Shelby Willowbrook Visiting Nurse Association 244 5/12/76 479 499 561 561 100.0%
AREAWIDE TOTALS AND AVERAGES 47,730 49,917 50,652 39,026 77.0%)|

Source: TDH; 2013-2015 Joint Annual Reparts of Home Health Agencies
Hemophilia Preferred Care Is omitted because it was not licensed until 7-15 and has not filed a 2015 Joint Annual Report.
Regional Home Care Parkway was licensed to serve Obion & Weakley Counties, but has now withdrawn from further service in TN.

Magnolia Regional Health Care Home Hospice totals include only TN patients. All others served are located out-of-state.

Notes:
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Table Eight-B: Patients Served by Home Health Agencies 2013-2015 in the Project's Proposed Service Area

BY AGENCY ID

2015 Total

Patients Served
2015 Total | in Axelacare's

2013 JAR | 2014 JAR | 2015 JAR Patients Proposed
Total Total Total | Servedin | Service Area as_

Health Agency Date Patients Patients Patients Axelacare's Percent of
Statistics | County of License | Agency | Servedin | Served in | Servedin Proposed | Agency's Total

ID Number| Parent Office Home Health Agency Name Number | Licensed TN TN TN Service Area| TN Patients
03025 Benton Tennessee Quality Homecare - Northwest 8 3/14/83 1,164 1.173 1.381 629 45.5%
09065 Carroll Baptist Memorial Home Care & Hospice 19 713184 262 283 263 257 97.7%
19494 Davidson |Elk Valley Health Services Inc 42 7117/84 277 293 457 118 25.8%
19544 Davidson |Home Care Solutions, Inc (LHC HomeCare of TN) 56 9/7/88 1,930 1,689 1,813 0 0.0%
20045 Decatur |Tennessee Quality Homecare - Southwest 221 3/19/84 1,080 988 1,043 700 67.1%
20055 Decatur  |Volunteer Homecare of West Tennessee 63 6/11/84 1,534 1,794 1,833 1,289 70.3%
23035 Dyer Regional Home Care - Dyersburg 77 2/18/84 707 1,452 1,331 | 1,331 100.0%
24026 Fayette |NHC Homecare 291 6/6/83 226 301 421 421 100.0%
24036 Fayette  |Where the Heart Is 612 8/10/05 116 104 1,044] 1,044 100.0%
27025 Gibson NHC Homecare 85 217177 569 655 666 666 100.0%
27085 Gibson Volunteer Home Care, Inc 285 5/26/82 3,041 2,995 2,842) 2,685 94,5%
33103 Hamilton |Amedisys Home Health 113 7/1/81 2,878 2,564 2,610 0 0.0%
36025 Hardin Deaconess Homecare 290 2/11/83 1,330 2,122 1,120 726 64.8%
36035 Hardin Hardin Medical Center Home Health 137 12/20/93 3 205 348| 327 94.0%
38015 Haywood |Careall Homecare Services 288 6/7/84 786 783 99.6%
39035 Henderson |Regional Home Care - Lexington 139 2/1/84 569 582 1,164 1,163 99.9%
40075 Henry Henry County Medical Center Home Health 122 12/7/84 363 408 428} 418 97.7%
41034 Hickman |[St. Thomas Home Health 125 6/1/84 214 3N 370 1 0.3%
57055 Madison |Medical Center Home Health 174 711176 1,706 1,098 1,539 1,539 100.0%
57075 Madison |Amedisys Home Health Care 177 5/2/84 2,741 2,541 2,702} 2,702 100.0%
57085 Madison |Regional Home Care - Jackson 178 6/7/84 1,164 1,863 1,805] 1,805 100.0%
57095 Madison |Extendicare Home Health of West Tennessee 120 6/18/84 1,085 832 1,196 100.0%
57165 Madison |F. C. of Tennessee, Inc. (Intrepid) 175 9/26/84 422 507 532 99.8%
60024 Maury NHC Homecare 181 11/22/77 2,408 2,591 0 0.0%
60074 Maury Careall Homecare Services 194 2/9/84 609 881 128 20.8%
66035 Obion Extendicare Home Heaith of Westem Tennessee 188 5/3/84 302 119 320 100.0%
79106 Shelby Meritan, Inc. (Senior Services Home Health) 237 7/25177 609 632 652 100.0%
79136 Shelby Quality Home Health Svc (Elder Care/Extended HC) 224 12/3/81 79 204 291 100.0%
79146 Shelby Amedisys Home Care 239 6/3/82 1,060 1.070 048 100.0%
79206 Shelby Family Home Health Agency 229 310177 379 428 504 100.0%
79226 Shelby Intrepid USA Healthcare Services 214 8/25/83 605 522 565 100.0%
79236 Shelby Willowbrook Visiting Nurse Association 244 5/1276 479 499 561 100.0%
79246 Shelby Amedisys Home Health Care 215 4/24/84 936 837 737 100.0%
79256 Shelby Americare Home Health Agency, Inc 216 1/24/84 1,811 1,295 828 100.0%
79276 Shelby Baptist Trinity Home Care 241 6/26/84 3,862 3,236 3,169 100.0%
79316 Shelby Methodist Alliance Home Care 233 7/1/88 2,935 3,149 3,178 91.6%
79376 Shelby Homechoice Health Services 240 3/5/84 861 2,322 1,525 64.3%
79386 Shelby Amedisys Tennesses, LLC (Amedisys Home Health) 238 2/29/84 1,934 1,856 554 100.0%
79446 Shelby Baptist Trinity Home Care - Private Pay 242 9/6/83 1 1 1 100.0%
79456 Shelby Accredo Health Group, Inc 347 5/9/97 20 21 23 100.0%
79466 Shelby Alere Women's and Children's Health LLC 459 12/21/98 373 335 401 91.6%
79486 Shelby  |Home Health Care of West Tennessee, Inc 227 5/2/84 1,010 754 577 100.0%
79496 Shelby Functional Independence Home Care, Inc 610 8/13/04 953 1,494 1,915) 1,915 100.0%
79506 Shelby No Place Like Home, Inc 611 7/1/05 58 80 Eﬁ 80 100.0%
79526 Shelby Still Waters Home Health Agency 616 7/1/06 101 71 58] 58 100.0%
79536 Shelby Maxim Healthcare Services, Inc. 618 10/9/07 155 173 275 275 100.0%
79546 Shelby Best Nurses, Inc. 621 7/1/08 364 176 9 9 100.0%
79556 Shelby  |Coram/CVS Specialty Infusion Service 120 6/16/84 4 4 100.0%
92025 Weakley |Careall Homecare Services 276 6/16/83 2,036 2,337 1,368 1,283 93.8%
96010 |Alcom Co, MS|Magnolia Regional Health Care Home Hospice 296 3/24/82 43 35 60 60 100.0%
96020 | Fulton Co, KY |Regional Home Care Parkway 297 2/18/84 28 39 48 48 100.0%
AREAWIDE TOTALS AND AVERAGES 47,730 49,917 50,652 39,026 77.0%

Source: TDH; 2013-2015 Joint Annual Reports of Home Health Agencies
Hemophilia Preferred Care Is omitted because it was not licensed untif 7-15 and has not filed a 2015 Joint Annual Report.
Regional Home Care Parkway was licensed to serve Obion & Weakley Counties, but has now withdrawn from further service in TN.

Magnolia Regional Health Care Home Hospice totals include only TN patients. All others served are located out-of-state.

Notes:
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Table Eight-C: Patients Served 2013-2015 by Home Health Agencies in the Project's Proposed Service Area
RANKED BY RELIANCE ON PROPOSED SERVICE AREA

2015 Total Patients
2015 Total Served in
2013 JAR | 2014 JAR | 2016 JAR || Patients Axelacare’s

Total Total Total | Servedin Proposed Service

Health Agency Date Patients Patients Patients || Axelacare’s | Area as Percent of

Statistics | County of License | Agency | Servedin | Servedin | Servedin ||| Proposed Agency's Total TN

ID Number| Parent Office Home Health Agency Name Number | Licensed TN TN TN || Service Area Patients

23035 Dyer Regional Home Care - Dyersburg 77 2/18/84 707 1,452 1,331 1,331 100.0%
24026 Fayette NHC Homecare 291 6/6/83 226 301 421| 421 100.0%
24036 Fayette  |Where the Heart is 612 8/10/05 116 104 1,044] 1,044 100.0%
27025 Gibson NHC Homecare 85 2777 569 655 666 666 100.0%
57055 Madison |Medical Center Home Health 174 7/1/76 1,706 1,098 1,539] 1,539 100.0%
57075 Madison [Amedisys Home Health Care 177 5/2/84 2,741 2,541 2,702 2,702 100.0%
57085 Madison Regional Home Care - Jackson 178 6/7/84 1,164 1,863 1,805] 1,805 100.0%
57095 Madison Extendicare Home Health of West Tennessee 120 6/18/84 1,085 832 1,196] 1,196 100.0%
66035 Obion Extendicare Home Health of Western Tennessee 188 5/3/84 302 119 320| 320 100.0%|
79106 Shelby Meritan, Inc. (Senior Services Home Health) 237 7125177 609 632 652| 652 100.0%)
79136 Shelby Quality Home Health Svc (Elder Care/Extended HC) 224 12/3/81 79 204 291 291 100.0%
79146 Shelby Amedisys Home Care 239 6/3/82 1,060 1,070 948| 948 100.0%
79206 Shelby Family Home Health Agency 229 310777 379 428 504| 504 100.0%|
79226 Shelby Intrepid USA Healthcare Services 214 8/25/83 605 522 565 565 100.0%
79236 Shelby Willowbrook Visiting Nurse Association 244 5/12/76 479 499 561| 561 100.0%
79246 Shelby Amedisys Home Health Care 215 4/24/84 936 837 737 737 100.0%
79256 Shelby Americare Home Health Agency, Inc 216 1/24/84 1,811 1,295 828 828 100.0%
79276 Shelby Baptist Trinity Home Care 241 6/26/84 3,862 3,236 3,169| 3,169 100.0%
79386 Shelby Amedisys Tennessee, LLC (Amedisys Home Health) 238 2/29/84 1,934 1,856 554 554 100.0%
79446 Shelby Baptist Trinity Home Care - Private Pay 242 9/6/83 1 1 1 1 100.0%
79456 Shelby Accredo Health Group, Inc 347 5/9/197 20 21 23| 23 100.0%
79486 Shelby Home Health Care of West Tennessee, Inc 227 5/2/84 1,010 754 577| 577 100.0%
79496 Shelby Functional Independence Home Care, Inc 610 8/13/04 953 1,494 1,915) 1,915 100.0%
79506 Shelby No Place Like Home, Inc 611 7/1/05 58 80 80 80 100.0%
79526 Shelby Still Waters Home Health Agency 616 7/1/06 101 71 58] 58 100.0%
79536 Shelby Maxim Healthcare Services, Inc. 618 10/9/07 155 173 275 275 100.0%
79546 Shelby Best Nurses, Inc. 621 7/1/08 364 176 oll 9 100.0%
79556 Shelby Coram/CVS Specialty Infusion Service 120 6/18/84 4| 4 100.0%
96010 |Alcom Co, MS|Magnolia Regional Health Care Home Hospice 296 3/24/82 43 35 60 60 100.0%
96020 | Fuiton Co, KY |Regional Home Care Parkway 297 2/18/84 28 39 48] | 48 100.0%
39035 Henderson [Regional Home Care - Lexington 139 2/1/84 569 582 1,164 1,163 99.9%
57165 Madison F. C. of Tennessee, Inc. (Intrepid) 175 9/26/84 422 507 533] 532 99.8%
38015 Haywood |Careall Homecare Services 288 6/7/84 786| 783 99.6%
09065 Carroll Baptist Memorial Home Care & Hospice 19 7/3/84 262 283 263 257 97.7%
40075 Henry Henry County Medical Center Home Health 122 12/7/84 363 408 428 | 418 97.7%
27085 Gibson Volunteer Home Care, Inc 285 5/26/82 3,041 2,995 2,842 2,685 94.5%
36035 Hardin Hardin Medical Center Home Health 137 12/20/93 341 205 348] 327 94.0%
92025 Weakley |Careall Homecare Services 276 6/16/83 2,036 2,337 1,368] 1,283 93.8%
79316 Shelby Methodist Alliance Home Care 233 7/1/88 2,935 3,149 3,469| 3,178 91.6%
79466 Shelby Alere Women's and Children's Health LLC 459 12/21/98 373 335 438( 401 91.6%
20055 Decatur  |Volunteer Homecare of West Tennessee 63 6/11/84 1,534 1.794 1,833] | 1,289 70.3%
20045 Decatur |Tennessee Quality Homecare - Southwest 221 3/19/84 1,080 988 1,043| | 700 67.1%
36025 Hardin Deaconess Homecare 290 2/11/83 1,330 2,122 1,120 | 726 64.8%
79376 Shelby Homechoice Health Services 240 3/5/84 861 2,322 2,372| 1,625 64.3%
03025 Benton Tennessee Quality Homecare - Northwest 8 3/14/83 1,164 1,173 1,381)1 629 45.5%
19494 Davidson |Elk Valley Health Services Inc 42 7/17/84 277 293 457 118 25.8%
60074 Maury Careall Homecare Services 194 2/9/84 609 881 614) 128 20.8%
41034 Hickman |St. Thomas Home Health 125 6/1/84 214 311 370| 1 0.3%
19544 Davidson |Home Care Solutions, Inc (LHC HomeCare of TN) 56 9/7/88 1,930 1,689 1,813[ 0 0.0%
33103 Hamilton |Amedisys Home Health 113 7/1/81 2,878 2,564 2,610] 0 0.0%
60024 Maury NHC Homecare 181 11/22/77 2,408 2,591 2,517 0 0.0%
AREAWIDE TOTALS AND AVERAGES 47,730 49,917 60,662| 39,026 77.0%

Source; TDH; 2013-2015 Joint Annual Reparts of Home Health Agencies

Notes:

Hemophilia Preferred Care is omitted because It was not licensed until 7-15 and has not filed @ 2015 Joint Annual Report.
Reglonal Home Care Parkway was licensed to serve Obion & Weakley Counties, but has now withdrawn from further service in TN,
Magnolia Regional Health Care Home Hospice totals include onfy TN patients. All others served are located out-of-state.
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Table Nine-A: 2015 TennCare Payor Mix of Home Health Agencies in the Project's Proposed Primary Service Area

BY AGENCY NAME
T
2015

TennCare

Health Agency Date Percent of

Statistics ID County of License Agency 2015 Total 2015 TennCare | Total Gross

Number Parent Office Home Health Agency Name Number Licensed Gross Revenues | Gross Revenues| Revenues
[ 79456 Shelby Accredo Health Group, Inc 347 | 5997 | 50 $0 0.0%
79466 Shelby Alere Women's and Children's Health LLC 459 12/21/98 $532,931 $187,059 35.1%
79146 Shelby Amedisys Home Care 239 6/3/82 53,379,165 $0 0.0%
33103 Hamilton |[Amedisys Home Health 113 711181 59,660,515 $0 0.0%
57075 Madison |Amedisys Home Health Care 177 5/2/84 511,268,119 ) 0.0%
79246 Shelby Amedisys Home Health Care 215 4/24/84 52,560,156 $0 0.0%
79386 Shelby Amedisys Tennessee, LLC (Amedisys Home Health) 238 2/29/84 55,994,682 S0 0.0%
79256 Shelby Americare Home Health Agency, Inc 216 1/24/84 54,597,317 $82,434 1.8%
09065 Carroll Baptist Memorial Home Care & Hospice 19 713184 $851,909 $0 0.0%
79276 Shelby Baptist Trinity Home Care 241 6/26/84 58,819,896 $0 0.0%.
79446 Shelby Baptist Trinity Home Care - Private Pay 242 9/6/83 $105,992 S0 0.0%
79546 Shelby Best Nurses, Inc. 621 7/1/08 $587,773 $34,944 5.9%
38015 Haywood |Careall Homecare Services 288 6/7184 59,728,281 $7,188,871 73.9%
60074 Maury Careall Homecare Services 194 2/9/84 52,046,573 $691,843 33.8%
92025 Weakley [Careall Homecare Services 276 6/16/83 59,728,043 54,694,898 48.3%
79556 Shelby Coram/CVS Specialty Infusion Service 120 6/18/84 $44,285 $0 0.0%
36025 Hardin Deaconess Homecare 290 2/11/83 $5,199,674 $56,683 1.1%
19494 Davidson |[Elk Valley Health Services Inc 42 7/17/84 $31,824,839 $22,851,469 71.8%
57095 Madison |Extendicare Home Health of West Tennessee 120 6/18/84 55,039,289 $0 0.0%
66035 Obion Extendicare Home Health of Western Tennessee 188 5/3/84 $1,059,757 $0 0.0%
57165 Madison |F. C. of Tennessee, Inc. (Intrepid) 175 9/26/84 52,787,546 $0 0.0%
79206 Shelby Family Home Health Agency 229 31077 $2,429,693 $708,945 29.2%
79496 Shelby Functional Independence Home Care, Inc 610 8/13/04 $16,088,606 $12,524,168 77.8%
36035 Hardin Hardin Medical Center Home Health 137 12/20/93 | $1,490,082 $0 0.0%
40075 Henry Henry County Medical Center Home Heaith 122 12/7/84 | $1,084,043 $24,273 2.2%
19544 Davidson |Home Care Solutions, Inc (LHC HomeCare of TN) 56 9/7/88 59,626,513 $0 0.0%
79486 Shelby Home Health Care of West Tennessee, Inc 227 5/2/84 $13,455,448, $9,408,321 69.9%
79376 Shelby Homechoice Health Services 240 3/5/84 $9,939,690 $3,110,466 31.3%
79226 Shelby Intrepid USA Healthcare Services 214 8/25/83 52,631,668 $0 0.0%
96010 |Alcorn Co, MS|Magnolia Regional Health Care Home Hospice 296 3/24/82 $1,911,049 $0 0.0%
79536 Shelby Maxim Healthcare Services, Inc. 618 10/9/07 512,648,142 $11,875,369 93.9%
57055 Madison |Medical Center Home Health 174 711776 || 54,852,062 $0 0.0%
79106 Shelby Meritan, Inc. (Senior Services Home Health) 237 7126077 | $2,517,728 $361,846 14.4%
79316 Shelby Methodist Alliance Home Care 233 7/1/88 | $7,676,244 $92,400 1.2%
24026 Fayette NHC Homecare 291 6/6/83 $2,280,789 50 0.0%
27025 Gibson NHC Homecare 85 207177 $3,599,719 50 0.0%
60024 Maury NHC Homecare 181 11/22177 $12,903,737 $0 0.0%
79506 Shelby No Place Like Home, Inc 611 71105 514,336,680 $13,511,680 94.2%
79136 Shelby Quality Home Health Sve (Elder Care/Extended HC) 224 12/3/81 54,946,049 $3,748,824 75.8%
23035 Dyer Regional Home Care - Dyersburg 77 2/18/84 53,388,915 $79,413 2.3%
57085 Madison |Regional Home Care - Jackson 178 6/7/84 51,699,355 $7,603 0.4%
39035 Henderson |Regional Home Care - Lexington 139 2/1/84 $2,824,090 $44,014 1.6%
96020 | Fulton Co, KY |Regional Home Care Parkway 297 2/18/84 $140,175 $0 0.0%
41034 Hickman [St. Thomas Home Health 125 6/1/84 | $1,017,852 $116,400 11.4%
79526 Shelby Still Waters Home Health Agency 616 711106 | $410,000 $0 0.0%
03025 Benton Tennessee Quality Homecare - Northwest 8 314/83 | $6,359,471 §289,696 4.6%|
20045 Decatur  |Tennessee Quality Homecare - Southwest 221 3/19/84 & 55,030,388 $765,288 15.2%)
27085 Gibson Volunteer Home Care, Inc 285 5/26/82 515,150,499 $3,673,507 24.2%
20055 Decatur  |Volunteer Homecare of West Tennessee 63 6/11/84 511,690,520 54,028,254 34.5%
24036 Fayette  |Where the Heart Is 612 8/10/05 52,344,460 $250,218 10.7%
79236 Shelby Willowbrook Visiting Nurse Association 244 5/12176 51,473,079 $0 0.0%
AREAWIDE TOTALS AND AVERAGES $291,763,488|  $100,408,886 34.4%

Source: TDH; 2015 Joint Annual Reports of Home Health Agencies
Note: Hemophilia Preferred Care is omitted because it was not operational in this period.
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Table Nine-B: 2015 TennCare Payor Mix of Home Health Agencies in the Project's Proposed Primary Service Area
BY AGENCY ID NUMBER
2015

TennCare

Health Agency Date Percent of

Statistics ID| County of License Agency 2015 Total 2015 TennCare | Total Gross

Number | Parent Office Home Health Agency Name Number Licensed Gross Revenues | Gross Revenues| Revenues
03025 Benton Tent Qual'i'ﬁ Homecare - Northwest 8 3114183 $6,359,471 $289,696 4.6%
09065 Carroll Baptist Memorial Home Care & Hospice 19 7/3/84 $851,909 S0 0.0%
19494 Davidson |Elk Valley Health Services Inc 42 7/17/84 $31,824,839 522,851,469 71.8%
19544 Davidson |Home Care Solutions, Inc (LHC HomeCare of TN) 56 9/7/88 $9,626,513 $0 0.0%|
20045 Decatur  |Tennessee Quality Homecare - Southwest 221 3/19/84 $5,030,388 $765,288 15.2%)
20055 Decatur  [Volunteer Homecare of West Tennessee 63 6/11/84 511,690,520 $4,028,254 34.5%
23035 Dyer Regional Home Care - Dyersburg 77 2/18/84 $3,388,915 579,413 2.3%|
24026 Fayette NHC Homecare 291 6/6/83 $2,280,789 $0 0.0%
24036 Fayette  [Where the Heart Is 612 8/10/05 $2,344,460 $250,218 10.7%
27025 Gibson NHC Homecare 85 217177 $3,599,719 $0 0.0%]
27085 Gibson Volunteer Home Care, Inc 285 5/26/82 $15,150,499 $3,673,507 24.2%
33103 Hamilton |Amedisys Home Health 113 7/1/81 $9,660,515 S0 0.0%
36025 Hardin Deaconess Homecare 290 2/11/83 $5,199,674 $56,683 1.1%
36035 Hardin Hardin Medical Center Home Health 137 12/20/93 $1,490,082 $0 0.0%
38015 Haywood |Careall Homecare Services 288 6/7/84 $9,728,281 57,188,871 73.9%
39035 Henderson [Regional Home Care - Lexington 139 2/1/84 52,824,090 $44,014 1.6%]
40075 Henry Henry County Medical Center Home Health 122 12/7/84 $1,084,043 $24,273 2.2%)
41034 Hickman |St. Thomas Home Health 125 6/1/84 $1,017,852 $116,400 11.4%
57055 Madison |Medical Center Home Health 174 7/1776 $4,852,062 $0 0.0%
57075 Madison  [Amedisys Home Health Care 177 5/2/84 $11,268,119 $0 0.0%|
57085 Madison  [Regional Home Care - Jackson 178 6/7/84 $1,699,355 $7,603 0.4%)
57095 Madison |Extendicare Home Health of West Tenr 120 6/18/84 $5,039,289 $0 0.0%]|
57165 Madison |F. C. of Tenr , Inc. (Intrepid) 175 9/26/84 $2,787,546 S0 0.0%
60024 Maury NHC Homecare 181 11/22/77 $12,903,737 S0 0.0%
60074 Maury Careall Homecare Services 194 2/9/84 $2,046,573 $691,843 33.8%
66035 Obion Extendicare Home Health of Western Tennessee 188 5/3/84 $1,059,757 $0 0.0%
79106 Shelby Meritan, Inc. (Senior Services Home Health) 237 7125177 $2,517,728 $361,846 14.4%
79136 Shelby Quality Home Health Svc (Elder Care/Extended HC) 224 12/3/81 $4,946,049 43,748,824 75.8%
79146 Shelby Amedisys Home Care 239 6/3/82 $3,379,165 $0 0.0%
79206 Shelby Family Home Health Agency 229 3/10/77 52,429,693 $708,945 29.2%|
79226 Shelby Intrepid USA Healthcare Services 214 8/25/83 $2,631,668 S0 0.0%
79236 Shelby Willowbrook Visiting Nurse Association 244 5/12/76 $1,473,079 S0 0.0%)
79246 Shelby Amedisys Home Health Care 215 4/24/84 $2,560,156 $0 0.0%|
79256 Shelby Americare Home Health Agency, Inc 216 1/24/84 $4,597,317 $82,434 1.8%
79276 Shelby Baptist Trinity Home Care 241 6/26/84 $8,819,896 $0 0.0%)
79316 Shelby Methodist Alliance Home Care 233 7/1/88 $7,676,244 $92,400 1.2%
79376 Shelby Homechoice Health Services 240 3/5/84 $9,939,690 $3,110,466 31.3%
79386 Shelby Amedisys Tennessee, LLC (Amedisys Home Health) 238 2/29/84 $5,994,682 $0 0.0%
79446 Shelby Baptist Trinity Home Care - Private Pay 242 9/6/83 $105,992 $0| 0.0%
79456 Shelby Accredo Health Group, Inc 347 5/9/97 50 $0 0.0%|
79466 Shelby Alere Women's and Children's Health LLC 459 12/21/98 $532,931 $187,059 35.1%
79486 Shelby Home Health Care of West Tenr , Inc 227 5/2184 $13,455,448 $9,408,321 69.9%
79496 Shelby Functional Independence Home Care, Inc 610 8/13/04 $16,088,606 $12,524,168 77.8%)
79506 Shelby No Place Like Home, Inc 611 7/1/05 $14,336,680 $13,511,680 94.2%
79526 Shelby Still Waters Home Health Agency 616 7/1/06 $410,000 40 0.0%|
79536 Shelby Maxim Healthcare Services, Inc. 618 10/9/07 $12,648,142 $11,875,369 93.9%
79546 Shelby Best Nurses, Inc. 621 7/1/08 $587,773 $34,944 5.9%|
79556 Shelby Coram/CVS Specialty Infusion Service 120 6/18/84 544,285 S0 0.0%|
92025 Weakley |Careall Homecare Services 276 6/16/83 $9,728,043 $4,694,898 48.3%)
96010 [Alcom Co, MS|Magnolia Regional Health Care Home Hospice 296 3/24/82 $1,911,049 S0 0.0%
96020 |Fulton Co, KY |Regional Home Care Parkway 297 2/18/84 $140,175 $0 0.0%
AREAWIDE TOTALS AND AVERAGES $291,763,488|  $100,408,886 34.4%

Source: TDH; 2015 Joint Annual Reports of Home Health Agencies

Note: Hemophilia Preferred Care Is omitted because it was not operational in this period,
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Table Nine-C: 2015 TennCare Payor Mix of Home Health Agencies in the Project's Proposed Service Area
RANKED BY TENNCARE PERCENT OF TOTAL AGENCY GROSS CHARGES

2015

TennCare

Health Agency Date Percent of

Statistics ID County of License Agency 2015 Total 2015 TennCare | Total Gross

Number | Parent Office Home Health Agency Name Number Licensed | | Gross Revenues|Gross Revenues| Revenues
[ 79506 Shelby __ |No Place Like Home, Inc 611 711105 514,336,680] 513,511,680 94.2%
79536 Shelby Maxim Healthcare Services, Inc. 618 10/9/07 $12,648,142 $11,875,369 93.9%
79496 Shelby Functional Independence Home Care, Inc 610 8/13/04 $16,088,606 $12,524,168 77.8%
79136 Shelby Quality Home Health Svc (Elder Care/Extended HC) 224 12/3/81 54,946,049 $3,748,824 75.8%
38015 Haywood |Careall Homecare Services 288 6/7/84 $9,728,281 $7,188,871 73.9%
19494 Davidson |Elk Valley Health Services Inc 42 7/17/84 $31,824,839 $22,851,469 71.8%
79486 Shelby Home Health Care of West Tennessee, Inc 227 5/2/84 $13,455,448 $9,408,321 69.9%
92025 Weakley |Careall Homecare Services 276 6/16/83 59,728,043 $4,694,898 48.3%
79466 Shelby Alere Women's and Children's Health LLC 459 12/21/98 $532,931 $187,059 35.1%
20055 Decatur  [Volunteer Homecare of West Tennessee 63 6/11/84 $11,690,520 $4,028,254 34.5%
60074 Maury Careall Homecare Services 194 2/9/84 52,046,573 $691,843 33.8%
79376 Shelby Homechoice Health Services 240 3/5/84 $9,939,690 $3,110,466 31.3%
79206 Shelby Family Home Health Agency 229 310177 52,429,693 $708,945 29.2%
27085 Gibson Volunteer Home Care, Inc 285 5/26/82 $15,150,499 $3,673,507 24.2%
20045 Decatur  |Tennessee Quality Homecare - Southwest 221 3/19/84 55,030,388 $765,288 15.2%
79106 Shelby Meritan, Inc. (Senior Services Home Health) 237 7125177 52,517,728 $361,846 14.4%
41034 Hickman |St. Thomas Home Health 125 6/1/84 51,017,852 $116,400 11.4%
24036 Fayette Where the Heart Is 612 8/10/05 52,344,460 $250,218 10.7%
79546 Shelby Best Nurses, Inc. 621 7/1/08 $587,773 $34,944 5.9%
03025 Benton Tennessee Quality Homecare - Northwest 8 3/14/83 56,359,471 $289,696 4.6%
23035 Dyer Regional Home Care - Dyersburg 77 2/18/84 $3,388,915 $79,413 2.3%
40075 Henry Henry County Medical Center Home Health 122 12/7/84 51,084,043 $24,273 2.2%
79256 Shelby Americare Home Health Agency, Inc 216 1/24/84 54,597,317 $82,434 1.8%
39035 Henderson |Regional Home Care - Lexington 139 2/1/84 $2,824,090 $44,014 1.6%
79316 Shelby Methodist Alliance Home Care 233 7/1/88 57,676,244 $92,400 1.2%
36025 Hardin Deaconess Homecare 290 2/11/83 $5,199,674 $56,683 1.1%
57085 Madison _ |Regional Home Care - Jackson 178 6/7184 $1,699,355 $7,603 0.4%
09065 Carroll Baptist Memorial Home Care & Hospice 19 7/3/84 $851,909 $0 0.0%
19544 Davidson |Home Care Solutions, Inc (LHC HomeCare of TN) 56 9/7/88 $9,626,513 $0 0.0%
24026 Fayette NHC Homecare 291 6/6/83 52,280,789 $0 0.0%
27025 Gibson NHC Homecare 85 207177 $3,599,719 $0 0.0%
33103 Hamilton  |Amedisys Home Health 113 71/81 59,660,515 S0 0.0%
36035 Hardin Hardin Medical Center Home Health 137 12/20/93 51,490,082 $0 0.0%
57055 Madison |Medical Center Home Health 174 71176 54,852,062 $0 0.0%
57075 Madison |Amedisys Home Health Care 177 5/2/84 511,268,119 $0 0.0%
57095 Madison |Extendicare Home Health of West Tennessee 120 6/18/84 55,039,289 $0 0.0%
57165 Madison  [F. C. of Tennessee, Inc. (Intrepid) 175 9/26/84 52,787,546 $0 0.0%
60024 Maury NHC Homecare 181 11/22/77 512,903,737 $0 0.0%
66035 Obion Extendicare Home Health of Western Tennessee 188 5/3/84 51,059,757 $0 0.0%
79146 Shelby Amedisys Home Care 239 6/3/82 $3,379,165 50 0.0%
79226 Shelby Intrepid USA Healthcare Services 214 8/25/83 52,631,668 $0 0.0%
79236 Shelby Willowbrook Visiting Nurse Association 244 5/12/76 $1,473,079 50 0.0%
79246 Shelby Amedisys Home Health Care 215 4/24/84 52,560,156 50 0.0%
79276 Shelby Baptist Trinity Home Care 241 6/26/84 58,819,896 $0 0.0%
79386 Shelby Amedisys Tennessee, LLC (Amedisys Home Health) 238 2/29/84 55,994,682 $0 0.0%
79446 Shelby Baptist Trinity Home Care - Private Pay 242 9/6/83 5105,992 $0 0.0%
79456 Shelby Accredo Health Group, Inc 347 5/9/97 S0 $0 0.0%
79526 Shelby Still Waters Home Health Agency 616 711106 $410,000 $0 0.0%
79556 Shelby Coram/CVS Specialty Infusion Service 120 6/18/84 $44,285 $0 0.0%,
96010 |Alcorn Co, MS|Magnolia Regional Health Care Home Hospice 296 3/24/82 $1,911,049 $0 0.0%
96020 | Fulton Co, KY |Regional Home Care Parkway 297 2/18/84 $140,175 S0 0.0%
AREAWIDE TOTALS AND AVERAGES $291,763,488 $100,408,886 34.4%

Source: TDH; 2015 loint Annual Reports of Home Health Agencies
Note: Hemophilia Preferred Care is omitted because it was not operational in this period.
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C(@M.6. PROVIDE APPLICABLE UTILIZATION AND/OR OCCUPANCY
STATISTICS FOR YOUR INSTITUTION FOR EACH OF THE PAST THREE (3)
YEARS AND THE PROJECTED ANNUAL UTILIZATION FOR EACH OF THE
TWO (2) 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.

Table Ten below shows AxelaCare management’s projected utilization in Years
One and Two. Patients were projected by reviewing Tennessee referrals. That was
increased to reflect the growth expected when physicians learn that AlexaCare has been
authorized to rapidly provide well-equipped and highly competent nursing and pharmacy
teams, as well as medications, to serve immune-compromised patients at any location in

West Tennessee.

Table Ten: Projected Utilization of AxelaCare Healthcare Solutions
CY2017 - CY2018

CY2017 CY2018
Patients 45 65
Visits 1,080 1,560

The number of visits required to serve immune globulin infusion patients vary
widely, depending on the physician’s direction as to dosage amount, rate of infusion,
spacing of infusions (daily, alternating days, weekly, etc.) and duration of treatment. For

CON purposes, AxelaCare used an average of 24 visits per patient per year.
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C(I)1. PROVIDE THE COST OF THE PROJECT BY COMPLETING THE
PROJECT COSTS CHART ON THE FOLLOWING PAGE. JUSTIFY THE
COST OF THE PROJECT.

o ALL PROJECTS SHOULD HAVE A PROJECT COST OF AT LEAST
$3,000 ON LINE F (MINIMUM CON FILING FEE). CON FILING FEE SHOULD
BE CALCULATED ON LINE D.

« THE COST OF ANY LEASE (BUILDING, LAND, AND/OR
EQUIPMENT) SHOULD BE BASED ON FAIR MARKET VALUE OR THE
TOTAL AMOUNT OF THE LEASE PAYMENTS OVER THE INITIAL TERM
OF THE LEASE, WHICHEVER IS GREATER. NOTE: THIS APPLIES TO ALL
EQUIPMENT LEASES INCLUDING BY PROCEDURE OR “PER CLICK”
ARRANGEMENTS. THE METHODOLOGY USED TO DETERMINE THE
TOTAL LEASE COST FOR A “PER CLICK” ARRANGEMENT MUST
INCLUDE, AT A MINIMUM, THE PROJECTED PROCEDURES, THE “PER
CLICK” RATE AND THE TERM OF THE LEASE.

« THE COST FOR FIXED AND MOVEABLE EQUIPMENT INCLUDES,
BUT IS NOT NECESSARILY LIMITED TO, MAINTENANCE AGREEMENTS
COVERING THE EXPECTED USEFUL LIFE OF THE EQUIPMENT;
FEDERAL, STATE, AND LOCAL TAXES AND OTHER GOVERNMENT
ASSESSMENTS; AND INSTALLATION CHARGES, EXCLUDING CAPITAL
EXPENDITURES FOR PHYSICAL PLANT RENOVATION OR IN-WALL
SHIELDING, WHICH SHOULD BE INCLUDED UNDER CONSTRUCTION
COSTS OR INCORPORATED IN A FACILITY LEASE.

« FOR PROJECTS THAT INCLUDE NEW CONSTRUCTION,
MODIFICATION, AND/OR RENOVATION; DOCUMENTATION MUST BE
PROVIDED FROM A CONTRACTOR AND/OR ARCHITECT THAT SUPPORT
THE ESTIMATED CONSTRUCTION COSTS.

Licensure of the project will require AxelaCare to establish a home office in the
agency’s service area. The leased space will consist of one 149-SF office in an Executive
Suite on that floor. It requires no new construction, modification or renovation. The only
actual capital cost of the project other than the CON filing fee of $3000 will be a minimal
expense for office furnishings and equipment for one nurse manager (line A8) and legal
and consulting fees (line A2). The latter estimate includes a contingency for legal

expenses in the event the project is opposed.

Line B.1 is the fair market value of the facility being leased, calculated in the two
alternative ways required by CON staff rules. The lease outlay was the larger of these

two alternative calculations and was used in the Project Cost Chart.
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Alternative Calculations

1. Lease Outlay Method
1 year first lease term X $969 per month = $11,628 outlay in first term

2. Pro Rata Fair Market Value Method

Value of land and building (current appraisal): $22,010,300 (See Attachments)

SF of building: 1,172,656 SF (See Attachments)
Area of leased space for this project: 149 SF (see lease document)
Calculation of FMV of space: 149 SF /1,172,656 SF X $22,010,300 =

$2,797 FMYV of leased space
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PROJECT COSTS CHART--AXELACARE WEST TENNESSEE
| V.1--4/12/16

Construction and equipment acquired by purchase:

WO NV RA®DN =

Architectural and Engineering Fees $

Legal, Administrative, Consultant Fees (Excl CON Filing Fee)
Acquisition of Site

Preparation of Site

Construction Cost

Contingency Fund

Fixed Equipment (Not included in Construction Contract)
Moveable Equipment (List all equipment over $50,000)
Other (Specify)

Acquisition by gift, donation, or lease:

o o O N

Facility (inclusive of building and land) Lease Outlay
Building only

Land only
Equipment (Specify)
Other (Specify)

Financing Costs and Fees:

ll

Interim Financing

Underwriting Costs
Reserve for One Year's Debt Service
Other (Specify)

Estimated Project Cost
(A+B+C)

CON Filing Fee

Total Estimated Project Cost (D+E) TOTAL $

Actual Capital Cost
Section B FMV
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50,000

5,00

O|O|O|0|0|0|0

11,628

o0|0|O

O|0|0|0

66,628

3,000

69,628

58,000
11,628



C(11).2. IDENTIFY THE FUNDING SOURCES FOR THIS PROJECT.

a. PLEASE CHECK THE APPLICABLE ITEM(S) BELOW AND BRIEFLY
SUMMARIZE HOW THE PROJECT WILL BE FINANCED.
(DOCUMENTATION FOR THE TYPE OF FUNDING MUST BE INSERTED AT
THE END OF THE APPLICATION, IN THE CORRECT ALPHANUMERIC
ORDER AND IDENTIFIED AS ATTACHMENT C, ECONOMIC FEASIBILITY--
2). \

A. Commercial Loan--Letter from lending institution or guarantor stating
favorable initial contact, proposed loan amount, expected interest rates, anticipated
term of the loan, and any restrictions or conditions;

B. Tax-Exempt Bonds--copy of preliminary resolution or a letter from the
issuing authority, stating favorable contact and a conditional agreement from an

underwriter or investment banker to proceed with the issuance;

C. General Obligation Bonds--Copy of resolution from issuing authority or
minutes from the appropriate meeting;

D. Grants--Notification of Intent form for grant application or notice of grant
award;

_x_E. Cash Reserves--Appropriate documentation from Chief Financial
Officer; or

F. Other--Identify and document funding from all sources.

The project will be funded/financed by the applicant’s parent company.

Documentation of financing is provided in Attachment C, Economic Feasibility--2.

C(II).3. DISCUSS AND DOCUMENT THE REASONABLENESS OF THE
PROPOSED PROJECT COSTS. IF APPLICABLE, COMPARE THE COST PER
SQUARE FOOT OF CONSTRUCTION TO SIMILAR PROJECTS RECENTLY
APPROVED BY THE HSDA.

Not applicable because the project does not require any kind of construction.
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C(II).4. COMPLETE HISTORICAL AND PROJECTED DATA CHARTS ON
THE FOLLOWING TWO PAGES--DO NOT MODIFY THE CHARTS
PROVIDED OR SUBMIT CHART SUBSTITUTIONS. HISTORICAL DATA
CHART REPRESENTS REVENUE AND EXPENSE INFORMATION FOR THE
LAST THREE (3) YEARS FOR WHICH COMPLETE DATA IS AVAILABLE
FOR THE INSTITUTION. PROJECTED DATA CHART REQUESTS
INFORMATION FOR THE TWO YEARS FOLLOWING COMPLETION OF
THIS PROPOSAL. PROJECTED DATA CHART SHOULD INCLUDE
REVENUE AND EXPENSE PROJECTIONS FOR THE PROPOSAL ONLY (LE.,
IF THE APPLICATION IS FOR ADDITIONAL BEDS, INCLUDE
ANTICIPATED REVENUE FROM THE PROPOSED BEDS ONLY, NOT FROM
ALL BEDS IN THE FACILITY).

See the following pages for these charts, with notes where applicable. The

applicant is not operational; so no Historic Data Chart is required.

Three Projected Data Charts have been submitted to provide clarification of how
the project is financially feasible. One chart is for the proposed home nursing operation
itself. The second chart is only for the AxelaCare operation in Lenexa, Kansas, that will
support the nursing service by supplying pharmaceutical products to be infused. The
third is the consolidated chart that reflects the full business income and expenses

involved in offering an integrated program.

The AxelaCare home health nursing service that is proposed in this application
will operate at a financial loss. But, the Kansas-based specialty pharmacy supporting the
service is already licensed and operating throughout Tennessee, and it will be profitable
enough to absorb those losses. There will be a positive margin when the two components

of the operation are viewed in combination.

This is analogous to a project to expand a hospital emergency room: the
expansion or the emergency room may operate at a loss when viewed in isolation.
However, its losses will be absorbed into the overall hospital operation, which will show

a positive operating margin with the new project open.
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PROJECTED DATA CHART-- AXELACARE WEST TENNESSEE
NURSING AND HOME OFFICE ONLY--PHARMACEUTICALS EXCLUDED

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

The fiscal year begins in January.

Cy 2017 CY 2018
PATIENTS 45 65
A.  Utilization Data VISITS 1,080 1,560
B.  Revenue from Services to Patients
1. Inpatient Services $ $
2 Outpatient Services-home health nursing visits 259,200 374,400
3.  Emergency Services
4 Other Operating Revenue (Specify) See notes page
Gross Operating Revenue $ 259,200 $ 374,400
C.  Deductions for Operating Revenue
1. Contractual Adjustments $ $
2.  Provision for Charity Care 5,184 7,488
3.  Provisions for Bad Debt 2,592 3,744
Total Deductions $ 7,776 $ 11,232
NET OPERATING REVENUE $ 251,424 $ 363,168
D. Operating Expenses
1.  Salaries and Wages $ 369,840 $ 483,605
2.  Physicians Salaries and Wages
3.  Supplies 12,571 18,158
4. Taxes
5. Depreciation
6. Rent 11,628 12,209
7. Interest, other than Capital
8. Management Fees
a. Fees to Affiliates
b. Fees to Non-Affiliates
9.  Other Expenses (Specify) See notes page 2,160 2,640
Dues, Utilities, Insurance, and Prop Taxes.
Total Operating Expenses  $ 396,199 $ 516,612
E.  Other Revenue (Expenses) -- Net (Specify) $ $
NET OPERATING INCOME (LOSS) $ (144,775) $ (153,444)
F.  Capital Expenditures
1. Retirement of Principal $ $
2. Interest
Total Capital Expenditures $ o 3 0
NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES $ (144,775) $ (153,444)
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PROJECTED DATA CHART-- AXELACARE WEST TENNESSEE
PHARMACEUTICALS ONLY (FROM REGIONAL PHARMACY IN LENEXA, KANSAS)

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

The fiscal year begins in January.

CY 2017 Cy 2018
PATIENTS 45 65
A.  Utilization Data VISITS 1,080 1,560
B. Revenue from Services to Patients
1.  Inpatient Services $ $
2 Outpatient Services 4,320,000 6,240,000
3. Emergency Services
4 Other Operating Revenue (Specify) See notes page
Gross Operating Revenue $ 4,320,000  $ 6,240,000
C. Deductions for Operating Revenue
1. Contractual Adjustments $ $
2. Provision for Charity Care 86,400 124,800
3.  Provisions for Bad Debt 43,200 62,400
Total Deductions $ 129,600 $ 187,200
NET OPERATING REVENUE $ 4,190,400 $ 6,052,800
D. Operating Expenses
1.  Salaries and Wages $ 333,500 $ 390,885
2.  Physicians Salaries and Wages 0 0
3. Supplies 2,514,240 3,631,680
4, Taxes 400,000 600,000
5. Depreciation 3,333 7,500
6. Rent 36,000 36,000
7. Interest, other than Capital
8. Management Fees
a. Fees to Affiliates
b. Fees to Non-Affiliates
9. Other Expenses (Specify) See notes page 33,600 48,000
Dues, Utilities, Insurance, and Prop Taxes.
Total Operating Expenses $ 3,320,673  $__ 4,714,065
E.  Other Revenue (Expenses) -- Net (Specify) $ $
NET OPERATING INCOME (LOSS) $ 869,727 $ 1,338,735
F.  Capital Expenditures 10% 10%
1.  Equipment $ 200,000 $ 250,000
2. Interest
Total Capital Expenditures $ 200,000 $ 250,000
NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES $ 669,727 $ 1,088,735
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PROJECTED DATA CHART-- AXELACARE WEST TENNESSEE

CONSOLIDATED OPERATIONS: NURSING, HOME OFFICE, & PHARMACEUTICALS

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

The fiscal year begins in January.

CY 2017 Cy 2018
PATIENTS 45 65
Utilization Data VISITS 1,080 1,560
B. Revenue from Services to Patients
1. Inpatient Services
2 Outpatient Services-home health nursing visits 4,579,200 6,614,400
3.  Emergency Services 0 0
4 Other Operating Revenue (Specify) See notes page 0 0
Gross Operating Revenue 4,579,200 6,614,400
C. Deductions for Operating Revenue
1. Contractual Adjustments 0 0
2. Provision for Charity Care 91,584 132,288
3.  Provisions for Bad Debt 45,792 66,144
Total Deductions 137,376 198,432
NET OPERATING REVENUE 4,441,824 6,415,968
D. Operating Expenses
1.  Salaries and Wages 703,340 874,490
2.  Physicians Salaries and Wages 0 0
3.  Supplies 2,526,811 3,649,838
4. Taxes 400,000 600,000
5. Depreciation 3,333 7,500
6. Rent 47,628 48,209
7. Interest, other than Capital 0 0
8. Management Fees
a. Fees to Affiliates 0 0
b. Fees to Non-Affiliates 0 0
9.  Other Expenses (Specify) See notes page 35,760 50,640
Dues, Utilities, Insurance, and Prop Taxes.
Total Operating Expenses 3,716,873 5,230,677
E. Other Revenue (Expenses) -- Net (Specify) 0 0
NET OPERATING INCOME (LOSS) 724,951 1,185,291
F.  Capital Expenditures
1.  Equipment 200,000 250,000
2. Interest 0 0
Total Capital Expenditures 200,000 250,000
NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES 524,951 935,291
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D9--OTHER EXPENSES

NURSING P&L
2017 2018
Postage 300 300
office phone 900 900
i-pad use fee 960 1440
2160 2640
PHARMACEUTICALS/SERVICES P&L
2017 2018
Postage 300 300
office phone 900 900
Pharma/Shipping 32400 46800
33600 48000
COMBINED
2017 2018
Postage 600 600
office phone 1800 1800
iPad Use Fee 960 1440
Pharma/Shipping 32400 46800
35760 50640
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C(II).5. PLEASE IDENTIFY THE PROJECT’S AVERAGE GROSS CHARGE,
AVERAGE DEDUCTION FROM OPERATING REVENUE, AND AVERAGE

NET CHARGE.

Table Eleven-A: Average Charges, Deductions, Net Charges, Net Operating Income
West Tennessee Nursing Operations Only

CY2017 CY2018

Patients 45 65
Visits 1,080 1,560
Average Expected Revenue Per Patient $5,760 $5,760
Average Expected Revenue Per Visit $240 $240
Average Deduction from Operating Revenue

| per Patient $173 $173
Average Deduction from Operating Revenue
per Visit $7 $7
Average Net Charge (Net Operating Revenue)
Per Patient $5,587 $5,587
Average Net Charge (Net Operating Revenue)
Per Visit $233 $233
Average Net Operating Income after Expenses,
Per Patient -$3.217 -$3,217
Average Net Operating Income after Expenses,
Per Visit -$134 -$134

Table Eleven-B: Average Charges, Deductions, Net Charges, Net Operating Income
Combined W. TN Nursing and Out of State Pharmaceutical Operations

CY2017 CY2018

Patients 45 65
Visits 1,080 1,560
Average Expected Revenue Per Patient $101,760 $101,760
Average Expected Revenue Per Visit $4,240 $4,240
Average Deduction from Operating Revenue
per Patient $3,053 $3,053
Average Deduction from Operating Revenue
per Visit $127 $127
Average Net Charge (Net Operating Revenue)
Per Patient $98,707 $98,707
Average Net Charge (Net Operating Revenue)
Per Visit $4,113 $4,113
Average Net Operating Income after Expenses,
Per Patient $16,110 $18,235
Average Net Operating Income after Expenses,

| Per Visit $671 $760
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C(1).6.A. PLEASE PROVIDE THE CURRENT AND PROPOSED CHARGE
SCHEDULES FOR THE PROPOSAL. DISCUSS ANY ADJUSTMENT TO
CURRENT CHARGES THAT WILL RESULT FROM THE IMPLEMENTATION
OF THE PROPOSAL. ADDITIONALLY, DESCRIBE THE ANTICIPATED
REVENUE FROM THE PROPOSED PROJECT AND THE IMPACT ON
EXISTING PATIENT CHARGES.

There are no current charges because the home nursing service is proposed, not
operational. There are no current charges to be impacted or adjusted as a result of this

project.

AxelaCare negotiates a separate pricing structure with every insurer. Negotiated
rates vary. They are proprietary and confidential. The insurers are billed only the
negotiated amount. AxelaCare does not record or bill a “gross charge” that is discounted
by “contractual adjustments” to yield “net revenue”. The revenue figures shown in
Section B of the Projected Data Charts are the billed or “expected” revenues, i.e., the
projected receipts based on pre-negotiated reimbursement contracts, before deductions

for charity and bad debt.

The table below (repeated from a prior section of the application) shows the
average expected charge/revenue data per patient and per visit for AxelaCare’s nursing
services (home office and field staff) in West Tennessee. That is what AxelaCare is

applying to add to its ongoing pharmaceutical distributions in Tennessee.

Table Three (Repeated): AxelaCare Healthcare Solutions, West Tennessee
Nursing and Home Office (Excluding Pharmaceuticals)

Year One--CY2017 Year Two-CY2018
Expected Nursing Revenue $259,200 $374,400
Visits 1,080 visits 1,560 visits
Expected Average Revenue/Visit $240 $240
Patients (Cases) 45 65
Expected Average Revenue/Patient $5,760 $5,750
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C(I).6.B. COMPARE THE PROPOSED CHARGES TO THOSE OF SIMILAR
FACILITIES IN THE SERVICE AREA/ADJOINING SERVICE AREAS, OR TO
PROPOSED CHARGES OF PROJECTS RECENTLY APPROVED BY THE
HSDA. IF APPLICABLE, COMPARE THE PROJECTED CHARGES OF THE
PROJECT TO THE CURRENT MEDICARE ALLOWABLE FEE SCHEDULE
BY COMMON PROCEDURE TERMINOLOGY (CPT) CODE(S).

Although the applicant will not participate in Medicare for nursing services,
Medicare pays for a 60-day episode of care at rates that vary by region and State. The

approximate reimbursement of more than four visits is estimated by AxelaCare at $2400.

The only specialty infusion-specific charge data identified by the applicant in
recently approved CON projects are in CN1406-018, approved for Coram/CVS Specialty
Infusion Services two years ago, in June 2014. Coram projected average charges for its
West Tennessee “specialty infusion patient” at $290-$348 (see page 87 of Coram CON
application). In comparison, the average expected revenue per visit projected by
AxelaCare for this project in 2017 is $240 for the nursing component. This is consistent

with the Coram projections.

CdN.7. DISCUSS HOW PROJECTED UTILIZATION RATES WILL BE
SUFFICIENT TO MAINTAIN COST-EFFECTIVENESS.

Cost-effectiveness is demonstrated by the positive operating margin of the
Projected Data Chart for the consolidated Nursing and Pharmaceutical components of the
home health project. The Pharmaceutical operations attributable to the project will

absorb losses projected by the Nursing operations of the project.

C(IN).8. DISCUSS HOW FINANCIAL VIABILITY WILL BE ENSURED WITHIN
TWO YEARS; AND DEMONSTRATE THE AVAILABILITY OF SUFFICIENT
CASH FLOW UNTIL FINANCIAL VIABILITY IS MAINTAINED.

The consolidated Nursing and Pharmaceutical Projected Data Chart demonstrates

a positive cash flow beginning in Year One of the project.
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C(D).9. 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.
IN ADDITION, REPORT THE ESTIMATED DOLLAR AMOUNT OF REVENUE
AND PERCENTAGE OF TOTAL PROJECT REVENUE ANTICIPATED FROM
EACH OF TENNCARE, MEDICARE, OR OTHER STATE AND FEDERAL
SOURCES FOR THE PROPOSAL’S FIRST YEAR OF OPERATION.

The anticipated payor mix for home care nursing services is 98% commercial

(including Blue Cross and Medicare replacement plans), and 2% charity.

Year One expected revenue will be $259,200. Commercial payor mix at 98% will
be $254,016. Charity care at 2% will be $5,184.

C(D0).10. PROVIDE COPIES OF THE BALANCE SHEET AND INCOME
STATEMENT FROM THE MOST RECENT REPORTING PERIOD OF THE
INSTITUTION, AND THE MOST RECENT AUDITED FINANCIAL
STATEMENTS WITH ACCOMPANYING NOTES, IF APPLICABLE. FOR
NEW PROJECTS, PROVIDE FINANCIAL INFORMATION FOR THE
CORPORATION, PARTNERSHIP, OR PRINCIPAL PARTIES INVOLVED
WITH THE PROJECT. COPIES MUST BE INSERTED AT THE END OF THE
APPLICATION, IN THE CORRECT ALPHANUMERIC ORDER AND
LABELED AS ATTACHMENT C, ECONOMIC FEASIBILITY--10.

These are provided for AxelaCare’s parent company, in Attachment C, Economic

Feasibility--10.
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C(@D11. DESCRIBE ALL ALTERNATIVES TO THIS PROJECT WHICH WERE
CONSIDERED AND DISCUSS THE ADVANTAGES AND DISADVANTAGES
OF EACH ALTERNATIVE, INCLUDING BUT NOT LIMITED TO:

A. A DISCUSSSION REGARDING THE AVAILABILITY OF LESS COSTLY,
MORE EFFECTIVE, AND/OR MORE EFFICIENT ALTERNATIVE METHODS
OF PROVIDING THE BENEFITS INTENDED BY THE PROPOSAL. IF
DEVELOPMENT OF SUCH ALTERNATIVES IS NOT PRACTICABLE, THE
APPLICANT SHOULD JUSTIFY WHY NOT, INCLUDING REASONS AS TO
WHY THEY WERE REJECTED.

B. THE APPLICANT SHOULD DOCUMENT THAT CONSIDERATION HAS
BEEN GIVEN TO ALTERNATIVES TO NEW CONSTRUCTION, E.G.,
MODERNIZATION OR SHARING ARRANGEMENTS. IT SHOULD BE
DOCUMENTED THAT SUPERIOR ALTERNATIVES HAVE BEEN
IMPLEMENTED TO THE MAXIMUM EXTENT PRACTICABLE.

Continuation of the status quo was rejected for reasons discussed at length
throughout the application. Current patient care problems that need to be resolved

include:

» Difficulties in finding agencies that are immediately staffed and ready to start patient

infusions at home and are willing to provide care for sessions longer than 2 hours;

+ Less than desirable results in training other agency’s staff in the consistent and
effective use of AxelaCare’s handheld CareExchange technology, which is an optimal
tool for ensuring complete, accurate, usable and real-time availability of patient clinical

data to the team pharmacist and referring physician.
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C(1I).1. LIST ALL EXISTING HEALTH CARE PROVIDERS (LE.,
HOSPITALS, NURSING HOMES, HOME CARE ORGANIZATIONS, ETC.)
MANAGED CARE ORGANIZATIONS, ALLIANCES, AND/OR NETWORKS
WITH WHICH THE APPLICANT CURRENTLY HAS OR PLANS TO HAVE
CONTRACTUAL AND/OR WORKING RELATIONSHIPS, E.G., TRANSFER
AGREEMENTS, CONTRACTUAL AGREEMENTS FOR HEALTH SERVICES.

AxelaCare has, and expects to develop, referral and working relationships with a
large number of hospitals, specialty medical practices and home heaith agencies in the

Memphis area and the Jackson area.
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C(II1).2. DESCRIBE THE POSITIVE AND/OR NEGATIVE EFFECTS OF THE
PROPOSAL ON THE HEALTH CARE SYSTEM. PLEASE BE SURE TO
DISCUSS ANY INSTANCES OF DUPLICATION OR COMPETITION ARISING
FROM YOUR PROPOSAL, INCLUDING A DESCRIPTION OF THE EFFECT
THE PROPOSAL WILL HAVE ON THE UTILIZATION RATES OF EXISTING
PROVIDERS IN THE SERVICE AREA OF THE PROJECT.

The applicant believes that the benefits of this project far outweigh the minuscule
utilization impact that 65 AxelaCare home nursing patients would have on the overall
array of 52 agencies serving West Tennessee. First, the AxelaCare patient volume is less
than two-tenths of one percent of the 39,026 patients served by the agencies in this area
last year. Second, at its current two-year rate of increase the agencies’ caseloads in this
area will increase by 3,092 patients by Year Two of the AxelaCare project. That should

offset any conceivable adverse impact on existing agencies as a group.

On the positive side, the project has clear patient benefits for the health system.
The project will encourage movement of IVIG infusion patients out of costlier and less
convenient settings, where they now have to go in order to get a timely start of dosing for
their disorders. It will manage their conditions with specialty-trained infusion nurses,
using state-of-the-art information technology that enhances real-time communication
between the care team and the patient’s physician. The unique CareExchange technology
also helps compile ever-larger databases that are usable for ongoing research to improve

the effectiveness of these complex and evolving medications and their administration.
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C11).3. PROVIDE THE CURRENT AND/OR ANTICIPATED STAFFING
PATTERN FOR ALL EMPLOYEES PROVIDING PATIENT CARE FOR THE
PROJECT. THIS CAN BE REPORTED USING FTE’S FOR THESE
POSITIONS. IN ADDITION, PLEASE COMPARE THE CLINICAL STAFF
SALARIES IN THE PROPOSAL TO PREVAILING WAGE PATTERNS IN THE
SERVICE AREA AS PUBLISHED BY THE TENNESSEE DEPARTMENT OF
LABOR & WORKFORCE DEVELOPMENT AND/OR OTHER DOCUMENTED
SOURCES.

RN’s, and in particular infusion RN’s, are the project’s only clinical staff. Table
Twelve below shows the Department of Labor and Workforce Development’s 2015

occupational wage salary survey information for registered nurses.

Table Twelve: TDOL Surveyed Average Salaries for the Region

Position Entry Level Mean Median Experienced

RN $45,906 $59,308 $58.872 $66,019

Source: TDLWD Occupational Wages Surveys, 2013.

Please see the following page for Table Thirteen, which projects the project’s
required FTE’s and salary ranges. The project will require the employment and
deployment of only 6 FTE’s in the nursing component of care (The pharmaceutical
component based in Lexena, Kansas will not require additional staff to supply

medications to the proposed nursing agency).
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C(III).4. DISCUSS THE AVAILABILITY OF AND ACCESSIBILITY TO
HUMAN RESOURCES REQUIRED BY THE PROPOSAL, INCLUDING
ADEQUATE PROFESSIONAL STAFF, AS PER THE DEPARTMENT OF
HEALTH, THE DEPARTMENT OF MENTAL HEALTH AND
DEVELOPMENTAL DISABILITIES, AND/OR THE DIVISION OF MENTAL
RETARDATION SERVICES LICENSING REQUIREMENTS.

AxelaCare Health Solutions, LLC is familiar with State requirements for staffing
a licensed home health agency. The small number of skilled RN’s (4 FTE’s) that are
needed to operate the project are readily available through AxelaCare’s corporate

recruiting resources.

C(II).5. VERIFY THAT THE APPLICANT HAS REVIEWED AND
UNDERSTANDS THE LICENSING CERTIFICATION AS REQUIRED BY THE
STATE OF TENNESSEE FOR MEDICAL/CLINICAL STAFF. THESE
INCLUDE, WITHOUT LIMITATION, REGULATIONS CONCERNING
PHYSICIAN SUPERVISION, CREDENTIALING, ADMISSIONS PRIVILEGES,
QUALITY ASSURANCE POLICIES AND PROGRAMS, UTILIZATION
REVIEW PPOLICIES AND PROGRAMS, RECORD KEEPING, AND STAFF
EDUCATION.

The applicant so verifies.

C(I1I).6. DISCUSS YOUR HEALTH CARE INSTITUTION’S PARTICIPATION
IN THE TRAINING OF STUDENTS IN THE AREAS OF MEDICINE, NURSING,
SOCIAL WORK, ETC. (LE., INTERNSHIPS, RESIDENCIES, ETC.).

The applicant has no plans at this time to participate in training programs.



C(III).7(a). @ PLEASE VERIFY, AS APPLICABLE, THAT THE APPLICANT
HAS REVIEWED AND UNDERSTANDS THE LICENSURE REQUIREMENTS
OF THE DEPARTMENT OF HEALTH, THE DEPARTMENT OF MENTAL
HEALTH AND DEVELOPMENTAL DISABILITIES, THE DIVISION OF
MENTAL RETARDATION SERVICES, AND/OR ANY APPLICABLE
MEDICARE REQUIREMENTS.

The applicant so verifies.

C(II).7(b). PROVIDE THE NAME OF THE ENTITY FROM WHICH THE
APPLICANT HAS RECEIVED OR WILL RECEIVE LICENSURE,
CERTIFICATION, AND/OR ACCREDITATION

LICENSURE: The applicant will seek a limited home health agency license
from the Board for Licensure of Healthcare Facilities, Tennessee Department of Health
(TDH). The applicant’s Specialty Pharmacy already holds a Tennesse non-resident

pharmacy license and its associated Sterile Compounding License (granted by TDH).

CERTIFICATION: The applicant will not seek Medicare or TennCare

certification.

ACCREDITATION: AxelaCare is Joint Commission accredited nationally
and holds the Joint Commission’s Gold Seal of Approval. AxelaCare’s Specialty
Pharmacy Program is also accredited by URAC (originally named the “Utilization

Review Accreditation Program”).

C(II).7(c). IF AN EXISTING INSTITUTION, PLEASE DESCRIBE THE
CURRENT STANDING WITH ANY LICENSING, CERTIFYING, OR
ACCREDITING AGENCY OR AGENCY.

AxelaCare’s Lexena, Kansas Specialty Pharmacy and Sterile Compounding

Licenses are in good standing.
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C(I1I).7(d). FOR EXISTING LICENSED PROVIDERS, DOCUMENT THAT ALL
DEFICIENCIES (IF ANY) CITED IN THE LAST LICENSURE
CERTIFICATION AND INSPECTION HAVE BEEN ADDRESSED THROUGH
AN APPROVED PLAN OF CORRECTION. PLEASE INCLUDE A COPY OF
THE MOST RECENT LICENSURE/CERTIFICATION INSPECTION WITH AN
APPROVED PLAN OF CORRECTION.

Please see the Attachments for copies of the applicant’s licenses and most recent

surveys and approved plans of correction.

C(II)8. DOCUMENT AND EXPLAIN ANY FINAL ORDERS OR JUDGMENTS
ENTERED IN ANY STATE OR COUNTRY BY A LICENSING AGENCY OR
COURT AGAINST PROFESSIONAL LICENSES HELD BY THE APPLICANT
OR ANY ENTITIES OR PERSONS WITH MORE THAN A 5% OWNERSHIP
INTEREST IN THE APPLICANT. SUCH INFORMATION IS TO BE
PROVIDED FOR LICENSES REGARDLESS OF WHETHER SUCH LICENSE IS
CURRENTLY HELD.

None have been identified.

C(II)9. IDENTIFY AND EXPLAIN ANY FINAL CIVIL OR CRIMINAL
JUDGMENTS FOR FRAUD OR THEFT AGAINST ANY PERSON OR ENTITY
WITH MORE THAN A 5% OWNERSHIP INTEREST IN THE PROJECT.

None have been identified.

C{dIN10. IF THE PROPOSAL IS APPROVED, PLEASE DISCUSS WHETHER
THE APPLICANT WILL PROVIDE THE THSDA AND/OR THE REVIEWING
AGENCY INFORMATION CONCERNING THE NUMBER OF PATIENTS
TREATED, THE NUMBER AND TYPE OF PROCEDURES PERFORMED, AND
OTHER DATA AS REQUIRED.

Yes. The applicant will provide the requested data consistent with Federal

HIPAA requirements.
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PROOF OF PUBLICATION

To be provided under separate cover during the Supplemental Responses cycle.

DEVELOPMENT SCHEDULE

1. PLEASE COMPLETE THE PROJECT COMPLETION FORECAST CHART
ON THE NEXT PAGE. IF THE PROJECT WILL BE COMPLETED IN
MULTIPLE PHASES, PLEASE IDENTIFY THE ANTICIPATED COMPLETION
DATE FOR EACH PHASE.

The Project Completion Forecast Chart is provided after this page.

2. IF THE RESPONSE TO THE PRECEDING QUESTION INDICATES THAT
THE APPLICANT DOES NOT ANTICIPATE COMPLETING THE PROJECT
WITHIN THE PERIOD OF VALIDITY AS DEFINED IN THE PRECEDING
PARAGRAPH, PLEASE STATE BELOW ANY REQUEST FOR AN EXTENDED
SCHEDULE AND DOCUMENT THE “GOOD CAUSE” FOR SUCH AN
EXTENSION.

Not applicable. The applicant anticipates completing the project within the
period of validity.
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PROJECT COMPLETION FORECAST CHART

Enter the Agency projected Initial Decision Date, as published in Rule 68-11-1609(c):
September 28, 2016
Assuming the CON decision becomes the final Agency action on that date, indicate the

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

DAYS Anticipated Date
PHASE REQUIRED (MONTH /YEAR)

[y

Architectural & engineering contract signed

Construction documents approved by TDH

Construction contract signed

Building permit secured

Site preparation completed

Building construction commenced

Construction 40% complete

Construction 80% complete

ol o N ol L | W

Construction 100% complete

10. * Issuance of license 93 12-30-16

11. *Initiation of service 111 1-1-17

12. Final architectural certification of payment

13. Final Project Report Form (HF0055)

* For projects that do NOT involve construction or renovation: please complete
items 10-11 only.

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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INDEX OF ATTACHMENTS
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A.4--Ownership
Legal Entity and Organization Chart



AxelaCare Health Solutions, LLC
Lenexa, KS

has been Accredited by

The Joint Commission

Which has surveyed this organization and found it to meet the requirements for the

Home Care Accreditation Program

April 18, 2015

Accreditation is customarily valid for up to 36 months,

Rebecéd 1. Patchin, MDD Print/Reprint Date: 08/03/2015 Mark R. Chassin, MD, FACP, MPP, MPH
Chair, Board of Commissioners President

“I'he Joint Commission is an independent, not-for-profit national body that oversees the safety and quality of health care and
other services provided in aceredited organizations. Information about aceredited organizations may be provided directly to
The Joint Commission at 1-800-994-6610. Information regarding accreditation and the accreditation performance of
individual organizations can be obtained through The Joint Comm ission's web site at www jointcommission.org.

A

S s P
8

T

i (i g}'

bt




TeﬁnQSSéée BUSINESS SERVICES CHARITABLE BLECTIONS PORUICATIONS LIBFARY & ARTHIVESR GONYALT LIS
Becretary
of State

Tre Hargett

Business Services Online > Find and Update a Business Record

Business Information Search

As of April 06, 2016 we have processed all corporate filings received in our office through March 31, 2016 and all annual reports received in our office
through March 31, 2016.

Click on the underlined control number of the entity in the search results list to proceed to the detail page. From the detail page you can verify the entity displayed is correct (review addresses and business details)
and select from the avallable entity actlons - file an annual report, obtain a certificate of existence, file an amendment, etc.

Sgarchy 12 Gl 2
Search Name: |AxelaCare - | = Starts With .- Contains
Control #: N ) )
Active Entities Only: [ search ]
Control # Entity Type Name Name Type Name Status Entity Filing Date Entity Status
AxelaCare Health Solutions, LLC R
558 . . "
000842223 LLC DELAWARE Entity Active 04/04/2016 Active
AXELACARE INTERMEDIATE HOLDINGS, LLC .
— . .
iRy LLC DELAWARE Entity Active 08/02/2016 Active
f20t2

Information about individual business entities can be queried, viewed and printed using this search tool for free.

If you want to get an electronic file of all business entities in the database,
the full database can be downloaded for a fee by Cliking Hara.

Cliek Hars for information on the Business Services Online Search logic.

Division of Business Services
312 Rosa L. Parks Avenue. Snodgrass Tower, 6th
Floor
2, THEG7243

OS.CORPINFO@.gov

@15} 74 1-6488 | TNSOS, CEHT@tnugoy

MNashdl F Lions (815) 7410586 TTNSOS MVTL@IN gov
¥ i §

G16-741-22086

N

CTNSOSUGGE N gov

Ayitient

THNGOSWCE

Loy

Anos
118) 7411790 | TNSOS ATB@n.gov

31 TNSOSATSRngov

s

GUR MISSION CUBTOMER SUPPORT DIVIGIONS LINKS

Contact Us Adrainistrativa Hoatings Ternesges

n Finanns

FSEA Visitor i

mannotatsd

DEPARTMENT
INFORMATION

NASS

vl State Covpstioiler

Aol the B Ginie Transursr

rofary of &

cords Maragr



L Reger
For Office Use Only
Business Services Division
Tre Hargett, Secretary of State
State of Tennessee

312 Rosa L. Parks AVE, 6th FL.

Nashville, TN 37243-1102
(615) 741-2286

Filing Fee: $50.00 per member
(minimum fee = $300, maximum fee = $3,000)

To The Secretary of the State of Tennessee:
Pursuant to the provisions of T.C.A. §48-249-804 of the Tennessee Revised Limited Liability Company Act, the undersigned hereby
applies for a certificate of authority to transact business in the State of Tennessee, and for that purpose sets forth:

1. The name of the Limited Liabilty Company is; AxelaCare Health Solutions, LLC
If different, the name under which the certificate of authority is to be obtained is:

NOTE: The Secretary of State of the State of Tennessee may not issue a certificate of authority to a foreign Limited Liability Company
if its name doss not comply with the requirements of T.C.A, §48-249-106 of the Tennessee Revised Limited Liability Company Act. If
obtaining a certificate of authority under an assumed Limited Liability Company name, an application must be filed pursuant to T.C.A.
§48-249-106(d).

2. The state or country under whose law it is fonmed is: Delaware

and the date of its formation is: 05,05 ,2008 ., the date it commenced doing business in Tennessee Is: ____¢ ! 3
Month  Day Yoor Month  Dey Your

NOTE: Additional filing fees and proof of tax clearance confirming good standing may apply if the Limited Liability Company
commenced doing business in Tennessee prior to the approval of this application. See T.C.A. §48-249-913(d) and T.C.A,
§48-248-905(c)

3. This company has the additionat designation of:

4. The name and complete address of its registered agent and office located in the state of Tennessee is:
Name: Corporation Service Company

Address: 2908 Poston Avenue
City: Nashville State: TN 7Ip Code: 37203 County: Davidson

5. Fiscal Year Close Month: December

6. If the document is not to be effective upon filing by the Secretary of State, the delayed effective date and time is: (Not to exceed 80 days)

Effective Date: / / Time:
Month Day Year

7. The LLC willbe:  [X] Member Managed [ _]Manager Managed [ ]Director Managed []Board Managed [JOther

8. Number of Members at the date of filing: 1

9. Pericd of Duration: [X] Perpetual ] other ! !
Month  Day Year

10. The complete address of its principal executive office is:
Address: 15529 College Boulevard

City: Lenexa state: KS Zip Code: 66219

Rev. 1012 RDA 2458




Business Services Division

Tre Hargett, Secretary of State
State of Tennessee
312 Rosa L., Parks AVE, 6th Fl.
Nashville, TN 37243-1102
(615) 741-2286

Filing Fee: $50.00 per member
(minimum fee = $300, maximum fee = $3,000)

The name of the Limited Liability Company is; AxelaCare Health Solutions, LLC

11, The complete mailing address of the entity (if different from the principal office} is:
Address:

City: State: Zip Code:

12. Non-Profit LLC {required only if the Additional Deslgnation of “Non-Profit LLC" is entered in section 3.)
] | certify that this entity is a Non-Profit LLC whose sole member s a nonprofit corporation, foreign or domestic, incorporated
under or subject to the provisions of the Tennessee Nonprofit Corporation Act and who is exempt from franchise end excise
tax as not-for-profit as defined in T.C.A. §67-4-2004. The business is disregarded as an antity for federal income tax purposes.

13. Professional LLC (required only if the Additional Designation of ‘Professicnal LLC" is entered in section 3.)
1 | certify that this PLLC has one or more qualified persons as members and no disgjualified persons as membesrs or holders.
[ 1 certify that this entity meets the requirement of T.C.A. §48-249-1123(b)}(3)
Licensed Profession:

14, Series LLC (required only if the Additional Designation of “Series LLC" is entered in section.3.)
[ 1 certify that this entity meets the requirements of T.C.A. §48-249-309(1)

If the provisions of T.C.A. §48-249-309(i) (relating to foreign series LLCs) apply, then the information required by that section
should be attached as part of this document.

15, Obligated Member Entity (list of obligated members and signatures must be attached)
[ This entity will be registered as an Obligated Member Entity (OME)  Effactive Date: ! i
Manth  Day Year
1 understand that by statute: THE EXECUTION AND FILING OF THIS DOCUMENT WILL CAUSE THE MEMBER(S) TO BE

PERSONALLY LIABLE FOR THE DEBTS, OBLIGATIONS AND LIABILITIES FOR THE LIMITED LIABILITY COMPANY TO
THE SAME EXTENT AS A GENERAL PARTNER OF A GENERAL PARTNERSHIP. CONSULT AN ATTORNEY.

16. Other Provisions:

/
3/31|20\w Jﬂ%%
Signature Date Sighature
Member ey
Signer's Capacity (if other than individual capacity) Name (printed or typed)
Rev. 10/12

RDA 2458




STATE OF TENNESSEE
Tre Hargett, Secretary of State

Division of Business Services

William R. Snodgrass Tower
312 Rosa L. Parks AVE, 6th FL
Nashville, TN 37243-1102

AxelaCare Health Solutions, LLC April 4, 2016
15529 COLLEGE BLVD
LENEXA, KS 66219-1351

Filing Acknowledgment
Please review the filing information below and notify our office immediately of any discrepancies.

SOS Control #: 000842223 Formation Locale: DELAWARE
Filing Type: Limited Liability Company - Foreign Date Formed: 05/05/2008
Filing Date: 04/04/2016 10:16 AM Fiscal Year Close: 12
Status: Active Annual Report Due: 04/01/2017
Duration Term: Perpetual image #: B0230-0234
Managed By: Member Managed

Document Receipt
Receipt # : 002615601 Filing Fee: $300.00
Payment-Check/MO - CFS-1, NASHVILLE, TN $300.00
Registered Agent Address: Principal Address:
CORPORATION SERVICE COMPANY 15529 COLLEGE BLVD
2908 POSTON AVE LENEXA, KS 66219-1351

NASHVILLE, TN 37203-1312

Congratulations on the successful filing of your Application for Certificate of Authority for AxelaCare Health
Solutions, LLC in the State of Tennessee which is effective on the date shown above. Please visit the Tennessee
Department of Revenue website (apps.tn.gov/bizreg) to determine your online tax registration requirements. If you
need to obtain a Certificate of Existence for this entity, you can request, pay for, and recieve it from our website.

You must file an Annual Report with this office on or before the Annual Report Due Date noted above and maintain a
Registered Office and Registered Agent. Failure to do so will subject the business to Administrative

Dissolution/Revocation.

Tre Hargett
Processed By: Jeff Cook Secretary of State

Phone (615) 741-2286 * Fax (615) 741-7310 * Website: http://tnbear.tn.gov/



Delaware

The First State

I, JEFFREY W. BULLOCK, SECRETARY OF STATE OF THE STATE OF
DELAWARE, DO HEREBY CERTIFY "AXELACARE HEALTH SOLUTIONS, LLC" IS
DULY FORMED UNDER THE LAWS OF THE STATE OF DELAWARE AND IS IN GOOD
STANDING AND HAS A LEGAL, EXISTENCE SO FAR AS THE RECORDS OF THIS
OFFICE SHOW, AS OF THE FIRST DAY OF APRIL, A.D. 2016.

AND I DO HEREBY FURTHER CERTIFY THAT THE SAID "AXELACARE HEALTH
SOLUTIONS, LLC” WAS FORMED ON THE FIFTH DAY OF MAY, A.D. 2008.

AND I DO HEREBY FURTHER CERTIFY THAT THE ANNUAL TAXES HAVE BEEN

PAID TO DATE.

4543052 8300

SR# 20162024445
You may verify this certificate online at corp.delaware.gov/authver.shtml

Authentication: 202079807
Date: 04-01-16
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Health Care Facilities

Licensed Facilities

Last Updated: 4/15/2016 1:40:11 AM

For more information, please contact:
Health Care Facilities: (615)741-7221 or 1-888-310-4650

Current Listings:

Type = Manufacturer/Wholesaler/Distributor County = All Name = AxelaCare

Total Facilties:1

ill.
AXELACARE HEALTH
SOLUTIONS LLC

15529 COLLEGE BLVD.

Lenexa , KS 66215
Attn: TIM WILSON
(877) 342-9352
Rank:

Click here to return to the search page

Administrator:
Owner Information:

Facility License

Number: 00003281

Status: Licensed

Date of Last Survey:
Accreditation Expires:

Date of Original

Licensure: 07/20/2010

Date of Expiration: 03/31/2017



P L A W LY
e x L.',‘ it b LA

l’l 352

STATE OF. TENNESSEE
' DEPARTMENT OF

HEALTH ; 4]

N)R 13 l“ﬁ D NUMBER: 0000004637
EIWED
REC’ EXPIRATION DATE: 03f31/2017
This isto’ mmfy.'hﬂ all requirements of the State of Tennessee have been met.
PHARMACY BOARD
PHARMACY

AXELACARE HEALTH SOLUTIONS, LLC

| OIREETOR, FEALTH RELATED SOANDS |

AXELACARE HEALTH SOLUTIONS, LLC
15529 COLLEGE BLVD.
LENEXA KS 66219-1351

'?ﬂf9544722

41352

TENNESSEE BOARv OF PHARMACV
PHARMACY
AXELACARE HEALTH SOLUTIONS, LLC
15529 COLLEGE BLYUD.
LENEXA KS 66219

%wé%&lﬁwﬂ%&@%ﬁ%ﬁ
fave deen mel.

1D NUMBER: 0000004537 _
i 03/31/201?

CONTROLLED SUBSTANCE REGISTRATION

DCF171



RECEIVED /™ 07 2086

STATE OF TENNESSEE
DEPARTMENT OF HEALTH
DIVISION OF HEALTH LICENSURE AND REGULATION
OFFICE OF HEALTH RELATED BOARDS
665 Mainstream Drive
Nashville, TN 37243
tennessee.gov/health

TENNESSEE BOARD OF PHARMACY
(615) 741-2718 or Fax (615) 741-2722

March 31, 2015

AxelaCare Health Solutions, LLC

15529 College Blvd.

Lenexa, KS 66219

RE: STERILE COMPOUNDING MODIFIER

To Whom It May Concern:

This letter certifies that AxelaCare Health Solutions, LLC is qualified to engage in the practices of

sterile compounding under Tennessee rules and regulations. This qualification is specific to the
following facility:

LICENSE TYPE: Pharmacy
ADDRESS: 15529 College Blvd.

Lenexa, KS 66219
LICENSE NUMBER: 4637

COMMENTS: Please keep a copy of this letter on file at your facility. Once the board has completed
implementation of the sterile compounding modifier, an updated license will be mailed to the address on
record.

Sincerely,

Ailene Lynn
Administrative Assistant 1
Tennessee Board of Pharmacy




UnitedHealth Group Incorporated
EIN: 41-1321939
100 % Owner of United HealthCare
Services, Inc.
9900 Bren Road, East, Minnetonka, MN
55343-9664

United HealthCare Services, Inc.
EIN: 41-1289245
100% Owner of Optum, Inc.
9900 Bren Road East, Minnetonka, MN
55343-9664

Optum, Inc.

EIN: 30-0580620
100 % Owner of OptumRX, Holdings,
LLC.
9900 Bren Road East, Minnetonka, MN
55343-9664

OptumRX Holdings, LLC
N/A
100 % Owner of OptumRYX, Inc.
9900 Bren Road East, Minnetonka, MN
55343-9664

OptumRX, Inc
(California)
EIN: 30-0441200
100% Owner of AxlelaCare Intermediate
Holdings, Inc.
9900 Bren Road East, Minnetonka, MN
55343-96864

AxelaCare Intermediate
Holdings, LLC
(Delaware)

EIN: 30-0842394

100% owner of AxelaCare, LLC
15529 College Blvd, Lenexa, KS 66219

AxelaCare, LLC
(Delaware)
EIN: 61-1708598

100% owner of AxelaCare Holdings,
Inc
15529 College Blvd., Lenexa, KS

66219

AxelaCare Holdings, Inc.
(Delaware)
EIN: 27-3918706

100% Owner of (Unknown), LLC
15629 College Blvd., Lenexa, KS 66219

AxelaCare Health Solutions,
LLC
(Delaware)

15529 College Blvd, Lenexa, KS 66219
EIN: Unknown
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-- Appendix 2

[ AgrecmentNo.; | 8192-966445 [ AgreementDates | 28 March 2016 ]
Centre Name: TN, Memyphis - Clark Tower (HQ) hd | iness Centre Bonk Detalls
Address 1; £100 Poplar Aventie Name: Bank of America
Address 2; Suile 2700 1BAN:
Address 3 Sort/Swilt code: 111-000-025
City: Memphis State: Tennessed Account number; 178-224-6452
Country: $5.A. 2p Code: 34137
Gilant detalls (not a Regus centre address) Company ID No.
Cormpany nome: AxelaCare Mealth Solutlons, LLC Contact name/Title: Ream Wilford
Address: MN 008 W310, 9900 Bren Road Eost City: lanatonk i
| State: MN Zip Codes 55343
|_Telephane: Fax:
Emargency Contact: Emergency Phone:
Invoicing detalls (If different)
Company name; - . B __Contact name/Title:
Address: City:
States 2ip Coda:
Telephone: Fax:
The standard fee (excduding Tax/VAT) B
(IN,JS,ENE Standerd office feg Number of ; =
SR Qffice Number(s) { month workstations “Total per month | Unhed _ﬂat_eslofl\merlca =
E_S 739 968,00 2 969.00 usp
0.00 usp
i 0.00 UsD
0.00 usp
0.00 UsD
0.00 UsD
0,00 UsD_ =
' i 0.00_ _UsD__
__Manthily Standard Fec gxelutling VAT 969,00 uso
Bno Q
Monthly Standard service fee exchiding Tax/VAT 968,00 usp
Standard service fee retalner 2 1,938.60 usp
| Total Initial Paymieiit 2,807.00 | Usp |
| Total Manthly Paywent 969.00 | vso |
[ Length of agreement | Start date (oMY [ 1-ppri6 | End date onashr: | 31-Mar-17 |
Commignts
Hanthly services will be 2 Jintanel pechages at $39/ h
“TIck here if you do nat consent to Requs processing dafa I accordance with Clause 32 of this agreement. (Appendix 1),

We are flequs Management Group LLC. This agreement Incorporates our [Brms
as amended by that cerlain Addendum to Gloh
that ceitaln Addendum dated 4/22/08 hetween

undérstond, The parties both sgree to comply with

Restor Johnson
Namg (printed): \ige-Prosident, Real Eslate Services

Tith (printed):

d

al Agreament executed 9/22/06,

of businéss Set oul in the Regus Business Centres Global Agreement dated 9/22/05,
a5 smended by that certaln letter agreement dated 1/11/08, and as amended by
Regus Management Graup LLC and United HealthCare Services, Tnc. which the parties confirm they have read and
those terms and the obligations as set out In them,

Mark Tecres—

=

Name (prinked)
Title (printed)

Date (OOMMIY): BT O\ Date (DD/MM/YY) I
SIGNED on your Imhall’(?u? _ W SIGNED on
X 4 Fateds
2 NE pgic of RE &
i L

4815-4842-0655
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CHEYENNE JOHNSON

.. Assessor of Property
Shelby County, TN

= =1
=
Property Search Proporty Deluils e =
2 0
a5 |
-
ne
Property £ ““
-
Property Address o} I!!l
5100 POPLAR AVE ! -
Parcel 1D e
056033 00237 H
Owner Name Eg
CLARK TOWER LLC Eé.
2015 Appraised Value i
$22,010,300

Deed Informaltion
Click Here

PROJECT ON
27th FLOOR

County Tux

Click Here
- CLARK TOWER

City Tax
Click Here

Layers

Search Property Sales

SITE 7.79 acres




B.IV.--Floor Plan
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AXELA

Policies and Procedures

SUBJECT: Performance Improvement Plan REFERENCE #: 6501

09/15/2014

DEPARTMENT | Operations EFFECTIVE DATE:
10/2/2015

05/20/2015,
) REVIEWED DATE: | 08/20/2015
ﬂ /;,,;,ﬁf___ 10/02/2015

APPROVED BY: | Ted Kramm, CEO -~
03/15/2014

APPROVED DATE: | 08/28/2015
10/02/2015

08/09/2015,
08/28/2015

10/02/2015
10/05/2015

REVISIONS: REVISION DATE:

SCOPE

This policy and procedure applies to pharmacies or other entities under the ownership or control of
AxelaCare Holdings, Inc. (the Company).

PURPOSE AND PROGRAM SCOPE

The Performance Improvement Plan provides the framework for maximizing positive patient outcomes
by continuously designing, measuring, assessing and improving performance. This will be accomplished
via a dynamic process that monitors all functional activities of the organization, including patient
focused functions and organizational functions.

Improving and sustaining improved performance is the goal of each office performance improvement
program and activities. Nothing will be gained by data collection and analysis without an organization-
wide strategy for improvement of performance. This may be accomplished in a single action or by a
series of smaller actions to redesign a process to be more effective.

Most offices will identify more opportunities to improve than they have time to measure. It is important
that priorities be set when the plan is first developed and then re-set as goals are achieved throughout
the year. If measurement and assessment reveals no opportunities or need to improve, then priorities
must be re-set and new processes selected to measure. Reassessment of the programs will be
completed no less than annually.

This policy will also articulate the functions, roles and responsibilities of the corporate Performance
Improvement/Quality Management Committee

This program description applies to both acute infusion and specialty pharmacy programs.

20130© by AxelaCare Holdings, Inc. Document #: 6501
Confidential and Proprietary Page: 1




AXELA

Policies and Procedures

RESPONSIBILITY

The Governing Body of AxelaCare Holdings is led by the CEO. He is ultimately responsible for the quality
of patient/client care and will authorize adequate resources and support to establish and maintain a
Performance Improvement Plan. The Governing Body of AxelaCare consists of the Senior Management.
Authority over the company Performance Improvement is granted to the corporate performance
improvement committee/Quality Management Leadership group from the CEO and Senior Leadership.
This group/committee consists of members of senior leadership and relevant department heads. See
Quality Org Chart. The program addresses all home care and specialty pharmacy programs and services,
whether provided directly or through a written contract. The COO or designee has responsibility for
assuring that there is an ongoing plan, and systematic process for the monitoring and evaluation of the
quality and appropriateness of patient/client care and the clinical performance of the home care staff.
In addition, he/she is responsible for the overall organization and coordination of the Quality Assurance
activities. He/she must assure implementation of the Performance Improvement Program as it relates
on high-risk, high-volume, and/or problem-prone activities.

The program shall be evaluated annually in the first quarter of each calendar year.
METRICS

Ongoing tracking of events are rolled into monthly data and evaluated quarterly. Benchmarks will reflect
month over month changes as well as comparison to national rates based on therapy days and catheter
days. Program metrics and progress towards goals are reported from the corporate Pl committee to
senior management. The CEO serves as chair of senior management and board of director
representative. Evaluation of metrics are completed at a minimum of annually

Clinical

DEFINITIONS

Organizational Performance Trending (OPT)

Quality Improvement Project (QIP)

Senior Leadership-Senior Executives of AxelaCare Holdings reporting into CEO
POLICY

1. Each branch shall have a planned, systematic approach to process design and performance
measurement and improvement utilizing data and statistical tools to determine progress towards
goals

2. Based on the company mission and goals, the leaders will help set improvement priorities. The
governing body and leaders are ultimately responsible for the actions and activities of the branches.

2013© by AxelaCare Holdings, Inc. Document #: 6501
Confidential and Proprietary Page: 2



AXELAA,

Policies and Procedures

3. The performance improvement program and policy and QIP’s are reviewed as needed by corporate

10.

11.

12.

quality leadership at a minimum of annually and updated as necessary

The performance improvement activities shall be planned in a collaborative and interdisciplinary
manner. Each branch will have a multi-disciplinary committee.

Each branch shall designate a person or persons to be responsible for coordinating all Performance
Improvement (Pl) activities.

This person or persons responsible for Pl activities (PI Coordinator) can be a clinician or a non-
clinician that has the ability to keep a multi-disciplinary group on task. This position is not solely
responsible for implementation of the Performance Improvement program.

The PI coordinator is not necessarily a specific position, but a role incorporated into an individual job
description . In specialty pharmacy branches the Pharmacy Manager also serves as the PI
coordinator.

Each branch reports quarterly performance improvement activities to the corporate performance
improvement committee for data review and trending of all locations

The VP of Nursing is designated as the responsible member of senior leadership responsible for the
overall operation of the performance improvement program and serves as chair of the performance
improvement committee. The VP of Pharmacy is designated as the alternate.

All staff, managers and owners share in the responsibility of performance improvement and will be
involved in different aspects as priorities are identified. Orientation and training in their respective
roles within the Pl program will occur upon hire and be documented in personnel files.

Performance Improvement Plans are based in the principles of plan, do, check, act- PDCA. Plans are
developed using data and statistical measures using and the use of national benchmarks based on
patient and catheter days. Graphs and comparison data to national benchmarks are used to track
improvement

All elements of the specialty program evaluation process will be reported at the quarterly
Performance Improvement/Quality Management meetings

PROCEDURE

1.

Duties of the Pl Coordinator include:

1.1 Assisting with overall development and implementation of the Pl plan;
1.2 Assisting with modifications to the Pi Plan;

1.3 Assisting in the identification of goals and related patient outcomes;

1.4 Coordinating, participating and reporting of activities and results.;

20130© by AxelaCare Holdings, Inc. Document #: 6501
Confidential and Proprietary Page: 3
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1.5 Assisting in monthly, quarterly and annual analysis of the problems, solutions and the Pl Plan.

2. Pl activities and program evaluation must include ongoing monitoring (data collection) of at least
one important aspect of care (high risk, high volume or problem prone) related to each clinical
service provided. Ongoing monitoring will also address at least one important
administrative/operational aspect of function or service. Accreditation standards require data
collection to measure the performance of medication management and blood/blood product use,
when provided. Branch and corporate committees meet no less than quarterly

Examples for various programs include:
2.1 Pharmacy Services:

* Maedication monitoring (effectiveness; medication errors; ADRs)

* Maedication availability (e.g. stockouts, backorders, etc.)

* Dispensing accuracy and process (i.e. dispensing errors, prescription fill times)

* Adverse Drug Reactions including frequency of side effects

* Pain assessment

e Care planning (past due)

* Pediatric dosage calculations

*  Monitoring of narrow therapeutic index drugs

*  Monitoring of sterile preparation technique and environment i.e. end product testing and
environmental testing

*  Monitoring of product integrity i.e. temperature control during transport of products to
patients

¢ Monitoring of sterile preparation technique and environment i.e. end product testing and
environmental testing

*  Compliance

e Delivery failures

2.2 Specialty Drug Management Program (potential source of data)

¢ Maedication monitoring (effectiveness; medication errors)

e Maedication availability (e.g. stockouts, backorders, etc.)

* Dispensing accuracy and process (i.e. dispensing errors, prescription fill times)

* Adverse Drug Reactions including frequency of side effects (assessment)

*  Monitoring of narrow therapeutic index drugs

e Monitoring of product integrity i.e. temperature control during transport of products to
patients; storage conditions (temperature logs, Inventory adjustment reports)

* Compliance-drug product selection and patient adherence (e.g. refill assessment)

e Delivery failures (e.g. FedEx exception report)

¢  Access to and availability of care (e.g. denial rate, appeal turnaround)

e Patient satisfaction/complaints

* |g dosing optimization utilizing CareExchange data

2013© by AxelaCare Holdings, Inc. Document #: 6501
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« Financial benefits of a specified program utilizing performance measures
o Previous financial outcomes
o Previous financial outcomes for purchasers
o Projected financial outcomes for current or prospective purchasers

2.3 Nursing Services

¢ Patient education

e Skilled procedures (PICC insertions)

e Trouble-shooting pump problems

e Pediatric assessment

e Administration of new drugs/therapies
¢ Documentation compliance

3. Data shall be routinely collected monthly utilizing CPR+, Care Link and Care Exchange as appropriate.
Data shall be reported monthly and quarterly to the General Manager who will review and forward
reports to Clinical Services. Clinical Services will report trended data the corporate to the Senior
Leadership Team on a quarterly basis. Data reports and meeting minutes will be maintained by the
corporate Pl committee and can be located in the Company Z drive in the Pl folder.

4. OPT reports will be used as data collection tools and information from the OPT will be a component
of the Pl plan and trended data.

5. Patient, referral source and payor satisfaction results and complaints will be included in P! data
collection.

6. Chart Audits

6.1 Clinical chart reviews will be conducted using a standard tool and opportunities for
improvement will be identified from the monthly audits and reported to the General Manager.

6.2 Either 10% of active census or a minimum of 10 charts are to be reviewed monthly. Audits are
due by the 10" of the month from the previous month

6.3 Quarterly chart review reports are to be sent to corporate clinical services by the 10™ day of the
month after the completion of the quarter

7. The performance management committee shall meet a minimum of at least quarterly and has
authority for the AxelaCare performance improvement program. The committee develops and/or
modifies branch quality improvement plans. All members review data and discuss trends,
identifying opportunities for improvement, and approve new QIP’s. The committee provides and
guidance in the development and ongoing monitoring of all indicators and QIP’s. Duties of the
corporate performance improvement committee include, but are not limited to:

7.1 COO

2013© by AxelaCare Holdings, Inc. Document #: 6501
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7.11 Meeting participation with focus on ensuring Pl is cohesive with AxelaCare mission, vision
and values

7.2 VP Nursing.

7.21 Meeting participation, serves as chair of corporate Pl and AD-Hoc groups, provides reports
to senior leadership

7.3 VP Pharmacy

7.31 Meeting participation, serves as alternate chair of corporate Pl and AD-Hoc groups,
evaluates need for policy revisions based on data review

7.4 Chief Compliance Officer/General Counsel
7.41 Meeting attendance, provides guidance on privacy issues
7.5 Branch Pharmacy Manager
7.51 Meeting attendance, presents branch quality data and core measures specific to pharmacy
7.6 Regional VP Operations
7.61 Meeting attendance, presents branch quality data related to operations
7.7 Director if Intake
7.71 Meeting attendance, presents data on service access
7.8 Director IT
7.81 Meeting attendance, presents system generated data and call center reports

8. The program evaluation of outcomes, clinical, and patient are tracked through SHP and reports
that are reviewed by the local office and then reviewed by the corporate Pl committee.

9. Program indicators or metrics that fall below threshold require an action plan to improve or
correct the identified problem or meet acceptable levels of performance measures.
Implementation of improvement plans shall be submitted no later than 1 month later quarterly
report and quarterly meeting. The improvement plan will be included in the quality meeting
minutes and a review of progress at the following quarterly meeting.

10. In the event of a payor requesting outcomes data, reports will be submitted with requested
data and will be made available within 30 days of request.

2013© by AxelaCare Holdings, Inc. Document #: 6501
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FORMS and DOCUMENTS

6501.F1 OPT Quality Report

6501.F2 Chart Audit Tool {2014)

6501. F3 Pharmacy Quality Control PI Quarterly Check
6501. F4 Branch Specific Performance Improvement Plan

Quality Org Chart

20130 by AxelaCare Holdings, Inc. Document #: 6501
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Date of Event:

Ei'atitmt Information __N/A SERVICE THERAPY
Patient Number Pharmacy Anti-Infective __Pain Management
Start of Care / / | MNursing Branch g _TPN
Male __Female Age __Nursing Agency __Chemotherapy __Transplant
Admitting Diagnosls __DME __Enteral __Wound
__Other, __Hydration __Other:
Therapy interrupted (>2hrs)? Yes No Therapy discontinued? Yes No
ACCESS DEVICE
__Central Catheter (tunneled) __Intrathecal __Midclavicular _ Enteral
Central Catheter (non-tunneled) __Peripheral Port: Chest __Other_
__Epidural __PIC/Midline __Port: Peripheral Access Device Brand
__Implanted Pump __PICC __SUBCUTANEQUS
__LOSS OF PATENCY
Caused by: _ Inflltration/Extravasation, *sile _ *approximate amount mg ml
*treatment.
__Catheter breakage/damage __Catheter pulled/fell out/dIslodged __Thrombosls __Inability to re-access __*Malposition
_Other __Unknown
Intervention _ Replaced _ Removed Repairad Declotted (*method) _ None
__PHLEBITIS
INSGrade 0 1 2 3 4 Unknown Intervention _ Replaced st d __ None
__PRIMARY BLOODSTREAM INFECTION
| Diagngsed By __culture, Results __not cultured
Intervention  Replaced Discontinued Anti-Infective (*medication) Mone
__CATHETER SITE/TUNNEL INFECTION
Intervention
__Replaced __Removed __Treated w/Anti-Infective — __None
Di psad B culture, Results not cultured
e SN v Tnterupied (> hiz)? Yes o Wadlcailon dscontinusd?__Yor T
Medication, DOSE FREQUENCY
Madication DOSE, FREQUENCY
__ADVERSE DRUG REACTION __DELAYED/MISSED DOSE
Intervention __ Changed to a different drug __Changed route Causes
__Changed dosage __Changed frequency __Pt/Caregiver refused
___Drug/fluids ordered to treat ADR __None __Clinician unavallable
Severlty _ Minor __ Major _ Death __Unknown __Damaged/Insufficient Meds/Supplies
Duration _ Temporary _ Permanent __ Unknown __Catheter-related occurrence
Type of Reaclion __Diarrhea __Nausea/Vomiting __SOB __Pt/Caregiver non-compliant
__Skin rash/hives __Unconsciousness __*Anaphylaxis Unknown
__Other. __Unknown Incorrect Medication
Other suspected drugs: None Other _
__MEDICATION INCIDENT (*attach details)
Incorrect: _ medication _ frequency __preparation _duration __ dosage __ route __ wrong patient
Caused by Pump Programming _ Yes __No by: __*RPh __ *RN - Branch/HHA/SNF
__*patient/caregiver __*Other.
__*Caused by patient non-compliance
Yes Na Tlleragl} discontinued? _ Yes No
__Unplanned Admission/Observation __EQUIPMENT/*PRODUCT FAILURE
To _ Hospital __E/R-Urgent Care Other Was product or equipment damaged? __ Yes ___No
Due to Therapy-related ocourrence Did product perform as expected? __ Yes __ No
__Phlebitis" __Primary Blood Stream Infection” Manufacturer/Brand = = =
__Catheter/Tunnel Site Infeclion” __Loss of Catheter Patency" Supplier
__Adverse Drug Reaction* __Medication incident* Catalog/Model Number
__Noncompliance” __Equipment Failure Expliratlon Date, / / __N/A
Item Description
__ Clinical Decline, not related to an event *Form 3500A or 3500 completed and sent to:
__ Symptoms *Manufacturer _Yes _ No
__*Infectlon, not catheter related *FDA _Yes __No
__ Other: *Date.  f f By whom?
__PATIENT NONCOMPLIANCE __INSUFFICIENT MEDS/SUPPLIES
Describe Describe (or attach additional document)
Therapy interrupted (>2hrs)? ___Yes No Therapy discontinued? __Yes No
__*INFECTION, NOT CATHETER RELATED __*PATIENT SAFETY
(acquired post admission, not requiring hospitallzation) __*Fall __*Chemo Spill
__URI _UTI __Wound _ Other o __*Needlestick: __Clean __Contaminated
Describe . __*Other, explain
__OTHER
Describe (attach details) =
* IMMEDIATE ACTIONS
Physician Notified: _ Yes _ Mo _ N/A Others natified
Date / /____ Time am/pm Date__ /. A -
Physician Response Responses
*Is this a Reviewable Event? Yes No Il yes, refer to poli
ALUATION & FOLLO P STRA O PR RE-O RR
(Lse additional document if needed)
of Person C Rapart. — Date /[ /1
of Gangral Manager, Dale / /

6501.F1
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'_SU BJECT: Patient Satisfaction Surveys REFERENCE #: 6570
DEPARTMENT | Operations EFFECTIVE DATE: | 07/01/2014
//.g/'/gz,_“;_,. REVIEWED DATE: | 05/20/2015
APPROVED BY: | Ted Kramm, CEO /%
APPROVED DATE: 05/22/2015
REVISIONS: AHS: 92(Inf4.2); SHI: POP021 REVISION DATE: 05/22/2015
SCOPE

This policy and procedure applies to pharmacies or other entities under the ownership or control of
AxelaCare Holdings, Inc. (the Company).

PURPOSE

To provide a means to assess patient satisfaction with the service provided.
POLICY

Each patient on service will receive a Patient Satisfaction Survey
PROCEDURE

1. At appropriate intervals and no greater than monthly a Satisfaction Survey Report will be generated
from CPR+.

2. Inactive (Discharged) patients or significant other will be handed or mailed a Satisfaction Survey
Form.

3. Long-term active patients will be mailed a survey annually.
4. A self-addressed stamped envelope shall be provided to facilitate return.

5. The mailed and returned surveys will be tracked on the CPR+ satisfaction survey report and reported
at the branch Performance Improvement meetings

6. The survey results will be entered into the SHP patient satisfaction database.

7. On a quarterly basis, the branch will review their patient satisfaction survey outcomes. The review
will be submitted to the Corporate PI/QM committee as a standing agenda item at their quarterly
meeting.

EXHIBITS/ATTACHMENTS

6570.A1 Satisfaction Survey Infusion Cover Letter
6570.A2 Patient Satisfaction Infusion Survey

20130 by AxelaCare Holdings, Inc. Document #: 6570
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AXELA~ .
Policies and Procedures
SUBJECT: Resuscitation CPR REFERENCE #: 7030
DEPARTMENT | Clinical Operations EFFECTIVE DATE: 03/01/2015
aale Cleck REVIEWED DATE: 11/14/2014

APPROVED BY: | Donald J Filibeck, D Ty

VP Pharmacy Operations APPROVED DATE: 01/19/2015
REVISIONS: REVISION DATE: 01/29/2016

SCOPE

This policy and procedure applies to pharmacies or other entities under the ownership or control of
AxelaCare Holdings, Inc. (the Company).

PURPOSE
To establish company policy for the resuscitation of patients in the home.
DEFINITIONS/REFERENCES/REQUIREMENTS

CPR: Cardiopulmonary Resuscitation

ALS: Advanced Life Support

BLS: Basic Life Support

C-A-B: Compressions-Airway-Breathing

DNR: Do Not Resuscitate

AMA: American Heart Association

AED: Automated External defibrillator- a portable device used to treat sudden cardiac arrest. It
sends an electric shock to the heart to restore normal heart rhythm.

POLICY

1. All Direct patient-care clinical staff shall be ALS or BLS CPR certified through an accepted training
course. Online CPR certification is not accepted.

2. Any patient found without pulse or respiration, and does not have a DNR Order, will be resuscitated.

3. Clinician will utilize the most current American Heart Association procedures when performing CPR.
Current method is: C-A-B

4. Non-clinical staff will not be required to obtain CPR certified or provide CPR in the event of Cardio
Pulmonary Arrest.

20130 by AxelaCare Holdings, Inc. Document #: 7030
Confidential and Proprietary Page: 1



AXELA~
Policies and Procedures

5. Patients/clients will be provided information about the organization’s policies for resuscitation,
medical emergencies and accessing “911” emergency services.

6. Ifan AED is available, use based on BLS guidelines.

PROCEDURE
1. Clinician establishes that the patient is without pulse and respirations.

2. Call 911 or ask someone else to do so. If no caretaker is present, the clinician is to call 911 first, then
start CPR.

a. Inform 911 operator that CPR has been started

b. Provide patients address
3. Continue compressions and breaths -- 30 compressions, two breaths -- until help arrives.
4. The Clinician will give the paramedics the patient’s medical history as required.

5. The Clinician will notify the physician, agency and family members after the support staff has arrived
and when appropriate.

FORMS

EXHIBITS/ATTACHMENTS

7030A1 CPR Summary of Steps and Recommendations

2013© by AxelaCare Holdings, Inc. Document #: 7030
Confidential and Proprietary Page: 2
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Policies and Procedures LAl

SUBJECT: Handling Allergy /Anaphylaxis REFERENCE #: 7035

DEPARTMENT | Clinical Operations EFFECTIVE DATE: 03/01/2015

REVIEWED DATE: 02/08/2015
Donald J Filibeck, D owato T Filidreck /08/

ViEaRiarmacy @perations APPROVED DATE: | 02/14/2015

APPROVED BY:

REVISIONS: REVISION DATE: 12/30/2015

SCOPE

This policy and procedure applies to pharmacies or other entities under the ownership or control of
AxelaCare Holdings, Inc. {the Company).

PURPOSE

To detail an intervention plan in the event that a patient presents with an allergic/anaphylactic reaction.
DEFINITIONS/REFERENCES/REQUIREMENTS

Anaphylaxis Orders sheet

POLICY

If a patient experiences an allergic/anaphylactic reaction, patient management will be per procedure
and/or physician order.

PROCEDURE
1. A physician's order for treating anaphylactic reactions should be obtained on all patients as needed.
2. The anaphylaxis kit may contain the following:

a. Anadult and pediatric epinephrine injector ( Epipen™).

b. Anampule of epinephrine as well as an appropriate syringe, needle and filter to draw up and
administer - OPTIONAL

c. Diphenhydramine 50 mg capsule or syrup (25 mg/ml) - OPTIONAL.
d. Diphenhydramine Injection, 50ml/mi 1ml VL - OPTIONAL

3. The pharmacist and/or nurse must document in the patient's chart a medical, drug and allergy
~ history and should be aware of cross sensitivity to related drugs.

4. If the patient develops a urticarial rash, the infusion should be discontinued until such time that the
physician can be contacted and has indicated whether or not the infusion should be continued.

2016© by AxelaCare Holdings, Inc. Document #: 7035
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5. If the patient develops any symptoms of anaphylaxis, the following should occur:

a. Mild Reaction (rash, itching, nausea, vomiting):

1) Stop the infusion of the medication immediately.
2) Call the physician for intervention instructions.
b. Severe Reaction (wheezing, difficulty in breathing, swelling of eyes, eyelids, or lips)
1) Stop the infusion immediately (immediate action is required before notifying the physician).
2) Establish and/or maintain an airway.
3) Call the local paramedics (have another person call if possible).
4) Follow the directions for use of the epinephrine injector.
5) Call the physician.

6. The nurse will stay with the patient and be prepared to administer cardiopulmonary resuscitation
(CPR). All nurses and pharmacists, who have direct patient contact, shall be certified in basic life
support and have an understanding of the basic emergency intervention.

7. The nurse will stay with the patient and monitor vital signs every 30 minutes for a minimum of hour
hours once the patient is symptom free if the physician does not order transportation to the
hospital or the patient will be admitted to the hospital.

8. AxelaCare staff shall not transport the patient for additional medical intervention. Only family,
caregivers or emergency personnel may transport the patient.

FORMS

2016© by AxelaCare Holdings, Inc. Document #: 7035
Confidential and Proprietary Page: 2






Axelacare Health Solutions Corporate Policies and Procedures

Policy Number
ARA4.1

Financial Assistance Program Page 1

Policy

AxelaCare Health Solutions, LLC {"AxelaCare")
shall comply with all federal, state and local laws
and regulations applicable to billing and collecting
patients’ co-insurance and deductible amounts.
This policy may be revised at the discretion of the
President and the Patient Financial Assistance
Program Director. It is the policy of AxelaCare to
make reasonable effort to collect a patient's co-
insurance and deductible amounts on a regular
basis by generating monthly statements to the
patient and making follow up collections phone
calls as required. Decisions to waive financial
liability are made only on a case-by-case basis with
final determination by the Review Committee.

Definitions

Requirements

Procedure

Responsibilities of AxelaCare

It is AxelaCare policy to bill for all applicable
out-of-pocket amounts related to both
medication and nursing services and to make
reasonable efforts to collect such amounts in
accordance with AxelaCare Collections Policies
and Procedures (see AR Policies and
Procedures Manual). However, if AxelaCare
determines, in accordance with this policy,
that a patient is financially unable to pay any
out-of-pocket amounts, based upon
satisfactory documentation to support the

financial hardship, AxelaCare may cease any
billing or collection efforts with respect to the
patient's out-of-pocket obligations for a period
not to exceed one year, as the patient’s
financial profile may have significantly changed
after one year’s time. Eligibility for this Patient
Financial Assistance Program must be
established yearly.

The Patient Financial Assistance Program
Administrator will monitor the annual
expiration of each participating patient’s
eligibility and notify the Review Committee of
upcoming expirations (with at least two
month’s notice). The Patient Financial
Assistance Program Administrator will send
each participating patient whose eligibility is
due to expire a new financial worksheet
update for completion at least thirty (30) days
before the date on which his or her eligibility
expires. If there is no response from a
patient after ten (10) days, an AxelaCare
representative who regularly works with the
patient may make a follow-up phone call to
the patient to verify receipt and
understanding of the new Patient Financial
Assistance Program application.

Responsibility for implementation of this Patient
Financial Assistance Application Policy and
Procedure lies ultimately with the Review
Committee chaired by the President and will
include the Department head of the Accounts
Receivable Department and Clinical Department
or assignee. A member of the Compliance
Committee may also be included. The Patient
Financial Assistance Program Administrator will
regularly monitor and update the status of each

© by Company. All rights reserved.
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Policy Number
AR4.1

Financial Assistance Program Page 2

patient enrolled in the program and report his/her
findings to the Review Committee at a regularly
scheduled monthly meeting. The President may
assign responsibility for individual determinations
of waivers of co-insurance and/or deductible
amounts to other members of the Review
Committee who may make such determinations in
accordance with this Policy and Procedure. The
Review Committee may consult with the Legal
Department on an as-needed basis regarding the
application of this Policy and Procedure to ensure
compliance with all applicable governing law.

= A copy of the final determination, with
signature of the delegated representative
of the Review Committee, will be
maintained by the Reimbursement staff for
a minimum period of one year.

=  The Patient Financial Assistance Program
Administrator will maintain each patient’s
individual Patient Financial Assistance
program file (a file separate from his/her
primary patient file) and keep these files
under lock and key at all times to ensure
compliance with HIPAA guidelines and
patient confidentiality regulations.

Further to the above, it is understood that no
employee shall engage in the following practices
under any circumstances:

m  Refuse care or treatment to any patient
based on their written or verbal inability to
pay for services for which they may incur
financial expense.

= Imply or advertise that insurance payment
will constitute "payment in full" or that the
automatic waiver of co-insurance,
deductibles and or out-of-pocket expenses
will apply, or partially apply, without the
express written authorization from the
Review Committee following application.

Waive co-insurance, deductibles or other
out-of-pocket expenses without the express
written authorization from the Review
Committee following application.

Target a specific patient-base, such as those
with lower co-pays, those covered by a
particular payor, or those referred by a
particular physician or group, for the
purpose of influencing reimbursement or to
gain referrals.

Solicit or distribute financial hardship forms
without the verbal or written request of a
patient.

Inform a patient about the Patient Financial
Assistance Program without a patient first
addressing the issue of financial hardship. It
is understood that billing and collection
personnel may initiate contact with patients
who have outstanding accounts to discuss
payment of such accounts. Personnel may
inform such patients of the Patient Financial
Assistance Program and discuss the Patient
Financial Assistance Program with such
patients only after the patients express a
concern about making payment on the
account due to financial hardship.

Complete a financial hardship form on behalf
of any patient.

Routinely use financial hardship forms.

Charge patients who have obtained a waiver
in accordance with this policy higher
amounts than those charged to other
patients for similar services for the purpose
of offsetting the waiver.

Fail to make reasonable efforts to collect a
patient’s balance (except where a waiver has
been obtained).

Determination of Financial Need

© by Company. All rights reserved.
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Policy Number
AR 4.1

Financial Assistance Program Page 3

Any patient who qualifies for state assistance for
medical services (Medicaid) will be automatically
approved for a full waiver of drug and nursing
coverage, from Axelacare (less any contractual or
required drug co-payment amounts), without
providing for the full compliment of required
paperwork. This qualification will remain in place as
long as the patient is eligible for the state
assistance.

if a patient is applying for SSI, proof of the
application submission must be provided for before
any waivers of co-insurance and/or deductible
amounts can be performed.

The decision to waive any co-insurance and/or
deductible amounts owed by a patient is made on a
case-by-case basis. In order to ensure that decisions
to waive co-insurance and/or deductible amounts
are documented and based on standardized,
objective criteria, and to verify that such waivers
are granted in compliance with AxelaCare’s
charitable intent, each patient who desires financial
assistance on any co-insurance and/or deductible
amounts receives a letter (sample attached hereto
as Exhibit A) describing AXELACARE's policy. The
responsible party is invited to complete a
Confidential Financial Worksheet (attached hereto
as Exhibit B) and to submit the same to the Review
Committee or to the Program Administrator. The
Review Committee is not able to make financial
eligibility determinations without a complete and
executed Confidential Financial Worksheet being
submitted by the patient.

The decision to waive co-insurance and/or deductible
amounts is based on the financial information
provided by the patient in the Confidential Financial
Worksheet. No decision regarding financial inability
may be made unless and until the patient has
submitted a complete and executed Confidential

Financial Worksheet. In reviewing Confidential
Financial Worksheets, the criteria set forth in Exhibit
C, attached hereto, is considered. AxelaCare reserves
the right to modify the criteria considered in
reviewing Confidential Financial Worksheets without
notice. Once a request for a waiver of co-insurance
and/or deductible amounts is reviewed, the
Reimbursement staff or other representative of the
Finance Department, along with the patient’s sales
representative via conference call or in person,
notifies the recipient and informs him or her as to the
waiver. A Sample Waiver Request Determination

Letter is attached hereto as Exhibit D.
/\

Such permitted waivers of co-insurance and
deductible amounts only may be granted, in whole or
in part, on receipt of satisfactory documentation of
the patient's financial hardship and upon approval of
the Review Committee.

If a waiver is approved in whole or in part, the
Accounts Receivable representative that is part of the
Review Committee is responsible for documenting the
patient’s record in CPR+ in the insurance tab and for
notifying the Patient Accounts Director so that the
appropriate adjustments can be made to the account.

© by Company. All rights reserved.
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XR 41 Financial Assistance Program Page 4

Records

Records will be maintained in accordance with policy
INF 4.2 Document Retention.

Forms

© by Company. All rights reserved.



Compassionate Care in a Bio-Tech World
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AxelaCare Health Solutions, LLC :ogfzyt:;tli:PFina:;ial

Policy and Procedure Manual SSISIANCS S hogk

Standard: Policy Number: Pages: 15
AR 4.1
Effective Date: : Reviewed Date: Revised Date:
May 5, 2008 August 8, 2008 January 19, 2010
LCreated By: KK Approved By: KK

Purpose:

The purpose of the Patient Financial Assistance Program and Application is
to respond to patients’ concerns regarding their documented inability to pay
their patient responsibility expenses which include, but are not limited to
the following: Patient Deductibles, Patient Co-Payments, Patient Co-
Insurance, and Non-Covered Items. These expenses may be related to
medications, nursing, supplies, or associated per diems.

Policy:

AxelaCare Health Solutions, LLC ("AxelaCare") shall comply with all federal,
state and local laws and regulations applicable to billing and collecting
patients’ co-insurance and deductible amounts. This policy may be revised
at the discretion of the President and the Patient Financial Assistance
Program Director. It is the policy of AxelaCare to make reasonable effort to
collect a patient's co-insurance and deductible amounts on a regular basis
by generating monthly statements to the patient and making follow up
collections phone calls as required. Decisions to waive financial liability are
made only on a case-by-case basis with final determination by the Review
Committee.

Procedure:

Responsibilities of AxelaCare

1 It is AxelaCare policy to bill for all applicable out-of-pocket
amounts related to both medication and nursing services and



to make reasonable efforts to collect such amounts in
accordance with AxelaCare Collections Policies and
Procedures (see AR Policies and Procedures Manual). However,
if AxelaCare determines, in accordance with this policy, that a
patient is financially unable to pay any out-of-pocket
amounts, based upon satisfactory documentation to support
the financial hardship, AxelaCare may cease any billing or
collection efforts with respect to the patient's out-of-pocket
obligations for a period not to exceed one year, as the
patient’s financial profile may have significantly changed after
one year’s time. Eligibility for this Patient Financial Assistance
Program must be established yearly.

2, The Patient Financial Assistance Program Administrator will
monitor the annual expiration of each participatihg patient’s
eligibility and notify the Review Committee of upcoming
expirations (with at least two month’s notice). The Patient
Financial Assistance Program Administrator will send each
participating patient whose eligibility is due to expire a new
financial worksheet update for completion at least thirty (30)
days before the date on which his or her eligibility expires. If
there is no response from a patient after ten (10) days, an
AxelaCare representative who regularly works with the patient
may make a follow-up phone call to the patient to verify
receipt and understanding of the new Patient Financial
Assistance Program application.

3. Responsibility for implementation of this Patient Financial
Assistance Application Policy and Procedure lies ultimately with
the Review Committee chaired by the President and will include
the Department head of the Accounts Receivable Department and
Clinical Department or assignee. A member of the Compliance
Committee may also be included. The Patient Financial
Assistance Program Administrator will regularly monitor and
update the status of each patient enrolled in the program and
report his/her findings to the Review Committee at a regularly

Financial Assistance Program Page 2 of 17



scheduled monthly meeting. The President may assign
responsibility for individual determinations of waivers of co-
insurance and/or deductible amounts to other members of the
Review Committee who may make such determinations in
accordance with this Policy and Procedure. The Review
Committee may consult with the Legal Department on an as-
needed basis regarding the application of this Policy and
Procedure to ensure compliance with all applicable governing
law.

4, A copy of the final determination, with signature of the
delegated representative of the Review Committee, will be
maintained by the Reimbursement staff for a minimum period of
one year.

5. The Patient Financial Assistance Program Administrator will
maintain each patient’s individual Patient Financial Assistance
program file (a file separate from his/her primary patient file)
and keep these files under lock and key at all times to ensure
compliance with HIPAA guidelines and patient confidentiality
regulations.

Further to the above, it is understood that no employee shall engage in the
following practices under any circumstances:

. Refuse care or treatment to any patient based on their written or
verbal inability to pay for services for which they may incur
financial expense.

° Imply or advertise that insurance payment will constitute
"payment in full" or that the automatic waiver of co-insurance,
deductibles and or out-of-pocket expenses will apply, or partially
apply, without the express written authorization from the Review
Committee following application.

. Waive co-insurance, deductibles or other out-of-pocket expenses
without the express written authorization from the Review

Financial Assistance Program Page 3 of 17



Committee following application.

Target a specific patient-base, such as those with lower co-pays,
those covered by a particular payor, or those referred by a
particular physician or group, for the purpose of influencing
reimbursement or to gain referrals.

Solicit or distribute financial hardship forms without the verbal or
written request of a patient.

Inform a patient about the Patient Financial Assistance Program
without a patient first addressing the issue of financial hardship.
It is understood that billing and collection personnel may initiate
contact with patients who have outstanding accounts to discuss
payment of such accounts. Personnel may inform such patients of
the Patient Financial Assistance Program and discuss the Patient
Financial Assistance Program with such patients only after the
patients express a concern about making payment on the account
due to financial hardship.

Complete a financial hardship form on behalf of any patient.
Routinely use financial hardship forms.

Charge patients who have obtained a waiver in accordance with
this policy higher amounts than those charged to other patients
for similar services for the purpose of offsetting the waiver.

Fail to make reasonable efforts to collect a patient’s balance
(except where a waiver has been obtained).

Determination of Financial Need

1.

Any patient who qualifies for state assistance for medical services
(Medicaid) will be automatically approved for a full waiver of drug
and nursing coverage, from Axelacare (less any contractual or
required drug co-payment amounts), without providing for the full
compliment of required paperwork. This qualification will remain

Financial Assistance Program Page 4 of 17



in place as long as the patient is eligible for the state assistance.

25 If a patient is applying for SSI, proof of the application submission
must be provided for before any waivers of co-insurance and/or
deductible amounts can be performed.

3. The decision to waive any co-insurance and/or deductible
amounts owed by a patient is made on a case-by-case basis. In
order to ensure that decisions to waive co-insurance and/or
deductible amounts are documented and based on standardized,
objective criteria, and to verify that such waivers are granted in
compliance with AxelaCare’s charitable intent, each patient who
desires financial assistance on any co-insurance and/or deductible
amounts receives a letter (sample attached hereto as Exhibit A)
describing AXELACARE's policy. The responsible party is invited to
complete a Confidential Financial Worksheet (attached hereto as
Exhibit B) and to submit the same to the Review Committee or to
the Program Administrator. The Review Committee is not able to
make financial eligibility determinations without a complete and
executed Confidential Financial Worksheet being submitted by the
patient.

4, The decision to waive co-insurance and/or deductible amounts is
based on the financial information provided by the patient in the
Confidential Financial Worksheet. No decision regarding financial
inability may be made unless and until the patient has submitted a
complete and executed Confidential Financial Worksheet. In
reviewing Confidential Financial Worksheets, the criteria set forth in
Exhibit C, attached hereto, is considered. AxelaCare reserves the
right to modify the criteria considered in reviewing Confidential
Financial Worksheets without notice. Once a request for a waiver of
co-insurance and/or deductible amounts is reviewed, the
Reimbursement staff or other representative of the Finance
Department, along with the patient’s sales representative via
conference call or in person, notifies the recipient and informs him
or her as to the waiver. A Sample Waiver Request Determination
Letter is attached hereto as Exhibit D.
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5. Such permitted waivers of co-insurance and deductible amounts only
may be granted, in whole or in part, on receipt of satisfactory
documentation of the patient's financial hardship and upon approval
of the Review Committee.

6. If a waiver is approved in whole or in part, the Accounts Receivable
representative that is part of the Review Committee is responsible for
documenting the patient’s record in CPR+ in the insurance tab and
for notifying the Patient Accounts Director so that the appropriate
adjustments can be made to the account.
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Date

Patient Name
Address 1
Address 2

Dear:

Thank you for contacting AxelaCare Health Solutions, LLC regarding assistance with your
deductible and/or co-insurance payment. We realize the financial difficulties that may arise when a
patient has deductible and continuing co-insurance obligations for long-term health management.
At the same time, we respect the Federal Office of Inspector General guidelines regarding the
waiver of deductible and co-payment obligations. These guidelines require us to bill you for
deductible and co-payment amounts that are determined to be due based on your health insurance
benefits program. It is not our intent to place a severe financial burden on you and your family or
to intrude upon the privacy concerns of your family. Your request for a waiver of deductible and
co-insurance payments will be reviewed by the appropriate individuals in our organization.

Enclosed is a Financial Review Form. The completed Form will enable us to independently
evaluate whether assistance may be extended to you in relation to your co-payment and/or
deductible, and if so, the level that can be provided. Please complete the Form in its entirety using
your NET (after deductions for payroll taxes) income totals. Return the Form to our office at your
earliest convenience. As requested on the form, we do require that supporting documentation be
included with your request so that we can accurately evaluate it. Supporting documentation
includes proof of wages earned for all wage earners in your household (W-2s, pay stubs, SSI
statements, child support documentation and / or tax returns) and proof of expenses (copies of
monthly utility bills, mortgage payment stubs and other bills and expenses that you list on the
form). Applications submitted without supporting documentation will be returned to you with a
request for the additional information and will only be evaluated once the package is complete.

Your request will be treated confidentially and expeditiously. We will contact as soon as the
review is completed.

Please contact me if you have any questions and/or concerns.

Sincerely,
Please return completed form and
supporting documentation to:
Janet R. Gardner, RN, BSN AxelaCare Health Solutions, LLC
Program Administrator 9730 Pflumm Rd
(877) 342-9352 Lenexa, KS 66215
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Demographic Information

Patient Name: Date of Birth:
Spouse/Parent Name: SS#:
Address: Home Phone:

Cell
Phone:
Name of Employer Family Size
Patient: Total # of persons in Household:
Spouse/Parent: Number of Residents in School:
Spouse/Parent: Other Dependents:
Net Income Monthly Expenses Monthly
Total Household Income Rent/House Payment
Child Support Bank, educational and other loans

Social Security
SSI/Disability

Other:

Other:

Other:

Financial Assistance Program

Car/Truck Payments

Utilities (electric, phone, gas, water)
Car Insurance

Health/Dental Insurance

Life Insurance

Property Insurance

Property Tax

Medical Fees (Dr, Pharmacy, Hosp)

Food/Clothing
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Educational Expenses

Other (child care, bus, etc.)

Explain:

Total Monthly Income Total Monthly Expenses $:

Remarks (use an additional sheet if necessary):

By signing below you certify that the above information is true and accurate and that this
application is made to enable AxelaCare to judge your eligibility for reduced out-of-pocket
expenses. If any of the information that you have given proves to be untrue, AxelaCare may re-
evaluate your financial status and take action necessary to collect on your account.

Applicant Signature: Date:

**%* SUPPORTING DOCUMENTS MUST BE ATTACHED FOR THE APPLICATION
TO BE REVIEWED ****
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Exhibit C

Review of Confidential Financial Worksheet

In reviewing the Confidential Financial Worksheet, personnel should take into
account: (i) the reasonableness of expenses in each category, such as the amount of
housing obligations (mortgage, rent/house payment) in relation to the area in which
the beneficiary lives (i.e., urban v. rural); (ii) the number of people in the
beneficiary’s household versus expenses and type of expenses; and (iii) the
beneficiary’s total cash flow compared to total assets.

Criteria for Financial Assistance Determination

Following the lead of other documented Patient Assistance/Hardship Policies that
are available as public information AxelaCare will consider that any family’s income
that is equal to or less than 200% of the National Poverty Level will be approved for
a full (i.e., 100%) waiver of all co-payments and/or deductibles. Poverty levels are
determined by the U.S. Department of Health and Human Services (“HHS"). The
2009 HHS Poverty Guidelines are as follows:

The Department of Health and Human Services’ poverty guidelines for
2009

D-epartment of Health and Human Services 2009 Poverty_GuideIines
Porsons inFamiy | o Sonouo | Maske | Hawai
@ 1 | $10,830 $13,530 $12,460
| 2 " 14570 | 18210 | 16760
[ 3 | 18,310 N 22890 | 21,060
| 4 | 22050 | 27,570 | 25,360
| 5 | 25,790 32,250 | 29,660
6 Bl 2053 | 36930 | 33,960
| 7 33,270 | 41,610 | 38,260
| 8 | 37,010 | 46,290 ' 42,560
B | Add $3,740for | Add$4,680for | Add $4,300 for
>8 persons each each each
| additional person | additional person | additional person
'Source: U.S. Department of Health and Human Services, 2009 Poverty
\Guidelines, released February 28, 2009.

SOURCE: Federal Register, Vol. 74, No. 14, January 23, 2009, pp. 4199-4201
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Families that do not qualify for a waiver under the above criteria may be eligible for
a full or partial waiver of co-pays and deductibles based on the family’s
discretionary income, as set forth below. Discretionary income is defined as the
difference between the family’s total net monthly income and total monthly

expenses.
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Family of 1 Discretionary Income Chart

| Discretionary Income (Monthly) | Monthly Payment

$0 - $224 | Full Waiver
$225 - $280 _ $29.00
| $281 - $335 B | $43.00
$336 - $391 | $56.00 -
$392 - $446 | $70.00 »
$447 - $503 | $84.00 )
$504 - $560 _ | $112.00

Family of 2 Discretionary Income Chart '

Discretionary Income (Monthly) . | Monthly Payment

$0 - $301 , | Full Waiver
$302 - $377 | $38.00
$378 - $451 B | $58.00
$452 - $526 | $75.00
$527 - $601 _ i | $94.00
$602 - $678 | $114.00
$679 - $753 | $151.00

Family of 3 Discretionary Income Chart

| Discretionary Income (Monthly) Monthly Payment

$0 - $378 . Full Waiver |
$379 - $473 | $48.00
. $474 - $567 } $72.00
$568 - $662 $95.00
$662 - $755 i | $119.00
| $756 - $852 ) $143.00
$853 - $947 : $189.00

Family of 4 Discretionary Income Chart

Discretionary Income (Monthly) Monthly Payment

$0 - $456 ) Full Waiver
| $457 - $570 | $58.00
§571 - $683 ~ | $87.00
|
$684 - $797 | $114.00
$798 - $909 | $143.00
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$910 - $1026 $172.00

| $1027 - $1141 | $228.00

Family of 5 Discretionary Income Chart

Discretionary Income (Monthly) | Monthly Payment
$0 - $533 ) M! Full Waiver i
$534 - $667 . | $68.00 o

$668 - $799 § N I $102.00

$800 - $932 o | $133.00 )
$933 - $1064 _ l $167.00

$1065 - $1200 | $201.00

$1201 - $1334 | $267.00 .

Family of 6 Discretionary Income Chart

Discretionary Income (Monthly) _ I Monthly Payment
$0 - $611 Full Waiver

| $612 - $764 } : $78.00

| $765-$914 | $117.00

$915 - $1068 | $153.00
$1069 - $1218 N $191.00 ;
$1219 - $1375 | $231.00 ]
$1376 - $1528 ' $306.00

H

Family of 7 Discretionary Income Chart

Discretionary Income (Monthly) | Monthly Payment

$0 - $688 | Full Waiver

$689 - $861 _ $88.00

$862 - $1030 | $131.00

$1031 - $1203 = :_ $172.00

§1204 - $1373 | $216.00 B
$1374 - $1549 | $260.00

$1550 - $1722 | $344.00

|

Family of 8 Discretionary Income Chart

Discretionary Income (Monthly) | Monthly Payment
40 - $765 | Full Waiver
| $766 - $958 | $.98.00 )

$959 - $1146 $146.00
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$1147 - $1339 $192.00

$1340 - $1527 ) $240.00 }
$1528 - $1723 _ | $289.00 i §
$1724 - $1915 | $383.00
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Professional Qualifications
of Staff



Dennis Perkins

6275 Piney River Road 901-864-6815
Bartlett, TN 38135 dennybobbic@bellsouth.net

EDUCATION: 1991 RN graduate of Baptist Hospital School of Nursing

EXPERIENCE:

June 2014- present: Benevere Specialty Pharmacy

POSITION: Infusion Nurse Coordinator

RESPONSIBILITIES: Responsible for teaching and administration of all medications requiring
nursing support. Competent in administration of IVIG, Humira, Cimzia, Stelara, Growth
Hormone, Hemophilia agents, and most other medications. Skilled at venipuncture, PICC and
Central Line care in the pediatric and adult population. Also responsible for all aspects of
obtaining and maintaining state licensure for 2 pharmacy branches, including procuring
insurance contracts, such as multiple state Medicaid programs, Aetna, Humana, United
HealthCare, Cigna, and BCBS. Our company grew from being licensed in 5 states to 51 states
and territories in both branches during my first year of working with contracts.

March 2007- Present: Home Health Care of West TN

POSITION: Field Nurse, High-Tech Nurse, On-Call Nurse; worked part-time and on call since
2007; took full time position in 2012, continuing weekends on-call

RESPONSIBILITIES: All aspects of patient care, coordination of care, communication with
physicians, supervisors, and other staff; all oasis reassessments per computer; frequently utilized
as a clinical resource for high-tech nursing and complicated patient care; skilled with IV
infusions, lab draws, PICC lines, central lines

March 2003-November 2011: PSA then Hemophilia Health Services/Accredo

(status post acquisition)

POSITION: Nurse Manager

RESPONSIBILITIES: Management of nursing team; patient care coordination; scheduling; QI
upkeep of client records; JACHO; state compliance; inservices; patient care; skilled nurse visits;
assessments of patients; supervisory visits; computerized documentation; plan of treatments;
fostering relationships with patients, staff, insurance case managers, and referral sources

March 2000-2003: Tender Loving Care Staffbuilders

POSITION: Pediatric Care Coordinator, then Director of Clinical Services, then Care Team
Manager

RESPONSIBILITIES: Supervising and managing all aspects of the patient care of pediatrics
and adults who received intermittent skilled nurse visits, full therapy services, CAN services, and
nursing and CAN private duty; duties included maintaining state and JACHO regulations;
extensive communication with multiple case managers; liason with hospitals, physicians, and
insurance companies; organizing plans of treatment and supervising a multi-disciplinary team to
maximize patient care; scheduling of all staff as DCS; management of a team of 70



Dennis Perkins

patients, including scheduling and supervisory visits; multi-team approach with nurses,
therapists, and CNAs; all oasis events; frequencies to assist with PPS to obtain best financial
reimbursement

1999-March 2000: Medshares Nursing Service
POSITION: Director of Clinical Services (Began as Pediatric Care Coordinator)
RESPONSIBILITIES: Same as listed for Tender Loving Care Staffbuilders

1998-1999: Trinity Home Health

POSITION: High-Tech Visit Nurse

RESPONSIBILITIES: Full range of visit specialties, including pediatrics, geriatrics, high-tech,

and extensive wound care; Intermittently worked scheduling desk to coordinate patient care with
all disciplines; Intermittently worked orders desk to communicate with hospitals, physicians, and
case managers in order to coordinate care

1994-1998: Alverno Home Health
POSITION: High-Tech Skilled Visit Nurse
RESPONSIBILITIES: Similar to Trinity position above

1991-1994: St. Jude Children’s Research Hospital

POSITION: ICU Staff Nurse/Charge Nurse

RESPONSIBILITIES: Total patient care of critically ill pediatric oncology patients in a
research teaching facility; Experience with administration of neoplastic agents; facilitation of the
grieving process of terminally ill patients and their families; experience as charge nurse;
overseeing patient care team

1988-1991: Regional Medical Center Trauma ICU

POSITION: Nurse Extern

RESPONSIBILITIES: Performed total patient care of critically ill trauma patients; exposed to
the worst of the worst accident victims and other graphic injuries; performed quick decision
making in crisis situations; worked in an exciting and challenging environment.

1985-1988: Kord’s Ambulance Service, Tucson, AZ
POSITION: EMT/First Responder
RESPONSIBILITIES: First Responder for Emergency 911 calls, hospital based






Job Description

TITLE: PRN Infusion Nurse - Registered Nurse (RN)
REPORTS TO: Regional Nurse Manager

The primary role of the Staff Nurse is to provide infusion nursing services to patients
receiving infusion medications from AxelaCare Health Solutions LLC. (AxelaCare)
pharmacy and /or provide clinical coordination for infusion services for all
AxelaCare’s patients. Service delivery will occur in patient’s home or alternate site
per patient’s request. All infusion services and medication delivery will be provided
utilizing accepted Infusion therapy clinical technique and AxelaCare’s established
policy and procedures ordered by a licensed physician or licensed practioner. All
clinical operations will be consistent with established goals, objectives, and policies,
and specifically focused on delivery of infusion therapy nursing and medication
delivery.

REQUIREMENTS and TRAINING:

* Graduate of an accredited school of nursing.

* Registered Nurse - Licensed in the state of practice.

* Minimum of 3 years’ experience and proficiency in infusion therapy. Infusion
in home health setting is highly desirable.

* MUST HAVE a high level of proficiency with the use of technology,
thru exposure to EMR, use of data phones or tablets with WiFi access,
and proficiency in Microsoft Office Suite (Excel and Word).

* Knowledge of the Infusion Nursing standards (INS) and nursing
process including assessment, problem identification or nursing
diagnosis, outcome identification, planning and communicating,
implementation, and evaluation.

* Knowledgeable and/or experience with current state licensure
requirements

* Knowledgeable and/or experience in HIPAA and JCAHO; a plus

« Excellent interpersonal, listening, organizational, and critical thinking
skills.

* Ability to work with an interdisciplinary team of professionals
including clinical, pharmacy, physicians, outside infusion nursing
agencies, patients, families, and significant caregivers.

* Professional appearance, and teaching skills

Job Description — Registered Nurse
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Job Description

+ Ability to work independently in home or alternate site settings
« Ability to work under pressure with clinical emergencies if required

 Ability to meet attendance, overtime, on-call, and other reliability
requirements of the job.
Comply with nursing professional practice acts or title acts relating to

reporting and peer review.

FUNCTIONS AND RESPONSIBILITIES

« Ability to establish and maintain positive clinical rapport with all patients
and their families, representing AxelaCare including working directly with
patients and their families, maintain contact and clinically monitor all
patients providing direct infusion therapy services.

« Infuse medications on a regular basis in patient’s home setting including
monitoring and tracking vital signs, performing procedures such as IV
placement, phlebotomy, and medication administration via peripheral
infusion device: or PICC line; Implantable port; and/or Central Venous
Catheters and as ordered by a licensed physician or licensed practioner.

« Assess patient in home environments, including clinical assessment safety
of environment, pain assessment, monitor effectiveness of medication
treatment, develop plan of care, education for patients and patient’s family
members, including providing care.

« Establish and maintain all clinical documentation including Plans of
Care/Treatment (POC/PQT), Clinical Summaries, medication changes and
updates for AxelaCare pharmacy.

« Willingness to work with most ages and diagnosis of patients receiving
infusion therapy medication.

« May work with numerous infused or Injectable medications including orals
per AxelaCare protocols

- Clinical oversight of all patient functions provided by AxelaCare Health
Solutions, LLC.

« Collaborative relationships involving all agencies delivering services on
behalf of/or in conjunction with AxelaCare, including all nursing agencies in
a contracted relationship, patient, families, significant caregivers, and other
healthcare team members.

« Maintaining current State Nursing licensure, as required by the State
Department of Health, is mandatory.

Job Description — Registered Nurse
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Job Description

e Assist in securing and maintaining all licensure and accreditations
warranted by AxelaCare, including required Home Health Licensure, JCAHO,
and any other licensure or credentialing as necessary.

» Compliance and adherence to all State and Federal regulations and laws,
JCAHO, OSHA, HIPAA, CPR, all infusion pharmacy and nursing licensure
accepted standards of practice.

e Maintain all mandatory education required upon hire and annually per
policy.

* May be required to represent the company in clinical interactions as
requested.

« May provide education regarding AxelaCare Health Solutions services, for
both internally and external customers.

e Function as clinical educator, and resource.

» May work in office or alternate settings including home settings

* Ability to travel on occasion

e Excellent driving record

* Maintains automobile liability insurance

» May be required to work any day or shift as required to accommodate
patient schedules in administering medications

e May be required to lift or carry equipment and supplies to patients home

e May be required to participate in afterhours on call responsibilities

e Other duties as requested

Employee Signature Date

Job Description — Registered Nurse
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C, Economic Feasibility--2
Documentation of Availability of Funding



AXELA~ .
' A AN E Experience. The Difference.

15529 College Bivd
Lenexa, KS 66219

Toll- free: 877.342,9352
Fax:B877.542.9352

www.AxelaCare.com

June 10, 2016

Melanie Hill, Executive Director

Tennessee Health Services and Development Agency
Andrew Jackson Building, 9™ Floor

502 Deaderick Street

Nashville, TN 37243

RE: CON Application to Establish a Home Health Agency
Shelby County, Tennessee

Dear Mrs, Hill:

AxelaCare Health Solutions, LLC is filing a Certificate of Need application to establish a
home health agency in Shelby County, limited to providing home infusion of immune
globulin pharmaceuticals,

AxelaCare Health Solutions, LLC is wholly owned through several wholly owned
subsidiaries by UnitedHealth Group, Inc., a publicly traded company.

1 am writing to confirm that the project’s capital cost, estimated at only approximately
$58,000, will be funded by a cash transfer to the applicant through its parent company.
As Controller of Axelacare Holdings, Inc., parent company of AxelaCare Health
Solutions, LLC, I am authorized to make that commitment. The availability of sufficient
cash for the project is shown in financial statements in the Attachments to the application.

Ul

Clay Collins
Controller
Axelacare Holdings, Inc.
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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

Form 10-K

ANNUAL REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF
1934

For the fiscal year ended December 31, 2015 /
or

[[] TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT
OF 1934

For the transition period from to

Commission file number: 1-10864

UNITEDHEALTH GROUP’
UnitedHealth Group Incorporated

(Exact name of registrant as specified in its charter)

Delaware 41-1321939
(State or other jurisdiction of (LR.S. Employer
incorporation or organization) Identification No.)

UnitedHealth Group Center

9900 Bren Road East
Minnetonka, Minnesota 55343
(Address of principal executive offices) (Zip Code)

(952) 936-1300

(Registrant’s telephone number, including area code)

Securities registered pursuant to Section 12(b) of the Act:

COMMON STOCK, $.01 PAR VALUE NEW YORK STOCK EXCHANGE, INC.

(Title of each class) (Name of each exchange on which registered)

Securities registered pursuant to Section 12(g) of the Act: NONE

Indicate by check mark if the registrant is a well-known seasoned issuer, as defined in Rule 405 of the Securities Act. Yes No []
Indicate by check mark if the registrant is not required to file reports pursuant to Section 13 or Section 15(d) of the Act. Yes [] No

Indicate by check mark whether the registrant (1) has filed all reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act of 1934
during the preceding 12 months (or for such shorter period that the registrant was required to file such reports), and (2) has been subject to such filing
requirements for the past 90 days. Yes [X] No Iﬁ

Indicate by check mark whether the registrant has submitted electronically and posted on its corporate Web site, if any, every Interactive Data File required
to be submitted and posted pursuant to Rule 405 of Regulation S-T (§232,405 of this chapter) during the preceding 12 months (or for such shorter period that
the registrant was required to submit and post such files). Yes No

Indicate by check mark if disclosure of definquent filers pursuant to Item 405 of Regulation 5-K (§229.405 of this chapter) is not contained herein, and will
not be contained, to the best af registrant’s knowledge, in definitive proxy or information statements incorporated by reference in Part ITI of this Form 10-K
or any amendment to this Form 10-K.

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, or a smaller reporting company. See the
definitions of “large accelerated filer,” “accelerated filer” and “smaller reporting company” in Rule 12b-2 of the Exchange Act. (Check one)

Large dccelerated filer Accelerated filer [
Non-accelerated filer [] Smaller reporting company [

Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange Act). Yes [0 No

The aggregate market value of voting stock held by non-affiliates of the registrant as of June 30, 2015 was $114.440,856,791 (based on the last reported sale
price of $122.00 per share on June 30. 2015, on the New York Stock Exchange), excluding only shares of voting stock held beneficially by directors,
executive officers and subsidiaries of the registrant.

As of January 29, 2016, there were 950,673,998 shares of the registrant’s Common Stock, $.01 par value per share, issued and outstanding.
DOCUMENTS INCORPORATED BY REFERENCE

The information required by Part I11 of this report, to the extent not set forth herein, is incorporated by reférence from the registrant’s definitive proxy

statement relating to its 2016 Annual Meeting of Shareholders. Such proxy statement will be filed with the Securities and Exchange Commission within 120
days after the end of the fiscal year to which this report relates.




UnitedHealth Group
Consolidated Balance Sheets

December 31, December 31,

(in millions, except per share data) 2015 2014
Assets
Current assets:
Cash and cash eqUIVAIENtS ... ... oovenvrernieanenurnn e $ 10923 $ 7,495
ShOrt-term INVESLMENTS . o v v o e v v s e et s aaesias e era s sras s s 1,988 1,741
Accounts receivable, net of allowances of $333 and $260 ... 6,523 4,252
Other current receivables, net of allowances of $138and $156 . ......iinn 6,301 5,498
Assets under MANAZEMENt . ...\ vevevereereraersnos s 2,998 2,962
Deferred iNCOME LAXES .« . o vt e e renansesnnaeesasiasaons 860 556
Prepaid expenses and other Current assets .. ...ovvuvmvivenraaairrsosesns 1,546 1,052
TOtal CUITEIE ASSES  « « v v v e e v v e e ettt b e s r e sa s s bt 31,639 23,556
Long-term inVestments .........cooeeiinierainieaanns R T 18,792 18,827
Property, equipment and capitalized software, net of accumulated depreciation and
amortization of $3,173 and $2,954 . ... .. e 4,861 4,418
GOOAWITL + vttt e e e e e 44,453 32,940
Other intangible assets, net of accumulated amortization of $3,128 and $2,685 .. ... 8,391 3,669
OTNEE ASSELS + v e v v e e e b as e e e e as e et 3,247 2,972
TOLAL ASSEES . . o v v v s e eaae s s e ia e h e e $ 111,383 $ 86,382

Liabilities, redeemable noncontrolling interests and equity
Current liabilities:

Medical COStS PAYADIE . ..o tvv ittt et $ 14330 $ 12,040

Accounts payable and accrued lHabilities « v oo oo v e e 11,994 9,247

Other policy liabilities .. .....covnvviiiii i 7,798 5,965

Commercial paper and current maturities of long-termdebt . . ........... ..., 6,634 1,399

UNEANEA TEVEIUES « « « v v v v tvv s e eeem e eas s a s nenans 2,142 1,972
Total current Habilities . ..o v ve et it 42,898 30,623
Long-term debt, less current MAtUFHES © v v v s oottt s 25,460 16,007
Future policy benefits . ........ueeiiiumuininvien i 2,496 2,488
Deferred INCOMIE LAXES « v v vt v v e s et mna s s e 3,587 2,065
Other HADILIEIES « « « v v v oo e e et ettt e 1,481 1,357
Total HADIHHES .+ v v oot e e et iee e s iie e inn it 75,922 52,540
Commitments and contingencies (Note 13)
Redeemable noncontrolling interests . ... vvvvveennie e e s 1,736 1,388
Equity:

Preferred stock, $0.001 par value — 10 shares authorized: no shares issued or

OUISLANAING .« . v v ettt ei e e — —
Common stock, $0.01 par value — 3,000 shares authorized; 953 and 954 issued
and OUtSTANdING .+ ..t vttt 10 10

Additional paid-in capital . ... ... i 29 —

Retained armings . .. oo vvvevnvrnrennennseanrer e 37,125 33,836

Accumulated other comprehensive 1088 ... ..o (3,334) (1,392)

Nonredeemable noncontrolling Interest . . ....o.ovvvviirinrenerenes (105) —
TOtAl EQUILY + + « e v vt varae e eeee e 33,725 32,454
Total liabilities, redeemable noncontrolling interests and equity .............. $ 111,383 $ 86,382

See Notes to the Consolidated Financial Statements
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UnitedHealth Group
Consolidated Statements of Operations

For the Years Ended December 31,

(in millions, except per share data) 2015 2014 2013
Revenues:
PremitImiS .« v oo v v v e et aromoins sien s osas aaonssanson sl vsisasiene e $127,163 $115,302 $109,557
PrOQUCES vttt e e e e e e et e s e 17,312 4,242 3,190
G EIVICES .+ vt v et s e e e e ee et e e 11,922 10,151 8,997
Investment and Other iNCOME .. . ... oo vvnmervarreasnnesennonns 710 779 745
TOtal FEVENUES  4oie s s s s ariei sl otissis s diite’ & 0050 Ta91 5 16 16 B0 4000 WAL Emn oy 157,107 130,474 122,489
Operating costs:
MeEdiCAl COSES v v v v ven s een s e e s eas e et snasionnsassiisas 103,875 93,633 89,659
OPErating COSLS « v v uv vias v e vnonavsessonsnessanassssessssshois 24,312 21,263 18,941
Costofproducts sold ........oiiiririnnereriiiiiinaiir e, 16,206 3,826 2,891
Depreciation and amortization ... ......cevieureiiriiii e 1,693 1,478 1,375
Total OPErating COSLS .+ . v vt vv v vt vun i aaa e i aae e 146,086 120,200 112,866
Earnings from operations ..............cciiiiiiiiiiiiiiiaiiiie 11,021 10,274 9,623
INEETESt EXPEMSE . . v v vttt e e te s e s v i e e eae e s am i (790) (618) (708)
Earnings before income taxes .............coiriiiniieeeniiiiiiiin 10,231 9,656 8,915
Provision fOr INCOME tAXES « v v vt v v v v o v e v et sennnneneesaneronessnnssss (4,363) 4,037) (3,242)
Net @armings ... .....vvvveiuiuinnnenrererseeeeciainiionaeteeeienns 5,868 5,619 5,673
Earnings attributable to noncontrolling interests ............cocoiniies (55) — (48)
Net earnings attributable to UnitedHealth Group common
SEOCKROMAEES . . vt e ettt ittt e $ 5813 $§ 5619 $ 5,625
Earnings per share attributable to UnitedHealth Group common
stockholders:
BaSiC « . v v+ eree v S S TN R e W B o W St $ 610 $ 578 $ 559
Diluted iy @ Swerts i s s 0 Lo Sr e e e s $ 601 § 570 $ 550
Basic weighted-average number of common shares outstanding ........ 953 972 1,006
Dilutive effect of common share equivalents ...................000u0e 14 14 17
Diluted weighted-average number of common shares outstanding ...... 967 986 1,023
Anti-dilutive shares excluded from the calculation of dilutive effect of
common share equivalents ......... .. it i e 8 6 8
Cash dividends declared per common share ..............oviiiiiiiians $ 1.8750 $ 14050 $ 1.0525

See Notes to the Consolidated Financial Statements
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UnitedHealth Group

Consolidated Statements of Comprehensive Income

For the Years Ended December 31,

(in millions) 2015 2014 2013
Net @aTMENES . . ... ovveiree e re e et anesn e an e s e aes s $ 5868 $ 5619 $ 5,673
Other comprehensive loss:
Gross unrealized (losses) gains on investment securities during the
POTAO 5 v e G w5 70T o WD GO BRI e eleS Hieio (123) 476 (543)
Income tax effect . ..o v i it it e e 44 173) 196
Total unrealized (losses) gains, netoftax ......... ...t %)) 303 (347)
Gross reclassification adjustment for net realized gains included in net
GAITIIES .« . v v v ve e st enusanssbssasasassessessonsnsnsseseins (141) (211) (181)
Income tax €ffect . ... vvuiv vt ves sansmianvarserosenennsanones 53 77 66
Total reclassification adjustment, netoftax .................. (88) (134) (115)
Total foreign currency translation losses . ..........oooooiiiainn (1,775) (653) (884)
Other comprehensive 10SS . ... .vvvtirvrinn i iareiia e (1,942) (484) (1,346)
Comprehensive INCOME . . ... vvuvuvreniinnrerssnneeenanesin i 3,926 5,135 4,327
Comprehensive income attributable to noncontrolling interests . .............. (55) — (48)
Comprehensive income attributable to UnitedHealth Group common
StOCKROLAECL'S . . .. s did i i valh s s e wre aaaatitese Jia &l e sEawmre #ed 55 $ 3,871 $ 5,135 $ 4,279

See Notes to the Consolidated Financial Statements
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Miscellaneous Information



AxelaCare Health Solutions--Shelby County
Patient Origin Projection
CY2017-CY2018

Cumulative
Percent of | Percent of | Year One Year Two
Total Total CY2017 CY2018
County Patients Patients Patients Patients
Shelby 59.2% 59.2% 27 38
Madison 6.4% 65.6% 3 4
Tipton 4.1% 69.7% 2 3
Gibson 3.2% 72.9% 1 2
Fayette ; 2.8% 75.7% 1 2
Dyer 2.4% 78.1% 1 2
Weakley 2.2% 80.3% 1 1
Henry 2.1% 82.4% 1 1
Obion 2.0% 84.4% 1 1
Henderson 1.8% 86.2% 1 1
Lauderdale 1.8% 88.0% 1 1
Carroll 1.7% 89.7% 1 1
Hardeman 1.7% 91.4% 1 1
McNairy 1.7% 93.1% 1 1
Hardin 1.6% 94.7% 1 1
Chester 1.1% 95.8% 0 1
Haywood 1.1% 96.9% 0 1
Benton 1.0% 97.9% 0 1
Crockett 0.9% 98.8% 0 1
Decatur 0.7% 99.5% 0 0
Lake 0.5% 100.0% 0 0
Service Area Total 100.0% 45 65

Source: Patient projections in proportion to county populations, 2016.
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About URAC &

For 25 years, URAC has been the independent leader in promoting health care quality through
accreditation, education, and measurement, URAC offers a wide range of quality benchmarking
products that reflect the latest changes in health care and provide a symbol of excellence for
organizations to showcase their validated commitment to quality and accountability. URAC’s
evidence-based measures and standards are developed through inclusive engagement with a
broad range of stakeholders committed to improving the quality of health care.

Our History

In the late 1980's, concerns grew over the lack of uniform standards for utilization review (UR)
services. UR is the process where organizations determine whether health care is medically
necessary for a patient or an insured individual. As a result, URAC's first mission was to
improve the quality and accountability of health care organizations using UR programs. In later
years, URAC’s mission expanded to cover a larger range of service functions found in various
health care settings, including the accreditation of integrated systems such as accountable care
organizations and health plans to smaller organizations offering specialty services. Formally
incorporated in 1990, URAC has more than 30 accreditation and certification programs.

From conception, URAC’s founders recognized that an accreditation organization would not be
accepted by regulators, health care providers, and consumers if controlled by industry interests.
Therefore, several operating principles were incorporated into URAC’s structure and bylaws.
First, URAC was set up as an organization independent of any particular stakeholder group.
Second, the governing board of directors was established with representatives from all affected
constituencies: consumers, providers, employers, regulators, and industry experts.

URAC is one of the fastest growing health care accreditation agencies in the world. It will
continue to develop new standards for the health care system and revise existing ones to
promote national standards and to ensure that all stakeholders, including consumers and
providers, are protected.

Sign Up for Email Updates

Accreditation & Measurement Education & Events Resource Center About Us Interested in accreditation?
Contact businessdevelopment@urac.org
Accreditation Programs Calendar Consumers Board of Directors
Measurement Workshops Policymakers Executive Team Code of Conduct | Privacy Policy | Terms of
Sales Webinars Research & Publications Careers Use
AccreditNet 2,0 My Meetings Public Comment Contact Us
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Accreditation & Measurement

Accreditation & Measurement

Accreditation & Measurement

Accreditation Programs

Measurement
AccreditNet What is Accreditation?
Accreditation is an evaluative, rigorous, trangparent, and comprehensive process in which a health care organization
undergoes an examination of its systems, processes, and performance by an impartial external organization
(accrediting body) to ensure that it is conducting business in a manner that meets predetermined criteria and is
consistent with national standards.
What is Measurement?
Measurement facilitates quality improvement and enables more meaningful comparisons among accredited
organizations. Beginning with measures concepts familiar to the industry, URAC is adding quantitative measures to
our accreditation programs. URAC is committed to aligning and harmonizing its performance measures with the
national quality endeavors of the federal, state, and local governments to address key health issues of the population.
Sign tp for Email Updates
.Ac.creditati.on & Measurement Education & Events Be.st?urcfa Center About Us Interested in accreditation?
Contact businessdevelopment@urac.org
Accreditation Programs Calendar Consumers Board of Directors
Measurement Workshops Policymakers Executive Team Code of Conduct | Privacy Palicy | Terms of
Sales Webinars Research & Publications Careers Use
AccreditNet 2.0 My Meetings Public Comment Contact Us |

Standards Interpretations Client Testimanials
Filing a Complaint
Frequently Asked Questions
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Accreditation adds value to organizations that receive it by providing an external, independent seal of approval and by
promoting quality improvement within the organization as part of the accreditation review. URAC accredits many types
of health care organizations depending on the specific functions they carry out and has a portfolio of programs that
spans the health care industry. URAC accreditations, certifications, and designations address health care
management, health care operations, health plans, pharmacy quality management, and providers.

Back to Top

Does URAC offer an accreditation or certification for compounding pharmacies?

No, URAC does not accredit or certify the work done in compounding pharmacies or compounding functions. URAC's
Pharmacy Quality Management® accreditation programs include Specialty Pharmacy, Community Pharmacy, Mail
Service Pharmacy, Drug Therapy Management, Pharmacy Benefit Management, and Workers' Compensation
Pharmacy Benefit Management. URAC defines Specially Pharmacy as a full service pharmacy that specializes in
filling prescriptions for patients who need certain high-cost biotech and injectable medications, These specialty
medications help patients with complex conditions including multiple sclerosis, theumnatoid arthritis, certain types of
cancer, solid organ transplant, and hemophilia. These drugs can be injected, infused or taken arally, and typically
require special handling and other specialty expertise.

Back to Top

What are the general eligibility requirements for all URAC programs?

To apply for URAC accreditation and certification, the potential applicant ofganization must:

1. Be an established legal entity in the United States (U.S.) including U.S. Territories

2. Operate under a unique Employer Identification Number assigned by the Internal Revenue Service

3, Have the ability to produce a Certificate of Good Standing from the U.S. State or Territory where the entity is
domiciled

4. Have the ability to provide proof of having filed applicable federal and state taxes

5. Sign the URAC contract and pay all fees within the assigned due dates

6. Be in compliance with applicable U.S. federal, state, and local Jaws and regulations

7. Operate under active business and clinical permits, licenses, registrations, or charters, within the scope of
accreditation function, that have been legally issued by U.S. federal, state, or local agencies.

8. Perform all clinical services and denials, within the scope of accreditation function, within the U.S. - this includes
U.S. territories

9. Be able to document all non-clinical services, within the scope of accreditation function, that operate outside of the
u.s.

10. Perform health care services that can be evaluated, relevant to the URAC program standards applied.

11. Not delegate or outsource to another entity more than 50 percent of the standards within the scope of accreditation
function,

12. Operate under the same policies and procedures at all locations covered within the scope of accreditation
function

13. Provide complete and accurate information to URAC during the application process and during the term of the
accreditation.

14. Have the ability to report required measurement data

15. Demonstrate that it continually assesses and acts to improve the quality of its services that are within the scope of
accreditation function

16. Identify any excluded business or customers from the scope of the accreditation function

17. Not exclude functions for which URAC is recognized by the federal government or state governments

18. Have less than six months of operations if seeking provisional accreditation

Back to Top

How many organizations hold URAC accreditation?

URAC-accredited organizations are listed in the URAC Directory of Accredited Organizations. It can be searched by a
specific program or by organization name.

Back to Top

Who recognizes URAC accreditation?

URAC's accreditation is recognized nationwide by state and federal regulators. URAC accreditation standards appear i
in legislation and regulation at the state and federal government. URAC has deemed status for various state and
federal programs and is autharized by the U.S. Department of Health and Human Services as an accreditor for
Qualified Health Plans in the Health Insurance Marketplace. URAC's health plan accreditation standards are approved
by the U.S. Department of Health and Human Services (HHS) and are valid for health plans in all 50 states as well as
the District of Columbia. URAC has recognition of our Health Plan Accreditation from the Center for Consumer
Information and Insurance Oversight for Qualified Health Plans being offered on Health Insurance Marketplaces and
deeming recognition from the Centers for Medicare and Medicaid Services (CMS) for Medicare Advantage plans
(which does not include Part D plans)
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CHEYENNE JOHNSON
Assessor of Property

Property Location and Owner Information
Parcel ID: 056033 00237

Property Address: 5100 POPLAR AVE /
Municipal Jurisdiction: MEMPHIS
Neighborhood Number: 00712E56
Tax Map Page: 154E
Land Square Footage:
Acres: 7.7900 v’
Lot Dimensions: 139.71 X 237.97 IRR
Subdivision Name: CLARK TOWER SD RESUB OF LOT 2
Subdivision Lot Number: 2A
Plat Book and Page: 216-030
Number of Improvements: 1
Owner Name: CLARK TOWER LLC
In Care Of:
Owner Address: 2328 10TH AVE N STE 401
Owner City/State/Zip: LAKE WORTH, FL 33461 6606

2015 Appraisal and Assessment Information

Class: COMMERCIAL

Land Appraisal:
Building Appraisal:
L~ Total Appraisal:

———————————

lr!f\ota| Assessment:

Greenbelt Land:
Homesite Land:
Homesite Building:
Greenbelt Appraisal:
Greenbelt Assessment:

Click Here for 2014 Values
View: Assessor's GIS Map

View: GIS Parcel Map

$ 5,155,600
$ 16,854,700
$ 22,010,300

ey

$ 8,804,120

$0
$0
$0
$0
$0

Commercial Structure Information

[ — — — e ————

Land Use:
Total Living Units:

Structure Type:
Year Built:
Investment Grade:

Building Square Footage:

_ OFFICE HIGH

OFFICE BLDG H-R 55T
1973
B

1172656 9~

Other Buildings on Site for this Property
See Permits Filed for this Property
See Sales Data for this Property

|not a bill and does not serve as a notice or invoice for payment 0

Disclaimer: The Information presented on this web site is based on the inventory of real property found within the jurisdiction of the county
of Shelby In the State of Tennessee. Shelby County assumes no Iegal responsibility for the information contained within this web site. This is
taxes nor does it replace scheduled notices mailed to property owners.
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J Center for the Diagnosis, Treatment and Research of Neurological Disorders

Neurology Clinic

e = BolnAchwmolelun: MLD,

‘nllo E, Bevtoriui, M.D.
Yaohui Clinl, M.D.
Gregory J. Condon, M.D.
Naflz A. Elali, M.D.
Nadu El Audary, M.D.
Mark Leloux, M.D. .
Jesus K. Martinez, M.D.

Rekha Piilal, M.D.

Nuncy I, Baker
Aduriuistrator

Centval Offive
1211 Union Ave
Suite 400
Mempliis, TN 38104
(001) 725-8920

Basy Office
8600 Centerview Pkwy
Suite 305
Memphis, TN 38018
(901) 624-2960

MRI Center
8000 Centarview Phwy
Swite 101
Memphis, TN 38018
(901) 624-0384

Noith Office
3950 New Covinglon Pike
Suite 270
Mewphis, TN 38128
(01) 387-2120

wesleyneurplogy.com

Melanie M. Hill

Health Services & Development Agency
Andrew Jackson Bidg., 9th Floor

502 Deaderick Street

Nashville, Tennessee 37243

Re:  Axelacare Health Solutions 1.L.C--Certificate of Need Application

Dear Ms. Hill:

Wesley Neurology is a physician specialty medical practice that focuses on disorders
related to the nervous system--some of which are chronic conditions that are difficult to
address. Often, advanced immune globulin (IgG) infusion therapy is the best treatment
alternative. Unfortunately, it can be difficult for many patients (especially rural residents) to
use, due to the fact that a treatment regimen can take several days and more than one visit to
administer. Such patients would be best served by having access to 1gG in their homes.

Having companies like AxelaCare that specialize in pharmacy and IgG infusion
nursing in the home setting provides a great alternative to treat these patients. Identifying
companies that can provide home infusion therapy has been extremely difficult due to the
few authorized agencies, their refusal to provide first-infusion home visits, their inability to
handle visits longer than 2 hours when required and their inability to staff experienced Ig
infusion nurses as soon as necded,. We are also pleased by AxelaCare’s willingness to
provide home care in all our rural counties, which some providers cannot do.

I support Axelacare’s application for a Certificate of Need to provide these
specialized services. lts clinical skills and technology are needed by our patients. Having
them as a referral option will improve the quality of home care that we are able to
recommend to our patients, Please do not hesitate to contact me with any questions,

Sincerely,

Tulio Be nﬁ'MD
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June 9, 2016

Melanie M. Hill

Health Services & Development Agency
Andrew Jackson Blds., 9th Floor

502 Deaderick Street

Nashville, Tennessce 37243

Re: Axclacare Health Solutions LI C--Certificate of Need Application
Dear Ms. Hill:

I am a Registered Nurse working for Memphis Neurology. We arc a multi-physician specialty
medical practice in Memphis treating patients with disorders related to the nervous system. We see patients
from Memphis and scveral counties surrounding Shelby County.

In the past, we have attempted to identify home health agencies that will treat our patients requiring immune
globulin (IvIg) therapy in the home. This is an infused therapy given by TV which requires specially trained
skilled nurses to administer. The RN gocs to the home, starts an [V, administers the drug and monitors the
patient throughout the infusion. Due to the nature of the drug and the dose given, this can often require the
infusion to last 4-8 hours and must be given over consecutive days. Consequently, many home health
agencies decline these patients because they do not have the trained staff or the number of nurses available
to service.

Recently, I have had patients that should have received this therapy in the home but [ could not identify an
agency in West Tennessee that conld service this type of patient.

1 am requesting that you approve Axclacare’s request for CON to provide services for our patients, There
15 an unmet need in our arca and having Axelacare as an option to provide these services could improve the
quality and timeliness of care our patients receive,

Sincercly, ~
o Lo M’U\-« b

Rivers Collison, RN

-
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May 26, 2016

Melanie M. Hill

Health Services & Development Agency
Andrew Jackson Bldg., 9th Floor

502 Deaderick Street

Nashville, Tennessee 37243

Re: Axelacare Health Solutions LLC--Certificate of Need Application

Dear Ms. Hill:

Memphis Neurology is a physician specialty medical practice that focuses on disorders related to
the nervous system—some of which are chronic conditions that are difficult to address. Often, advanced
immune globulin (IgG) infusion therapy is the best treatment alternative. Unfortunately, it can be
difficult for many patients (especially rural residents) to use, due to the fact that a treatment regimen can
take several days and more than one visit to administer. Such patients would be best served by having
access to IgG in their homes,

We need options like AxelaCare that offer specialty pharmacy and IgG infusion nursing in the
home setting. Providing timely home infusion therapy has been extremely difficult due to the few
authorized agencies, their refusal to provide first-infusion home visits, their inability fo handle visits
longer than 2 hours when required and their inability to staff experienced Ig infusion nurses as soon as
needed,. We are also pleased by AxelaCare’s willingness to provide home care in all our rural counties,
which some providers cannot do.

For these reasons, we support Axelacare’s application for a Certificate of Need. Its clinical skills
and technology are needed by our patients. Having them as a referral option will improve the quality of
home care that we are able to recommend to our paticnts. Please do not hesitate to contact me with any
questions.

ankar Natarajan, M.D, Rahul Sonone, M.D.
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May 26,2016

Mclanie M. Hill

Health Services & Development Agency
Andrew Jackson Bldg., 9th Floor

502 Deaderick Street

Nashville, Tennessee 37243

Re:  Axelacare Health Solutions LIC~Certificate of Need Application

Dear Ms. Hill:

Memphis Neurology is a physician specialty medical practice that focuses on disorders related to
the nervous system,some of which are chronic conditions that are difficult to address. Often, advanced
immune globulin (1g(3) infusion therapy is the best treatment alternative. Unfortunately, it can be difficult
for many patients (cspecially rural residents) to use, due to the fact that a treatment regimen can take several
days and more than one visit to administer. Such patients would be best served by having access fo IgG in
their homes.

We need options like AxelaCare that offer specialty pharmacy and IgG infusion nurging in the
home setting. Providing timely home infusion therapy has been extremely difficult due to the few
authorized agencies, their refusal to provide first-infusion home visits, their inability to handle visits longer
than 2 hours when required and their inability to staff experienced Ig infusion nurses as soon as needed,.
We are also pleased by AxelaCare’s willingness to provide home care in all our rural counties, which some
providers cannot do,

For these reasons, we support Axelacare’s application for a Certificate of Need. Its clinical skills
and technology are needed by our patients. Having them as a referral option will improve the quality of
home care that we are able to recommend to our patients. Please do not hesitate to contact me with any
(qUEStions,

Sincerely,

Shankar Natarajan, M.D. ahul Sonone, M.D.
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INTERNATIONAL

PRECISION MEDICINE

ASSOCIATES

2200 Pennsylvania Avenue NW
4™ Floor East Tower
Washington, DC 20037
888-727-6910

Fax 202-765-2456

May 17, 2016

Melanie M. Hill

Health Services & Development Agency
Andrew Jackson Bldg,., 9th Floor

502 Deaderick Street

Nashville, Tennessee 37243

Dear Ms. Hill:

The physicians at International Precision Medicine Associates want to express our support for
Axelacare Health Solutions LLC's Certificate of Need application to expand its services to West
Tennessee. There is a significant need for access to the valuable services that Axelacare provides, and we
are confident that the approval of this project will assist both in improving patient care and the orderly
development of healthcare in the region. We urge you to give Axelacare’s application your approval.
While our physician practice is not in Tennessee, we have a patient who resides in West Tennessee.

International Precision Medicine Associates is a specialty medical practice of two physicians, cne
naturopathic physician, and nurse practitionets. Qur patients are primarily residing in the Maryland,
Virginia and Washington DC area, but also live in other areas of the country, including the patient in
West Tennessee. Many of our patients are afflicted with challenging medical conditions — such as
Primary Immune Deficiency, Selective Ig Deficiency, Common Variable Immune Deficiency — that defy
conventional forms of therapy. In such cases, immune globulin infusion (IgG) therapy is often the best,
and sometimes, the only, treatment alternative. A treatment regimen can take several days to administer;
s0 it is a burden for many rural patients to have to travel long distances to receive infusions in institutional
settings.

The addition of Axelacare home infusion nursing to the West Tennessee region will be a real
improvement in our options. Axelacare specializes in IgG home infusion therapy and has been recognized
by The Joint Commission for meeting exemplary clinical standards. It has a proven track record of
success of delivering 1gG therapy in many other states, using its in-house specialty pharmacy and nursing
resources, and we would welcome the opportunity to have access to its integrated services (both nursing
and pharmaceuticals) for the benefit of our patients, We also value AxelaCare’s advanced CareExchange
technology, which allows us to collect assessment and outcome data on our patients remotely and in real-
time--and feel that it is best operated by AxelaCare’s own experienced infusion nurses, as proposed in this
application. Knowing our patient will receive the same standard of care and clinical outcomes data
collection in Tennessee allows us to effectively manage the patient from afa.
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For all of these reasons, we enthusiastically endorse Axelacare’s application for a Certificate of
Need, Axelacare’s home infusion nursing services are needed throughout the West Tennessee region, and
will improve the quality of care for our patient.
Respectfully submitted,

C 67

Chatles Gant, M.D., Ph.D.
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NiHP\ National Integrated Health Associates

Leaders in Integrative Medicine and Biological Dentistry

20223/001/ NIHA Fax

5/16/16

Melanie M. Hill

Health Services & Development Agency
Andrew Jackson Bldg., 9th Floor

502 Deaderick Street

Nashville, Tennessee 37243

Dear Ms. Hill:

The physicians at National Integrated Health Associates want to express our support for Axelacare
Health Solutions LLC’s Certificate of Need application to expand its services to West Tennessee. There is
a significant need for access to the valuable services that Axelacare provides, and we are confident that the
approval of this project will assist both in improving patient care and the orderly development of healthcare
in the region. We urge you to give Axelacare’s application your approval. While our physician practice is
not in Tennessee, we have a patient who resides in Arlington, TN.

National Integrated Health Associates is a specialty medical practice of six physicians and nurse
practitioners. Our patients are primarily residing in the Maryland, Virginia and Washington DC area, but
also live in other areas of the country, including the patient in Shelby County. Many of our patients are
afflicted with challenging medical conditions — such as Primary Immune Deficiency, Selective Ig
Deficiency, Common Variable Immune Deficiency — that defy conventional forms of therapy. In such
cases, immune globulin infusion (IgG) therapy is often the best, and sometimes, the only, treatment
alternative. A treatment regimen can take several days to administer; so it is 2 burden for many rural patients
to have to travel long distances to receive infusions in institutional settings.

The addition of Axelacare home infusion nursing to the West Tennessee region will be a real
improvement in our options. Axelacare specializes in 1gG home infusion therapy and has been recognized
by The Joint Commission for meeting exemplary clinical standards. It has a proven track record of success
of delivering IgG therapy in many other states, using its in-house specialty pharmacy and nursing resources,
and we would welcome the opportunity to have access to its integrated services (both nursing and
pharmaceuticals) for the benefit of our patients. We also value AxelaCare’s advanced CareExchange
technology, which allows us to collect assessment and outcome data on our patients remotely and in real-
time—-and feel that it is best operated by AxelaCare’s own experienced infusion nurses, as proposed in this
application. Knowing our patient will receive the same standard of care and clinical outcomes data
collection in Tennessee allows us to effectively manage the patient from afar.

For all of these reasons, we enthusiastically endorse Axelacare’s application for a Certificate of
Need. Axelacare’s home infusion nursing services are needed throughout the West Tennessee region, and
will improve the quality of care for our patient.

Respectfully submitted,

Tracy Freeman, M.D.

<)
an Greenh;rg FNP

}A‘Wm : /‘/70' ol

5225 Wisconsin Avenue, Suite 402 » Washington, D.C, 20015
(202) 237-7000 www.NIHAdc.com Fax (202) 237-001

This fax was received by GF| FaxMaker fax server. For more information, visit: http:/Avww.gfi.com



EMAILED SUPPORT STATEMENT

NOTE: Mr. Hartman, a Pharmacist, resides in Hamilton County.

From: Steven Hartman <chadrx2005@@gmail.com>
Date: June 10, 2016 at 8:46:23 AM CDT

Subject: Re: AxelaCare Health Solutions TN Letter (Derrek Blake)
To Whom It May Concern:

I would like to express my professional and personal opinions regarding the arrangement
of nursing home care for HyQvia infusion treatment. As a pharmacist I have seen the
benefits of streamlining any treatment for patients. The least complex process is always
the most advantageous for the patient and usually leads to a higher patient compliance
rate. I believe reducing the number of patient contacts by the ability to schedule nursing
care through a single contact at AxelaCare will help patients. From a personal/patient
point of view I found myself engaging in some phone tag when scheduling my initial
nursing care visit. This seems to have pushed back my start date a few days. Not a
problem for me personally, but could be a potential issue for some patients in the

future. Thank you for your time and attention to my viewpoints. I hope this helps in the
decision making process and advances patient care to the very best it can be.

Sincerely,
Chad Hartman, PharmD



AFFIDAVIT

STATE OF _ TENNESSEE
COUNTY OF DAVIDSON

JOHN WELLBORN, being first duly sworn, says that he is the lawful agent of the applicant

named in this application, that this project will be completed in accordance with the

application to the best of the agent’s knowledge, that the agent has read the directions to this
application, the Rules of the Health Services and Development Agency, and T.C.A. § 68-11-
1601, et seq., and that the responses to this application or any other questions deemed
appropriate by the Health Services and Development Agency are true and complete to the

best of the agent’s knowledge.

SIGNATURE/TITLE

r/,-——‘
Sworn to and subscribed before me this | 3“‘day of “June , Bolb a Notary
(Month) (Year)

County/State of DAVIDSON

e I

/NC):SARZPP@BLIC

- il X/’
My commission expires - Juvby A, . Ao\
(Month/Zay) (Year)




~ LETTER OF INTENT -- HEALTH SERVICES & DEVELOPMENT AGENCY

The Publication of Intent is to be published on or before June 10, 2016, for one day, in
the following newspapers:

(2) The Commercial Appeal, which is a newspaper of general circulation in
Crockett, Fayette, Hardeman, Hardin, Haywood, Lake, Lauderdale, McNairy, Obion,
Shelby, Tipton and Weakley Counties;,

(b) The Jackson Sun, which is a newspaper of general circulation in Carroll,
Chester, Decatur, Gibson, Henderson and Madison Counties;

(c) The Paris Post-Intelligencer, which is a newspaper of general circulation in
Benton and Henry Counties; and

(d) The Dyersburg State Gazette, which is a newspaper of general circulation in
Dyer County.

This is to provide official notice to the Health Services and Development Agency and all
interested parties, in accordance with T.C.A. §§ 68-11-1601 et _seq., and the Rules of the
Health Services and Development Agency, that AxelaCare Health Solutions, LLC (a
proposed home health agency with its principal office in Shelby County), to be owned and
managed by AxelaCare Health Solutions, LLC (a limited liability company), intends to file
an application for a Certificate of Need to establish a home health agency and to provide
héme health services exclusively limited to the home infusion of immune globulin
pharmaceuticals in the following West Tennessee counties at a cost estimated at $69,628:
Benton, Carroll, Chester, Crockett, Decatur, Dyer, Fayette, Gibson, Hardeman, Hardin,
Haywood, Henderson, Henry, Lake, Lauderdale, Madison, McNairy, Obion, Shelby, Tipton and
Weakley Counties.

The applicant seeks licensure as a Home Health Agency (limited as described above) by the
Board for Licensing Health Care facilities. The applicant’s principal office will be located at
5100 Poplar Avenue, 27" Floor, Suite 2739, Memphis, TN 38137. The project does not

contain major medical equipment or initiate or discontinue any other health service, and it

will not affect any facility's licensed bed complements.

The anticipated date of filing the application is on or before June 15, 2016. The contact
person for the project is John Wellborn, who may be reached at Development Support
Group, 4219 Hillsboro Road, Suite 210, Nashville, TN 37215; (615) 665-2022.

jwdsg(@comeast.net
(E-mail Address)




State of Tennessee

Health Services and Development Agency
Andrew Jackson, 9" Floor, 502 Deaderick Street, Nashville, TN 37243
www.tn.gov/hsda Phone: 615-741-2364 Fax: 615-741-9884

July 1, 2016

John Wellborn

Development Support Group
4219 Hillsboro Road, Suite 210
Nashville, TN 37215

RE: Certificate of Need Application -- AxelaCare Health Solutions LLC. - CN1606-022

The establishment of a home care organization and the initiation of home health services
limited to the home infusion of immune globulin pharmaceuticals in 21 West Tennessee
counties. The principal office will be located at 5100 Poplar Avenue, 27th Floor, Suite
2739, Memphis (Shelby County) Tennessee. The service area includes Benton, Carroll,
Chester, Crockett, Decatur, Dyer, Fayette, Gibson, Hardeman, Hardin, Haywood,
Henderson, Henry, Lake, Lauderdale, Madison, McNairy, Obion, Shelby, Tipton, and
Weakley Counties. The estimated project cost is $69,628.

Dear Mr. Wellborn:

This is to acknowledge the receipt of supplemental information to your application for a
Certificate of Need. Please be advised that your application is now considered to be complete by
this office.

Your application is being forwarded to Trent Sansing at the Tennessee Department of Health for
Certificate of Need review by the Division of Policy, Planning and Assessment. You may be
contacted by Mr. Sansing or someone from his office for additional clarification while the
application is under review by the Department. Mr. Sansing’s contact information is
Trent.Sansing@tn.gov or 615-253-4702.

In accordance with Tennessee Code Annotated, §68-11-1601, et seq., as amended by Public
Chapter 780, the 60-day review cycle for this project will begin on July 1, 2016. The first 60 days
of the cycle are assigned to the Department of Health, during which time a public hearing may be
held on your application. You will be contacted by a representative from this Agency to establish
the date, time and place of the hearing should one be requested. At the end of the 60-day period, a
written report from the Department of Health or its representative will be forwarded to this office
for Agency review. You will receive a copy of their findings. The Health Services and
Development Agency will review your application on October 26, 2016.



Mr. Wellborn
July 1, 2016
Page 2

Any communication regarding projects under consideration by the Health Services and
Development Agency shall be in accordance with T.C.A. § 68-11-1607(d):

(3)  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.

4 All communications between the contact person or legal counsel for the applicant
and the Executive Director or agency staff after an application is deemed complete
and placed in the review cycle are prohibited unless submitted in writing or
confirmed in writing and made part of the certificate of need application file.
Communications for the purposes of clarification of facts and issues that may arise
after an application has been deemed complete and initiated by the Executive
Director or agency staff are not prohibited.

Should you have questions or require additional information, please contact me.

Sincerely,

NN TS S TE R

Melanie M. Hill
Executive Director

cc: Trent Sansing, TDH/Health Statistics, PPA



State of Tennessee

Health Services and Development Agency
Andrew Jackson, 9" Floor, 502 Deaderick Street, Nashville, TN 37243
www.tn.gov/hsda Phone: 615-741-2364 Fax: 615-741-9884

MEMORANDUM

TO: Trent Sansing, CON Director
Office of Policy, Planning and Assessment
Division of Health Statistics
Andrew Johnson Tower, 2nd Floor
710 James Robertson Parkway
Nashville, Tennessee 37243

FROM: Melanie M. Hili

Executive Director
DATE: July 1, 2016

RE: Certificate of Need Application
AxelaCare Health Solutions LLC. - CN1606-022

Please find enclosed an application for a Certificate of Need for the above-referenced project.

This application has undergone initial review by this office and has been deemed complete. It is
being forwarded to your agency for a 60-day review period to begin on July 1, 2016 and end on
September 1, 2016.

Should there be any questions regarding this application or the review cycle, please contact this
office.

Enclosure

cc: John Wellborn






LETTER OF INTENT -- HEALTH SERVICES & DEVELOPMENT AGENCY

The Publication of Intent is to be published on or before June 10, 2016, for one day, in
the following newspapers:

(a) The Commercial Appeal, which is a newspaper of general circulation in
Crockett, Fayette, Hardeman, Hardin, Haywood, Lake, Lauderdale, McNairy, Obion,
Shelby, Tipton and Weakley Counties,

(b) The Jackson Sun, which is a newspaper of general circulation in Carroll,
Chester, Decatur, Gibson, Henderson and Madison Counties;

(c) The Paris Post-Intelligencer, which is a newspaper of general circulation in
Benton and Henry Counties; and

(d) The Dyersburg State Gazette, which is a newspaper of general circulation in
Dyer County.

This is to provide official notice to the Health Services and Development Agency and all
interested parties, in accordance with T.C.A. §§ 68-11-1601 et seq., and the Rules of the
Health Services and Development Agency, that AxelaCare Health Solutions, LLC (a
proposed home health agency with its principal office in Shelby County), to be owned and
managed by AxelaCare Health Solutions, LLC (a limited liability company), intends to file
an application for a Certificate of Need to establish a home health agency and to provide
home health services exclusively limited to the home infusion of immune globulin
pharmaceuticals in the following West Tennessee counties at a cost estimated at $69,628:
Benton, Carroll, Chester, Crockett, Decatur, Dyer, Fayette, Gibson, Hardeman, Hardin,
Haywood, Henderson, Henry, Lake, Lauderdale, Madison, McNairy, Obion, Shelby, Tipton and
Weakley Counties.

The applicant seeks licensure as a Home Health Agency (limited as described above) by the
Board for Licensing Health Care facilities. The applicant’s principal office will be located at
5100 Poplar Avenue, 27" Floor, Suite 2739, Memphis, TN 38137. The project does not
contain major medical equipment or initiate or discontinue any other health service, and it
will not affect any facility's licensed bed complements.

The anticipated date of filing the application is on or before June 15, 2016. The contact
person for the project is John Wellborn, who may be reached at Development Support
Group, 4219 Hillsboro Road, Suite 210, Nashville, TN 37215; (615) 665-2022.

= jwdsg(@comecast.net
(E-mail Address)
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June 22, 2016

Phillip M. Earhart, HSD Examiner

Tennessee Health Services and Development Agency
Andrew Jackson Building, 9™ Floor

502 Deaderick Street

Nashville, TN 37243

RE: CON Application CN1606-022
AxelaCare Health Solutions, LLC

Dear Mr. Earhart:

This letter responds to your recent request for additional information on this
application. The items below are numbered to correspond to your questions. They are
provided in triplicate, with affidavit.

1. Section A. Applicant Profile, Item 1

a. The Letter of Intent notes the applicant’s proposed site is located on the
27" floor at 5100 Poplar Avenue, Memphis, TN. Please revise.

Attached after this page is revised page 1R, adding “Suite 2739 to the
address for the site, so it exactly agrees with the Letter of Intent.
b. The applicant notes the proposed site is located in Johnson (Kansas)

County. Please revise to reflect Shelby County, TN.

Revised page 1R following this page corrects that county name.

421_9 Hillsboro Road, éuite 203 Tel 615.665.2022
Nashville, TN 37215 jwdsg@comcast.net Fax 615.665.2042
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PART A
1. Name of Facility, Agency, or Institution

| AxelaCare Health Solutions |
Name

[ 5100 Poplar Avenue, 27" Floor, Suite 2739 Shelby |
Street or Route County

| Memphis N 38137 ]
City State Zip Code
2. Contact Person Available for Responses to Questions

| John Wellborn Consultant |
Name Title

| Development Support Group jwdsg(@comcast.net |
Company Name E-Mail Address

| 4219 Hillsboro Road, Suite 210 Nashville TN 37215 |
Street or Route City State Zip Code

[ CON Consultant 615-665-2022 615-665-2042 |
Association With Owner Phone Number Fax Number
3. Owner of the Facility, Agency, or Institution

| AxelaCare Health Solutions, LLC 913-747-3717 |
Name Phone Number

| c/o Office of General Counsel, AxelaCare, 15529 College Blvd Johnson (KS) |
Street or Route County

| Lenexa Kansas 66219 |
City State Zip Code

4. Type of Ownership or Control (Check One)

F. Government (State of TN or
A. Sole Proprietorship Political Subdivision)
B. Partnership G. Joint Venture
C. Limited Partnership H. Limited Liability Company X
D. Corporation (For-Profit) I. Other (Specify):
E. Corporation (Not-for-Profit)

PUT ALL ATTACHMENTS AT THE BACK OF THE APPLICATION IN ORDER AND
REFERENCE THE APPLICABLE ITEM NUMBER ON ALL ATTACHMENTS

1R
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2. Section A, Applicant Profile, Item 12 and 13

a. If the applicant does not plan to provide home health infusion nursing
services to TennCare/Medicare enrollees, where would enrollees be referred
for those services? If a home health provider is not located, would an
enrollee be required to travel on-site for infusion services? Please be specific.

Medicare patients must meet strict Federal guidelines -- “Conditions of
Participation” -- to qualify for home infusion nursing. The most difficult of these
to meet is being “homebound”. The few patients who meet that and the other
criteria can only receive home nursing from a Medicare-certified home health
agency. AxelaCare is not such an agency and cannot serve Medicare or
TennCare referrals. The applicant’s survey of existing agencies (Table One in
the application) identified only three area agencies that are currently able and
prepared to infuse patients with IVIG at home--and two of them are limited to six
(6) counties out of the twenty-one (21)-county service area.

Because very few TennCare/Medicare patients qualify under
reimbursement rules for home infusion of IVIG products, and because many
agencies do not do home infusion of IVIG products, the applicant believes that
most TennCare/Medicare patients needing IVIG therapy are being referred by
their physicians to hospital outpatient infusion centers, to freestanding infusion
centers, or to physician practices that provide such infusions.

b. Please clarify if the applicant’s licensed home infusion pharmacy serves
non-TennCare/Medicare patients in the proposed 21 County service area.

Yes; the AxelaCare regional pharmacy in Kansas has a Tennessee non-
resident pharmacy license that allows it to ship immune globulin product to
patient homes in any Tennessee county, when prescribed by patients’ physicians.

c. What is the Medicare Intravenous Immune Globulin (IVIG)
Demonstration Project? Does the applicant plan to participate?

Attached at the end of this letter is a short report to Congress from the
Medicare program, describing that project. It was mandated by 2012 Federal
legislation. It establishes a test program for reimbursing IVIG in any setting
including the home setting. After the project was designed, HHS began soliciting
Medicare patient (not provider) enrollment in 2014. The project is ongoing. The
applicant will not accept Medicare patients, so none of the applicant’s patients
will be participating in that project.
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3. Section B, Project Description, Item I

a. Please provide an overview of how home health infusion staff will be
distributed in the 21 proposed county service area.

AxelaCare will employ nurses who have a reasonable drive time from
their homes to the patients’ homes, in each nurse’s own judgment. The drive time
from Memphis to all area counties is within norms for home health agencies (see
Table Two on page 27 in the application). However, AxelaCare’s priority will be
to employ at least one nurse who lives in the Jackson area, in addition to having
nursing staff who live in the Memphis area. This distribution will shorten nurse
drive time to rural counties in the central and eastern parts of the service area.

b. If approved, please clarify if the applicant will subcontract any home
health services associated with this application.

No. If approved, AxelaCare intends to deliver IVIG home nursing
services to all area patients for whom AxelaCare immune globulin
pharmaceuticals are prescribed by referring physicians.

¢. What are the risks of a patient experiencing a reaction to a medication as
a result of a first dose administered by a home health agency in the home?

The risks are the same wherever IVIG administration occurs. Please see
“Side Effects of Intravenous Immune Globulins” (authored by Duhejk, Dicato,
and Ries), attached at the end of this response letter. This clinical paper describes
reported risks of IG therapy and how potential side effects are managed or
avoided.

d. If a patient is new, typically are the first infusion doses administered in a
controlled setting such as a hospital, MD office, clinic, etc.?

No. AxelaCare performs a pre-dose screening to determine if each patient
is clinically appropriate to receive a first dose at home. AxelaCare’s experience is
that the majority of patients do qualify as low-risk, appropriate for the home
setting. Patients who do not qualify receive a first dose in a monitored setting,
rather than in their homes.
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e. If RNs are needed to be specially trained in starting and managing home
infusions, why does the applicant not require a nurse to have the Certified
Registered Nurse Infusion Designation (CRNI) prior to employment?

AxelaCare uses only nurses who are highly skilled in infusion care before
joining AxelaCare. Their skills are validated by AxelaCare’s internal assessment
program prior to their employment and deployment in the field. Many qualified
nurses have never sought CRNI designation because it is very expensive and
time-consuming to complete CRNI coursework and testing. However, once with
AxelaCare, our nurses receive financial support from the company to seek and
obtain CRNI designation.

f. Please provide an overview of the care exchange software and how is it
different from other home health provider software.

The CareExchange technology and its uses and advantages were
summarized on pages 14 and 15 of the application. For additional details, the
applicant is attaching after this page an additional description of its advantages
over other provider software, and copies of materials that are distributed to
physicians and insurers describing some of its features.

g. It is noted the applicant appears to rely heavily on Axelacare’s
CareExchange Software to communicate real time with other providers
while in the patient’s home. Please indicate if rural internet coverage is
adequate in all the proposed 21 Counties to use the web-based software.

The applicant cannot provide an analysis of rural internet coverage across
every home in West Tennessee. But the applicant believes that internet is
accessible in almost all parts of the service area. It is possible that there are a very
small number of spots lacking coverage, and there is a possibility that a patient’s
home may be in such a spot. To allow for this, AxelaCare’s CareExchange
technology allows the RN to plan for it in advance. The forms and response
sheets that would be downloaded “on site” in areas that are covered can be
downloaded to the nurse’s iPad before the home visit, from any spot where there
is coverage. Forms and reports would then be completed manually in the
patient’s home, and would reside on the iPad until the nurse enters a covered zone
on the return trip. At that point the iPad program would automatically upload all
data, where it will be accessible to the referring physician 24/7.
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CareExchange--The AxelaCare Advantage

After extended research, AxelaCare introduced its nurse-managed, iPad-based
CareExchange technology in 2012. It was the first such system developed for physicians
and their patients, and for the research community. As described in the CON application
(pgs 14-15), this is an iPad-based software tool that the infusion nurse uses to:

(a) record critically important patient treatment and response data, including
patient input, during the dosing session, and to

(b) make that data available via internet connection to the patient’s physician in
graphics, tables, and text formats both during and after the treatment session, and to

(c) create a growing database of significant importance to research studies.

The system is superior to that of other agencies known to the applicant; and the
differences are significant.

First, the CareExchange software’s data-gathering instruments were developed,
and are maintained, using “best data” recommendations and requests from nationally
recognized physician leaders and researchers in this complex field. AxelaCare believes
that no other home health infusion company is as deeply involved with those clinical
experts on an ongoing basis.

Second, the iPad-based information-gathering process is managed by a trained
nurse, working on-site at the time of treatment, to gather important patient response data
directly from the patient as well as from nursing observations. This real-time approach
that incorporates both nurse and patient input, about measurable and felt responses to
infusion, is more accurate, informative, and comprehensive than the old way -- which
consisted of the team pharmacist interviewing the patient by telephone some time after
the infusion visit, and the infusion nurse writing nursing reports from notes at some time
after leaving the patient.  This real-time, on-site, comprehensive information gathering
and communication system is unique to CareExchange. The referring physician can
access relevant data--both quantitative and “soft” information--in highly usable formats,
at any time day or night, including during the infusion session itself.

Third, CareExchange captures data from a set of physical assessments of the
patient at the time of the infusion session. The patient is asked to perform a set of simple
physical tasks that have clinical meaning to reviewing physicians; and their performance
of those tasks is quantified, recorded, and put into the physician’s hands immediately to
help inform treatment decisions. To AxelaCare’s knowledge, only CareExchange has
this important capability. It provides much-needed information for the physician.

For much more detail on the CareExchange technology and data sets, please
review the additional CareExchange materials attached at the end of this response letter.
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‘Outcome Assessment Technology




Introducing CareExchange®:
Innovation in Patient-Centered Care

The new technology-driven solution from AxelaCare®, called
CareExchange?, allows physicians and nurses to easily
capture information about the treatments of rare and
complex diseases and patients’ responses to them —
ultimately improving patient outcomes and reducing costs.
CareExchange gives physiciéns the ability to optimize
dosing, determine the best therapy strategies and identify

natural and non-responders.

The features of CareExchange® innovation include:
. Infusion nurse data collection
» iPad data entry tool
+ Validated outcomes assessments
+ Web-based physician data access

« Dose vs. outcomes analysis and graphs

CareExchange® Database Architecture

CareExchange is a SQL database that ties all collected
outcomes data to AxelaCare’s foundational CareLink
database. CareLink integrates pharmacy, prescriptions
and operations with all patient, history, diagnostics and
insurance information, providing an unparalleled ability

to correlate and data mine across care elements.

CareExchange® Database Design

AxelaCare built and designed CareExchange with expert
input from thought leaders in CIDP, Immuno Globulin,
pharmacy and nursing, peripheral neuropathy, neurology,
immunology and many others. AxelaCare sought guidance
from these experts on outcomes measurements and their
applicability from a research and clinical trial setting into an
infusion nurse driven scenario. The data collection and
validation process is intended to give the most practical and
insightful data to practicing clinicians as well as build data
sets with specific research objectives in mind. AxelaCare
welcomes feedback and collaboration on the design,
implementation and research objectives of CareExchange.
If you are interested in being a part of the process, please

don’t hesitate to contact us.

SUPPLEMENTAL #1
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Clinicians

=

AxelaCare
Patients

How CareExchange® Works

Employing the latest technology including wireless internet
access and iPads, CareExchange tracks data collected
through standard studies and practices. The iPad outcomes
assessment is nurse-administered during home infusions,
and is a patient management tool that optimizes data
collection. The resulting data reports are simple to view and
easily available to physicians who are creating treatment

plans for patients.
Features include:

» Web-based, wireless connectivity for immediate
data upload
» Simple touch pad for nurse and patient ease-of-use

s Outcome measures, including:

Physical Assessments
» Timed Up and Go (TUGS), Grip Strength (Jamar)

Disability Scores
» RODS, ONLS, mFSS (Fatigue), VAS (Pain)

Quality of Life Measures
~ SF-36
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Patient Test What is the Care&gﬁé’ﬂ'ge@ Outcome?

CareExchange allows physicians and nurses to track

Physical Assessments

patients’ progress and optimize therapy. This type of data

tracking and management improves:

“ ~ Grip
: Strength Right
. — Grip » Physician access to data and communications
o iturzggth aub + Physician’s understanding of how a therapy is
- ¥ Dose working, and how it might work for other patients
- with similar conditions
:5 * Physician’s ability to adjust therapy to find the most
) | effective dose
. « Access to real-time information between office visits
) to help manage a patient’s condition
) * Quality and continuity of care
; + Nurse productivity
» Research data collection
* Identifying natural responders and non-responders
‘ o - . + Patient care outcomes for those suffering from many
@ — RODS )
= MESS rare diseases such as:
- ONLS
= VAS + CIDP
. MWDo » Peripheral Neuropathy
= « MGUSP
oY ] .
N Future tests may include:
B » MMN
- + Small Fiber Neuropathy
. ¢« MG
. : | + MS
| '
] + PIDD
. . = Stiff-Person Syndrome
Quality of Life Measures Y
Ii ) - .
- " ® PFScore
:‘ : ® RP Score
® ™ ® BP Score
. b ® GH Score
- N ® VT Score
. " ® SFScore
- = * RE Score
B ‘:l * MH Score
i - ® PCS Score
» - ® MCS Score
N N # Dose




How can | enroll my patients
in CareExchange®?

Simply complete the CareExchange Enrollment Form and

provide any of the appropriate items listed below:

» Copy of patient’s insurance card

+ H &P (History & Physical) or letter to referring MD
+ EMG/NCS results

+ Nerve biopsy (if done)

+ CSF - Cerebral Spinal Fluid (if done)

+ Tried and failed therapies

Is the patient data safe?

Yes. The system is a HIPPA compliant electronic medical
record database with HTTPS encryption. Patient data is
only shared with their physicians and caregivers. Research
information is not connected in any way to any Personal
Health Information (PHI).

Will patients sign an
Informed Consent?
Yes, all patients will get an Informed Consent Form. The

AxelaCare team will guide them through everything

that CareExchange entails.

How do | learn more?

For additional information regarding CareExchange and
AxelaCare, please contact your AxelaCare representative

at 877.342.9352 or visit us at www.axelacare.com.
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Clinical Care R&488™h Overview

Many rare and complex diseases, and the medicines that

treat them, lack robust bodies of research to support
physicians in designing the most effective care plans. By
better understanding these conditions and the way they
are treated, we can offer new hope to people facing

serious long-term medical challenges.

AxelaCare’s clinical care research programs monitor
numerous aspects of a patient’s treatment and track
outcomes on a large scale, helping us to understand the
applications of infusion medicine in greater depth and
breadth more than ever before and providing new tools

for physicians and nurses in managing care.
Clinical care research initiatives include:

- Dose optimization

+ Patient outcomes measurement and reporting
Quality of Life (QOL) measures

- Biomarker development
Digital recordkeeping and physician
collaboration tools

- New therapeutic and patient
management strategies
Supporting clinical research protocols
and investigator-initiated studies

- Treatment algorithms
Natural responders

- Patient education

If you are a physician or research organization interested in

participating in AxelaCare’s clinical care research initiatives,

please contact us at research@axelacare.com. L
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for Primary Immune (PIDD) [Vig and SCig

Test Menu References
Physical Assessments (Physical Testing) van Nes, Sonja |, et al. (2009). Improving fatigue assessment in
Spirometry FEV1/PEF immune-mediated neuropathies: the modified Rasch-built
fatigue severity scale. Journal of the Peripheral Nervous System.
Disability Scores (Questionnaires) LgrizddiaXis

AxelaCare Touch™ Patient Self Assessment Ware Jr,, John E. (2000). SF-36° Health Survey Update.

Energy Level/mFSS (modifed Fatigue Severity Score) SPINE. 25 (24),3130-3139.

Breathing Abilit
g y Landgraf, J.M., Abetz, L., & Ware Jr,, J.E. (1996). Child Health

Infections Questionnaire (CHQ): A User’s Manual. First Edition. Boston, MA:
+ Work/School/Activities The Health Institute, New England Medical Center.
Pain

Quality of Life Measures (Assessment)
SF-36 (Adult)
« CHQ-28 (Pediatric)

lease tell us OW you've been since our last CareEx ange session on, . Frj
P h bi b ¥ ast CareExch Friday, Feb 15th

WORST BEST

Energy Level
Breathing Ability
Infections

Work/School/Activities

Pain
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Energy Level

L]
(RS Infections
Modrfied Fabigue Severity Scale
[ Rasch-built 7-item modified fatigise survey scale: *The higher the score you choose, © Tap for Instructions...
the more you agres with the question (the lower the score the less you agree)™
—— 1) Since your last infusion_.
Exercise brings on my fatigue a Do you think you have an irfection in the?
0 DISAGREE () Heud
1 .
. © Tap for mstructions— Yes
2 Ne
3 AGREE Since your last nfusion_
: ) . ) Sims
{am easty fangued Ha;_qﬂinlym p you from any
activities? ¥ » e ®
‘a8
- Activities
Yoa No r
1
Mo
2 Wy Leng © Tep for instructions...
. 3AGREE Hmywewedemedanyshotmdbreamcmor Yeu
— TR - - ng? 1) Simce your last infusion, due to your condition .
¥ Yes o @a Have you missed any work{days)?
% No
Hawve you used any rescue inhalers or nebulizers in addition o
any regularly presaibed madcations you fake for your
Breathing

Spirometry P
FEV1 and PEF L
Q@ BSpirometry 1
Foroed Expiratory Volume st 1 Becond A . R
T T Infusion
L & | ~# [ o Medication Administration and Reactions
Pesk Expiratory Flow
FEEL PEFZ o MRl P | @ Immunoghobulin Liguid | Rouss: IV
- End Time Eﬂ_'l!mm
. |
D_onUOH l
| ( Selected Lot(s)
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| ™o, |Migraing
\Diarhen —_—
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No adverse reactions selecied |
|
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To Learn More
- www.axelacare.com
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Home Infusion Specialists

CareExchange™ for Managed Care

Better...
- Patient Outcomes
- Drug Optimization
- Cost Savings

Cax “EXCHANGE

Expertence. The Difference.



Who We Are

AxelaCare is a patient-focused, in-home provider of
Immune Globulin (IgG) and other specialized intravenous
infusion medicines. We provide comprehensive service
and support for people with compiex and chronic
medical needs including medications, pharmacy services,
treatment management, insurance support, home
infusion nursing and patient advocacy. Our team strives
to make the treatment process as affordable, comfortable,
convenient and personal as possible, with the ultimate

goal of improving our patients overall quality of life.

AxelaCare Home Infusion Service and
Support includes:

+ Specialized Home infusion
» Pharmacy and Nursing

» Patient Advocacy and Reimbursement Support
> Home Infusion - Antibiotics, Etc.
- Total Parenteral Nutrition

: Immune Globulin (IgG) Therapy
» Administrative Services

» Treatment Management

« Patient Education

« Care Provider Resources

+ Clinical Care Research Initiatives

SUPPLEMENTAL #1
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CareExchangej.“%f"l“n?rTwune Therapy
Monitoring System

AxelaCare is entirely focused on improving patient
outcomes and helping them to achieve a better quality
of life. CareExchange™ a new technology-driven research

tool, ensures our success in this critical area.

CareExchange was built and designed with expert input
from thought leaders in, Immune Globulin, pharmacy,
nursing, peripheral neuropathy, neurology, immunology
and many others. This outcomes management tool captures
and tracks data about the treatment of rare and complex

diseases and patients’ responses to them.

Ultimately, our main goal is simple:
We strive every day to achieve better

outcomes for our patients.
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Cost vs. Benefit Analysis
Published data has shown a significant number of IVig Partnership with AxelaCare also gives your members
patients (natural responders) can come off of therapy access to the CareExchange home infusion outcomes
and retain the treatment benefits. Identifying these management tool, a bedside, patient reporting treatment

patients is only possible by diligently tracking resource that provides:

patient outcomes. . . .
- Tenured and educated professional infusion nurses

+ Proven compliance (JCAHO Gold Seal of Approval)

We can help YoUlngnage COStIy » Higher patient and physician satisfaction

infusion medications while providing and performance

op timal patient outcomes. « Better patient outcomes resulting in lower expected
ancillary costs

« Data for physicians to more quickly identify natural

and non-responders

CIDP (Peripheral Neuropathy Example) - Long-Term Response to IVIg Therapy (2010 U.S. Data)

Targeted CareExchange™ Savings

‘‘‘‘‘ » Cure > 5 years 1%
y » Remission < 5 years 20%

Improving .
7% » Stable, Active 44%
Unstable « Improving 7%

&
18% o + Unstable Active Disease 18%
ey » Treatment Naive 6%
emission

20% » Off Treatment 7%
+ On Treatment 5%

Stable*

44%
* Stable: Patients on long-term [Vlg Therapy

==

avings effects total

S
volume of drug, not incremental

CareExchah'*’“

price concessions.
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Just like other home infusion providers, AxelaCare has all of We believe a reduction in the cost of care should not
these strategies at our disposal. However, we are the only have to result in a reduction in quality and service.
company that has CareExchange. CareExchange is the The patient is at the heart of all we do and CareExchange
cost-savings strategy that has the most profound impact was designed with the patient in mind. CareExchange is
on the total cost of home infusion therapy. an extension of the compassionate care AxelaCare
is known for.
CareExchange has the inherent ability to identify patients
who are not responding to IgG therapy and enhance the
treatment for those who do need it.
CareExchange outcomes management technology provides
the right patients, the right dose at the right frequency,
for the right treatment length.
IVlg Estimated Cost Savings* - Strategies Comparison Potential
CareExchange™
Savings
50%
44%
40% Est. 50% of
. . — 13% Improving, New
= Industry Savings Strategies and Unstable
S 30%
? — 11% Cure > 5 years
S 20%
2
‘é, 10% — 20% Remission < 5 years
>
©
wi
o 0% ==
e
c
g
a -10%
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The features of CareExchange™ innovation include:

- Web-based, wireless connectivity for immediate data
upload and access . ‘

- Simple iPad data collection tool for nurse and
patient ease-of-use

> Dose vs. outcomes analysis and graphs

+ Validated outcomes assessments, including:

Physical Assessments
- Timed Up and Go (TUGS), Grip Strength (Jamar)

Disability Scores At-home infusion costs are typically 30% less than

. RODS, ONLS, mFSS (Fatigue), VAS (Pain) in-hospital treatments, as a result lowering the financial

burden while providing convenience and comfort for
Quality of Life Measures the patient.

+ SF-36
CareExchange makes home infusion an even more

desirable treatment option, as the resulting data

S uperior care at a lower cost. empowers physicians with the information needed to

i . . optimize dosing, determine the best therapy strategies,
CareExchange™ creates a win-win-win : 9 N 9

and identify natural and non-responders.

for patients, healthcare professionals
and Managed Care companies.

- - ~ Grip Swength fight

=~ GripStrengthLeft
= TUGS
#® Dose

iFsisgzei

Dose

o o o 4 LSO S e T S Sl e )
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h. What diseases are currently approved by the FDA to be treated with
IVIG?

Infusion products have different FDA-approved indications. Please see the chart
below for some major examples. See Supplemental Attachment 3i (especially pages
25-26) for a summary of eight clinical indications for which IVIG has been licensed

by the FDA.

Product Manufacturer Indications
Gammagard Liquid Baxter Healthcare Cormoaration

» Prmary Humoral Immunodeficiency
« Multifocal Motor Neuropathy

Gammagard S/D Baxier Heatthcare Cormperatien )
« Primary Humoral Immunodeficiency
» B-cell Chronic Lymphocytic
Leukemia
« |mmune Throibocytepenic Purpura
» Kawasaki syndrome
Gan;aptex Bie Preducts Laboratory
« Primary Humoral Immunodeficiency
« Immune Thrombocytopenic Purpura
Bivigam Biotest Phamaceuticals , ) h
Corporation « Primary Humoral Immunodeficiency
Carimune NF CSL Behring AG
« Primary Humoral Immunodeficiency
« Immune Thrembocytepenic Pumura
Privigen CSL Behring AG .
= Primary Hemoral Immunodeficiency
« Immune Thrombocytopenic Purpura
Gamunex-C Grifols Therapeutics, Inc.

« Prmary Humora! immunodeficiency

Gammaked (Distributed by: + Immune Thrombocylopenic Purpura

Kedrion Biopharma)
» Chronic Inflammatory
Demyelinating Polyneuropathy
Flebogamma DIF 5% & 10% Instituto Crifols, SA& ,
» Primary Humoral iImmunodeficiency
Octagam Octaphama Phamazeutika Bl

Produktionsges.m.b.H « Primary Humoral Immunodeficiency
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i. Are there any IVIG infusion therapies that are considered investigational
by the FDA or commercial insurance carriers?

The applicant is not involved with any investigational studies. The
applicant fulfills physician prescription of the infusion pharmaceuticals when a
referral is made. Physicians currently prescribe IG (immune globulin) for both
FDA-approved uses and “off-label” indications, which is both commonplace and
desirable. Please refer to the excerpt below from another publication, and see the
UnitedHealth IVIG Policy document at the end of this letter, which governs
AxelaCare’s use of IVIG for various complex patient conditions.

“Off-Label Indications:

The number of off-label uses for IG far exceeds that of labeled indications.
Although IG has been proven useful for many disease states, the likelihood of
manufacturers pursuing FDA approval for already treated indications is remote
given the high cost of conducting trials without the benefit of increased marketing
advantages. The sometimes tenuous and limited supply of IG, combined with the
high costs of treatment, require best practice standards be used when deciding to
treat with IG. Some diseases commonly treated off label with IVIG are Guillain-
Barré syndrome, polymyositis, dermatomyositis, multifocal motor neuropathy,
stiff person  syndrome,  relapsing-remitting multiple  sclerosis  and
pemphigus.2 Anecdotal reports suggest IVIG is effective in treating autoimmune
neutropenia, autoimmune hemolytic anemia, Evans syndrome and acquired
hemophilia, especially when other therapeutic modalities fail. 3

Indications Under Current Research

Many studies are currently being conducted to look at the efficacy of IG in non-
FDA-approved indications. Three specific areas that are being explored, for
which IG is not used as a standard of care, include Alzheimer’s, secondary
recurrent miscarriage and chronic regional pain syndrome.

Alzheimer’s. IVIG appears to have promising effects for both reducing the risk of
developing Alzheimer’s, as well as improving the cognitive ability of those
suffering from it. Results of a study presented at the International Alzheimer’s
Symposium in 2008 showed that the risk of developing Alzheimer’s disease and
related disorders (ADRD) may be reduced by about 40 percent in patients
previously treated with IVIG. 4

As of early 2009, several small clinical trials have shown promising results for
treating Alzheimer’s with IVIG.5 In March 2010, results of a Phase 2 clinical
trial suggests that treatment with IVIG is associated with a reduction in
ventricular enlargement rates and cognitive decline in patients with mild to
moderate Alzheimer’s. In the study, uninterrupted treatment with IVIG for 18
months was associated with about half the rate of ventricular enlargement
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reflecting brain atrophy versus a placebo, along with better scores on
neuropsychological testing. A pivotal Phase 3 study is now enrolling patients
from 335 sites throughout the United States.6

Secondary recurrent miscarriage. Several clinical trials have been conducted to
determine whether IVIG is an effective treatment for recurrent miscarriage. While
clinical trials are still ongoing, one particular study consisted of a systematic
review of randomized controlled trials, comparing all dosages of IVIG to a
placebo or an active control. The study looked at eight trials involving 442
women that evaluated IVIG therapy used to treat recurrent miscarriage. The
findings showed that, overall, IVIG did not significantly increase the odds ratio of
live birth when compared with a placebo for treatment of recurrent miscarriage.
However, there was a significant increase in live births following IVIG use in
women with secondary recurrent miscarriage, while those with primary
miscarriage did not experience the same benefit.7

Chronic regional pain syndrome (CRPS). Most recently, a small study found IVIG
effective for alleviating CRPS, which causes chronic and often intractable pain,
usually in the arm or leg, long after recovery from an illness. Researchers at the
Pain Research Institute at the University of Liverpool in England administered a
half gram of IVIG per kilogram of body weight to 13 people who had been
suffering from CRPS between six and 30 months and who reported pain intensity
of at least five on an 11-point scale for seven consecutive months. All had failed to
achieve significant relief from other conventional treatments. After being treated
with IVIG, five of the 12 subjects reported median pain scores at least two points
lower, and three of the five reported pain scores at least 50 percent lower.8

Other diseases. There also are case reports and open label trials that show IVIG
benefits some patients with rheumatoid arthritis, anti-neutrophil cytoplasmic
antibody disorders, systemic sclerosis/scleroderma and Still’s disease.3”

jo Please clarify if this proposed project involves any pain management
infusion therapies.

The proposed agency will not serve diagnosed chronic pain patients. They
are not IVIG cases. Minor pain management pharmaceuticals such as Tordol (a
non-steroidal anti-inflammatory (NSAID) may on occasion be administered prior
to administering IVIG, if the referring physician deems it to be needed; but this
would be incidental to the IVIG therapy for which the patient was referred.
AxelaCare is not a pain management provider and does not administer opioids.
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4. Section B, Project Description, Item IL.A
a. Please indicate the shelf life of the infusion dosages.

IG shelf live varies between manufacturers based on FDA approval; but it
typically is between 24 and 36 months.

b. Does the applicant use common overnight carriers to deliver the product
to patient homes?

In Tennessee, AxelaCare uses FedEx to deliver the product to patient
homes.

c. Does the infusion patient sign for the delivery of the infusion dosage? If
the patient is not available, what happens to the infusion dosage package?

AxelaCare requires proof of delivery by signature, either by the patient or
a person designated by the patient. Some patients authorize the package to be left
in the event no one is at home to sign for it; but this is strongly discouraged and
rarely used.

d. How does the infusion nurse time patient visits to coincide with the
infusion dose delivery?

Patients are ordered to receive the infusion at a set interval. When the
nurse completes the current visit an approximate date is determined for the next
infusion. Several days (4-7 days) prior to the tentative date, the pharmacy calls the
patient and confirms/modifies the visit date and medication delivery date with the
patient. The complete delivery should occur one to two days before the infusion.
Once the delivery date is confirmed it is communicated to the nurse. The nurse
verifies with the patient the day before the infusion that the delivery has occurred.
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5. Section B, Project Description, Item I1.C

a. Do commercial insurance carriers reimburse for non-FDA approved
indications for IVIG?

Yes they do. Each commercial carrier does so in compliance with its
corporate medical policies for approval and use of IG, based on diagnosis and
supporting documentation. ~ As an example, the applicant has attached
UnitedHealth’s policy document at the end of this response letter.

b. Table One on page 22 is noted. However, please provide the name of the
West Tennessee Counties IVIG services are provided, and the subcontractor
that Homechoice Health Services and Maxim Healthcare Services, Inc.
contracts with.

Table Six-B in the application lists the counties that agencies are licensed
to serve in the 21-county service area. Coram is licensed for all 21 counties.
HomeChoice is licensed for Fayette, Hardeman, Haywood, Lauderdale, Shelby,
and Tipton Counties (6). Maxim is licensed for Fayette, Hardeman, Haywood,
Madison, Shelby, and Tipton Counties (6). Page 21 of the submitted application
states correctly that both these agencies serve 6 counties; but Table One on page
22 mistakenly indicated that HomeChoice serves 4 counties. Attached following
this page is a revised page 22R correcting that typographical error in Table One.

Maxim subcontracts with AxelaCare, for its home infusion patients. The
applicant does not currently contract with HomeChoice and has no information on
what agency contracts with HomeChoice.

¢. When the applicant conducted the telephone survey of home health
agencies in the proposed service area, did the applicant ask how many IVIG
patients were being served by the three agencies listed in the table as being
IVIG providers? If so, please provide.

This was not requested. Home health providers hold this level of
information to be confidential and proprietary. It is not available to the applicant.
Nor is it reported in the Joint Annual Reports. Even if an agency were willing to
share this information, patient numbers would vary over time and would not be
meaningful if provided on a “snapshot” basis at the time of a phone survey.
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Table One: AxelaCare Telephone Survey of Home Health Agencies in Project Service Area

Are you staffed at this time, or do you have a staffing
subcontract in place, to provide IV infusion of immune
__globulin (IVIG) upon request?
Health
Statistics Agency YES, WITH SUBCONTRACTED
ID County Agency NO YES, WITH OWN STAFF STAFF

79456 Shelby Accredo Health Group, Inc. X

79146 Shelby Amedisys Home Care X*

33103 Hamilton  |Amedisys Home Health xX*

57075 Madison |Amedisys Home Health Care X

79246 Shelby Amedisys Home Health Care X

79386 Shelby Amedisys Tennessee, LLC (D/B/A Amedisys HH) X

79256 Shelby Americare Home Health Agency, Inc X

09065 Carroll Baptist Memorial Home Care & Hospice X

79276 Shelby Baptist Trinity Home Care X

79446 Shelby Baptist Trinity Home Care - Private Pay X

79546 Shelby Best Nurses, Inc. X

38015 Haywood |Careall Homecare Services X

92025 Weakley |Careall Homecare Services (University HH, LLC) X

79556 Shelby Coram/CVS Specialty Infusion Service (IN 21 WEST TN COUNTIES)

36025 Hardin Deaconess Homecare X

19494 Davidson |Elk Valley Health Services Inc X

57095 Madison |Extendicare Home Health of West Tennessee X

66035 Obion Extendicare Home Health of Western Tennessee X

79206 Shelby Family Home Health Agency X

79496 Shelby Functional Independence Home Care, Inc X

36035 Hardin Hardin Medical Center Home Health (HMC HH) NR

unassigned on 6110 Shelby Hemophilia Preferred Care of Memphis X

40075 Henry Henry County Medical Center Home Health X

19544 Davidson |Home Care Solutions, Inc X

79486 Shelby Home Health Care of West Tennessee, Inc X

79376 Shelby Homechoice Health Services (IN 6 WEST TN COUNTIES)
79226 Shelby Intrepid USA Healthcare Services X

57165 Madison |Intrepid USA Healthcare Services (F.C. of TN) X

79536 Shelby Maxim Healthcare Services, Inc. (IN 6 WEST TN COUNTIES)
57055 Madison  |Medical Center Home Health X

79106 Shelby Meritan, Inc. X

79316 Shelby Methodist Alliance Home Care X

24026 Fayette NHC Homecare X

27025 Gibson NHC Homecare X

79506 Shelby No Place Like Home, Inc X

79136 Shelby Quality Home Health Service X

23035 Dyer Regional Home Care - Dyersburg NR

57085 Madison  |Regional Home Care - Jackson NR

39035 Henderson |Regional Home Care - Lexington NR

79526 Shelby Still Waters Home Health Agency X

03025 Benton Tennessee Quality Homecare - Northwest X

20045 Decatur Tennessee Quality Homecare - Southwest NR

27085 Gibson Volunteer Home Care, Inc X

20055 Decatur Volunteer Homecare of West Tennessee X

24036 Fayette Where The Heart Is X

79236 Shelby Willowbrook Visiting Nurse Association X

Notes: 1. Excludes 5 agencies that do not serve the Memphis MSA, or more than 2 rural counties in the project service area. Excludes Alere (serves only pregnant women).

2. Asterisks denote 2 of Amedysis' 5 area agencieswho were not surveyed but are assumed to not offer IVIG based on responses of 3 sister Amedysis agencies.
* 3. NRindicates that agency did not respond to multiple phone requests for information.

22R
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6. The proposed charges shall be reasonable in comparison with those of other
similar facilities in the service area or in adjoining service areas.

a. The average cost per visit by service category shall be listed.

b. The average cost per patient based upon the projected number of visits
per patients shall be listed.

As explained in Section C.I.6.A below, AxelaCare negotiates a separate pricing
structure with every insurer. Negotiated rates vary. They are proprietary and
confidential. The insurers are billed only the negotiated amount. AxelaCare does not
record or bill a “gross charge” that is discounted by “contractual adjustments” to yield
“net revenue”. The revenue figures shown in Section B of the Projected Data Charts are
the billed or “expected” revenues, i.e., the projected receipts based on pre-negotiated

reimbursement contracts before deductions for charity and bad debt.

The table below shows the average expected charge/revenue data per patient and
per visit for AxelaCare’s nursing services (home office and field staff) in West
Tennessee. That is what AxelaCare is applying to add to its ongoing pharmaceutical

distributions in Tennessee.

Table Three: Axela Health Solutions, West Tennessee
Nursing and Home Office (Excluding Pharmaceuticals)
Year One--CY2017 Year Two-CY2018

Expected Nursing Revenue $259,200 $374,400
Visits 1,080 visits 1,560 visits
Expected Average Revenue/Visit $240 $240
Patients (Cases) 45 65
Expected Average Revenue/Patient $5,760 $5,760

Table Four on the second following page provides available charge and cost
information filed by area home health agencies in their most recent 2015 Joint Annual
Reports. The data is for skilled nursing only, which is the only home health service
proposed in this application. The data do not allow a meaningful comparison to

AxelaCare’s very different pricing structure.
AxelaCare pays its infusion nurses between $37 and $45 per hour; an average is

approximately $40 per hour. AxelaCare projects Year One (2017) average expected

nursing revenues of $240 per visit.

32R
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C(II.6.A. PLEASE PROVIDE THE CURRENT AND PROPOSED CHARGE
SCHEDULES FOR THE PROPOSAL. DISCUSS ANY ADJUSTMENT TO
CURRENT CHARGES THAT WILL RESULT FROM THE IMPLEMENTATION
OF THE PROPOSAL. ADDITIONALLY, DESCRIBE THE ANTICIPATED
REVENUE FROM THE PROPOSED PROJECT AND THE IMPACT ON
EXISTING PATIENT CHARGES.

There are no current charges because the home nursing service is proposed, not
operational. There are no current charges to be impacted or adjusted as a result of this

project.

AxelaCare negotiates a separate pricing structure with every insurer. Negotiated
rates vary. They are proprietary and confidential. The insurers are billed only the
negotiated amount. AxelaCare does not record or bill a “gross charge” that is discounted
by “contractual adjustments” to yield “net revenue”. The revenue figures shown in
Section B of the Projected Data Charts are the billed or “expected” revenues, i.e., the
projected receipts based on pre-negotiated reimbursement contracts, before deductions

for charity and bad debt.

The table below (repeated from a prior section of the application) shows the
average expected charge/revenue data per patient and per visit for AxelaCare’s nursing
services (home office and field staff) in West Tennessee. That is what AxelaCare is

applying to add to its ongoing pharmaceutical distributions in Tennessee.

Table Three (Repeated): AxelaCare Healthcare Solutions, West Tennessee
Nursing and Home Office (Excluding Pharmaceuticals)

Year One--CY2017 Year Two-CY2018
Expected Nursing Revenue $259,200 $374,400
Visits 1,080 visits 1,560 visits
Expected Average Revenue/Visit $240 $240
Patients (Cases) 45 65
Expected Average Revenue/Patient $5.,760 $5,760

56R
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6. Section B, Project Description, Item V (Home Health Agency)
Does the applicant propose any branch offices?

No.

7. Section C. Need, Item 1 (Specific Criteria: Home Health Services)
It is noted the applicant addressed the Project Specific Criteria using the
Guidelines for Growth, 2000 Edition. Please address the Project Specific
Home Health Criteria according to the Tennessee State Health Plan 2014
Update. The update may be found at the following web-site:
http://www.tennessee.gov/assets/entities/hsda/attachments/FINAL_2014_SHP_H
ome Health Services_Criteria.pdf

Please see the attachment at the end of this supplemental response letter.

8. Section C. Need, Item 1 (Specific Criteria: Home Health Services, Item S —
Documentation of Referral Sources)
Please indicate the physician referred projected number of cases by service
category to be provided in the initial year of operation.

This is unavailable to the applicant. Physicians who have written letters of
support for this project are not willing to project their potential IVIG referrals to
AxelaCare, or the number of such patients they refer to other agencies or infusion
sites. All patients served by AxelaCare will be solely for IVIG care. As you can see
from UnitedHealth’s clinically complex IG Policy document attached to this letter, it
is not feasible to estimate cases by service category beyond the single category of
IVIG.

9. Section C. Need, Item 1 (Specific Criteria: Home Health)- Item 6a & 6b

Your response in Table Three is noted. However, the expected Average
Revenue/Patient of $5,750 in Year Two (2018) appears to be incorrect. Please
revise.

This was a typographical error. The correct amount is $5,760, the same as
stated in Year One of that Table Three. Attached following this page are revised
pages 32R and 56R, both of which include Table Three.
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Section C, Need, Item 6

The methodology of projecting the number of patients in Year One is unclear
in the application. Please provide a brief simplified overview of the
calculations, assumptions, referrals, etc. to project 45 patients in Year One.

Axelacare reviewed their Tennessee referrals and identified 127 referred
IVIG patients Statewide. It was assumed that at least this level of referrals will
continue, in an area of care with steeply increasing demand nationwide.* One-
third of that number (43 patients) were projected to be coming from West
Tennessee if this proposal is approved; and that was simply rounded up to 45
patients to allow for annual increases in demand. For the second year, a growth to
65 patients was assumed because where local marketing and community linkages
are in place, AxelaCare typically sees a minimum of 5 to 6 new referrals per
month.

*For example, the attached HHS report to Congress identifies (p. 7) a 55%
increase in PIDD incidence -- a condition treated with IVIG -- with their
Medicare enrollees over just a five-year period.)

Section C. Economic Feasibility Item 1 (Project Cost Chart)

a. Your response is noted. However, please clarify if laptops, electronic
record system, office equipment, portable electronic equipment, etc. has been
accounted for in the Project Costs Chart.

The laptops are leased to AxelaCare and are shown in the Projected Data
Chart’s other expenses as a rental item. Office equipment and furnishings are
provided in the Executive Suite lease arrangement. There is no other portable
electronic equipment other than the I-pads.

b. Please clarify where $1,938.00 standard service fee retainer in the lease is
accounted in the Project Costs Chart.

This retainer is two months’ rent in advance. The lease agreement is year
to year, so the Project Cost Chart was based on 12 months’ rent at $969 per
month. If the applicant moves to another Shelby County location (which requires
no CON approval for a headquarters office) after one year, that retainer of two
months’ rent in advance is offset by no need to pay the last two months’ rent. So
the applicant requests that the Project Cost Chart not have to be revised to add
$1,938 to Section B’s lease outlay line.
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Section C. Economic Feasibility Item 2 (Funding) and Item 10

a. It is noted the proposed project will be funded by the applicant’s parent
company. However, the financial balance sheets of UnitedHealth Group
ending December 31, 2015 reflects total current assets of $21,639,000,000 and
current liabilities of $42,898,000,000, and a current ratio of .50 to 1. A ratio
of 1:1 would be required to have the minimum amount of assets needed to
cover current liabilities. Please clarify if the applicant has the cash available
to fund the proposed project. If so, please document.

Yes, as a Fortune 6 company with annual revenues that are projected to be
in excess of $182 billion in 2016, AxelaCare's corporate parent -- United Health
Group -- clearly has sufficient cash to cover the small, approximately $60,000
implementation costs associated with this application. Indeed, in the first quarter
of 2016 alone, UHG and its corporate affiliates generated $3 billion in earnings
from operations. For more information on UHG's financial wherewithal, please
see the UHG earnings report attached at the end of this application.

b. The funding letter from AxelaCare Holding Inc. is noted. However, please
clarify if the proposed project will be funded through a cash transfer through
UnitedHealth Group Inc. or AxelaCare Holdings, Inc. If the proposed
project will be funded through AxelaCare Holdings, Inc. please provide
copies of the balance sheet and income statement from the most recent
reporting period.

I think that the confusion is caused by the use of the term “parent
company” in Mr. Collins’ funding letter. AxelaCare Holdings, Inc. is the
applicant’s immediate parent company, but UnitedHealth Group Inc. is the
applicant’s ultimate parent company. The project funding will come from the
ultimate parent company to the applicant through the immediate parent entity. Mr.
Collins was authorized to affirm that. UnitedHealth Group’s financial statements
were provided in the application so it should not be necessary to submit additional
financial statements for AxelaCare Holdings, Inc.
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13. Section C. Economic Feasibility Item 4. (Historical Data Chart and
Projected Data Chart)

a. Please clarify where the $99.00 monthly telecom/internet services as listed
in the lease is accounted for in the Projected Data Chart for AxelaCare West
Tennessee Nursing and Home office only.

Those are options in the lease. AxelaCare will not need the connectivity
but is budgeting for phone service at $75 per month (based on company
experience), as shown in the itemization of Other Expenses following the three
Projected Data Charts.

b. The provision for charity care is noted at $5,184 in Year One in the
Projected Data Chart for Axelacare West Tennessee Nursing and Home
office only. This is less than the average gross patient charge of $5,760.
Please clarify why the applicant will not at a minimum cover the average
charge for one charity patient.

The charity care has been budgeted at the company average of 2% of gross
revenues, which far exceeds the average of most home health agencies. This is a
substantial commitment for a proposed nursing service that will operate at a loss.
Please note that the 2015 JAR’s of all three other agencies that provide home
infusion care report zero (“0”) charity care.

In addition, consider that the average charge of $5,760 will be the
aggregation of many cases, some higher and some lower in gross charges. In
practice, the charity care will cover charges for one or more of the lower-cost
infusion cases.

¢. The financial Assistance Program protocol in the attachment is noted.
Please clarify if all charity care associated with this project must apply
through the applicant’s Financial Assistance Program.

Yes.
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d. Please clarify if charity care entails only the waiver of co-insurance and/or
deductible amounts.

No. A patient with drug coverage but not nursing coverage is eligible for
discounts on nursing coverage as well as copays and deductibles.

¢. Please clarify where the cost of automobiles, cell phones, and mileage are
accounted for in the Projected Data Chart for Axelacare West Tennessee
Nursing and Home office only.

Automobiles and cell phones are not provided by the applicant. Nurses
use their own vehicles and are reimbursed for mileage. The latter was
erroneously omitted from the “other costs” of the project; an estimate for that
expense has been included in the revised Projected Data Charts and Other
Expenses tables submitted in response to question 13f below.

f. The tables for “D9-Other Expenses” on page 54 are noted. However, the
categories do not match the categories as listed in the three submitted
Projected Data Charts. Please revise.

The categories you reference on the three Projected Data Charts are in fine
print below the line D9. They are typographical errors, artifacts from a prior
form, and should have been deleted before submittal. Attached after this page are
revised pages S1R-53R, with those words removed from the three Charts, and
revised page 54 with titles more closely matching the titles on the three Charts.

g. The Projected Data Chart-“Axelacare West Tennessee Pharmaceuticals
Only” is noted. However, please clarify what the 10% in Year One and Year
Two represents under F. Capital Expenditures.

That is also an artifact from a prior template that should not appear on the
Chart. Revised page 53R submitted following this page corrects that
typographical error.

h. The provision for charity care of $91,584 in Year One in the Projected
Data Chart for Axelacare West Tennessee Consolidated is noted. However,
this is less than the average gross patient charge of $101,760. Please clarify
why the applicant will not at a minimum cover the average charge for one
charity patient.
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Give information for the two (2) years following the completion of this proposal.

The fiscal year begins in January.

CY 2017 CYy 2018
PATIENTS 45 65
Utilization Data VISITS 1,080 1,560
B. Revenue from Services to Patients
1.  Inpatient Services $ $
QOutpatient Services-home health nursing visits 259,200 374,400

2

3.  Emergency Services

4 Other Operating Revenue (Specify) See notes page
Gross Operating Revenue  $ 259,200 $ 374,400

C. Deductions for Operating Revenue

1.  Contractual Adjustments $ $

2.  Provision for Charity Care 5,184 7,488

3. Provisions for Bad Debt 2,592 3,744

Total Deductions $ 7,776 $ 11,232

NET OPERATING REVENUE $ 251,424 % 363,168
D. Operating Expenses

1.  Salaries and Wages $ 369,840 $ 483,605

2.  Physicians Salaries and Wages

3.  Supplies 12,571 18,158

4. Taxes

5. Depreciation

6. Rent 11,628 12,209

7. Interest, other than Capital

8. Management Fees

a. Fees to Affiliates
b. Fees to Non-Affiliates
9.  Other Expenses (Specify) See notes page 7,798 10,873

Total Operating Expenses  $ 401,837 % 524,845

E.  Other Revenue (Expenses) -- Net (Specify) $ $
NET OPERATING INCOME (LOSS) $ (150,413) $ (161,677)
F.  Capital Expenditures

1.  Retirement of Principal $ $

2. Interest

Total Capital Expenditures $ 0O $ 0

NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES $ (150,413) $ (161,677)
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PROJECTED DATA CHART-- AXELACARE WEST TENNESSEE

PHARMACEUTICALS ONLY (FROM REGIONAL PHARMACY IN LENEXA, KANSAS)

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

The fiscal year begins in January.

CY 2017 CY 2018
PATIENTS 45 65
A. Utilization Data VISITS 1,080 1,560
B. Revenue from Services to Patients
1.  Inpatient Services $ $
2 Outpatient Services 4,320,000 6,240,000
3. Emergency Services
4 Other Operating Revenue (Specify) See notes page
Gross Operating Revenue $ 4,320,000 $ 6,240,000
C. Deductions for Operating Revenue
1.  Contractual Adjustments $ $
2. Provision for Charity Care 86,400 124,800
3.  Provisions for Bad Debt 43,200 62,400
Total Deductions  $ 129,600 $ 187,200
NET OPERATING REVENUE $ 4,190,400 $ 6,052,800
D. Operating Expenses
1.  Salaries and Wages $ 333,500 % 390,885
2. Physicians Salaries and Wages 0 0
3.  Supplies 2,514,240 3,631,680
4. Taxes 400,000 600,000
5.  Depreciation 3,333 7,500
6. Rent 36,000 36,000
7. Interest, other than Capital
8. Management Fees
a. Fees to Affiliates
b. Fees to Non-Affiliates
9. Other Expenses (Specify) See notes page 33,600 48,000
Total Operating Expenses $ 3,320,673 $ 4,714,065
E. Other Revenue (Expenses) -- Net (Specify) $ $
NET OPERATING INCOME (LOSS) $ 869,727 $ 1,338,735
F.  Capital Expenditures B
1. Equipment $ 200,000 $ 250,000
2. Interest
Total Capital Expenditures $ 200,000 $ 250,000
NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES $ 669,727 $ 1,088,735
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The fiscal year begins in January.
CYy 2017 CY 2018
PATIENTS 45 65
Utilization Data VISITS 1,080 1,560
B. Revenue from Services to Patients
1. Inpatient Services
2 Outpatient Services-home health nursing visits 4,579,200 6,614,400
3. Emergency Services 0 0
4 Other Operating Revenue (Specify) See notes page 0 0
Gross Operating Revenue 4,579,200 6,614,400
C. Deductions for Operating Revenue
1. Contractual Adjustments 0 0
2.  Provision for Charity Care 91,584 132,288
3.  Provisions for Bad Debt 45,792 66,144
Total Deductions 137,376 198,432
NET OPERATING REVENUE 4,441,824 6,415,968
D. Operating Expenses
1.  Salaries and Wages 703,340 874,490
2.  Physicians Salaries and Wages 0 0
3.  Supplies 2,526,811 3,649,838
4. Taxes 400,000 600,000
5. Depreciation 3,333 7,500
6. Rent 47,628 48,209
7.  Interest, other than Capital 0 0
8. Management Fees
a. Fees to Affiliates 0 0
b. Fees to Non-Affiliates 0 0
9.  Other Expenses (Specify) See notes page 41,398 58,783
Total Operating Expenses 3,722,511 5,238,820
E.  Other Revenue (Expenses) -- Net (Specify) 0 0
NET OPERATING INCOME (LOSS) 719,313 1,177,148
F.  Capital Expenditures
1.  Equipment 200,000 250,000
2. Interest 0 0
Total Capital Expenditures 200,000 250,000
NET OPERATING INCOME (LOSS)
LESS CAPITAL EXPENDITURES 519,313 927,148
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D9--OTHER EXPENSES
NURSING AND HOME OFFICE CHART
2017 2018
Postage 300 300
RN mileage 5638 8143
office phone 900 900
i-pad use fee 960 1440
7798 10783
PHARMACEUTICALS/SERVICES CHART
2017 2018
Postage 300 300
office phone 900 900
Pharma/Shipping 32400 46800
33600 48000
CONSOLIDATED OPERATIONS CHART
2017 2018
Postage 600 600
RN mileage 5638 8143
office phone 1800 1800
iPad Use Fee 960 1440
Pharma/Shipping 32400 46800|
41398 58783
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That charity care has been budgeted at the company average of 2% of
gross revenues, which far exceeds the average of most home health agencies.
This is a substantial commitment by agency standards. Please note that the 2015
JAR’s of all three other agencies that provide home infusion care report zero (“0”)
charity care.

In addition, the average charge will be the aggregation of many cases,
some higher and some lower in gross charges. In practice, the charity care will
cover charges for one or more of the lower-cost infusion cases.

14. Section C, Economic Feasibility, Item 5
Table Eleven-A on page S5 is noted. However, the average net operating
income after expenses per patients of -$3,217 and average net operating
income after expenses, per visits of -$134.00 appears to be incorrect. Please
revise.

Revised page 55R is attached following this page, with corrected and
updated data.

15. Section C, Economic Feasibility, Item 6. A
Table Three on page 56 is noted. However, the expected Average
Revenue/Patient of $5,750 appears to be incorrect. Please revise.

Please see the response to your question #9 above, and the revised page
attached in response to that question.

16. Section C, Contribution to Orderly Development, Item 3
Please clarify if an RN/patient ratio of 2.5 RNs to 45 patients in Year One is
adequate for a 21 County service area covering a geographical area of all of
West Tennessee.

Such an RN/patient ratio is adequate. The projection of patients amounts
to approximately 4 patients per month. With nurses based in Memphis and
Jackson, this is a very reasonable expectation for nurse drive times, and the
projected staffing is sufficient to serve those patients.
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C(I).5. PLEASE IDENTIFY THE PROJECT’S AVERAGE GROSS CHARGE,
AVERAGE DEDUCTION FROM OPERATING REVENUE, AND AVERAGE

NET CHARGE.
Table Eleven-A: Average Charges, Deductions, Net Charges, Net Operating Income

West Tennessee Nursing Operations Only

CY2017 CY2018

Patients 45 65
Visits 1,080 1,560
Average Expected Revenue Per Patient $5,760 $5,760
Average Expected Revenue Per Visit $240 $240
Average Deduction from Operating Revenue
per Patient $173 $173
Average Deduction from Operating Revenue
per Visit $7 $7
Average Net Charge (Net Operating Revenue)
Per Patient $5,587 $5,587
Average Net Charge (Net Operating Revenue)
Per Visit $233 $233
Average Net Operating Income after Expenses,
Per Patient -$3,343 -$2,487
Average Net Operating Income after Expenses,
Per Visit -$139 -$104

Table Eleven-B: Average Charges, Deductions, Net Charges, Net Operating Income
Combined W. TN Nursing and Out of State Pharmaceutical Operations
CY2017 CY2018
Patients 45 65
Visits 1,080 1,560
Average Expected Revenue Per Patient $101,760 $101,760
Average Expected Revenue Per Visit $4,240 $4,240
Average Deduction from Operating Revenue
per Patient $3,053 $3,053
Average Deduction from Operating Revenue
er Visit $127 $127
Average Net Charge (Net Operating Revenue)
Per Patient $98,707 $98,707
Average Net Charge (Net Operating Revenue)
Per Visit $4,113 $4,113
Average Net Operating Income after Expenses,
Per Patient $15,985 $18,110
Average Net Operating Income after Expenses,
Per Visit $666 $755

55R




SUPPLEMENTAL #1

June 23, 2016
12:14 pm

Page Sixteen
June 22, 2016

17. Section C, Contribution to Orderly Development, Item 7d

a. If possible, please provide the latest copy of the Axelacare’s Specialty
Pharmacy Program Inc.’s licensure survey and approved plans of correction.

Copies of the license and inspection survey are attached after this page.

b. The applicant is accredited by The Joint Commission. If approved, will
this accreditation also include home health services?

Yes; once the applicant is licensed, the Joint Commission will be notified,
and Tennessee will be added as an accredited site under the existing accreditation.

18. Proof of Publication
Please provide copies of the publication of intent of the required 4
newspapers of general circulation in the proposed service area as listed in the
letter of intent. Please submit a copy of the full page of the newspaper in
which the notice of intent appeared with the mast and dateline intact or
submit a publication affidavit which is supplied by the newspaper as proof of
the publication of the letter of intent that covers the 21 county proposed
service area. Please insure the correct complete copy is paired with each
appropriate affidavit.

The newspaper affidavits and/or tearsheets for proof of publication have
not all been received from the newspapers. They will be submitted under separate
cover.

Thank you for your assistance. We hope this provides the information needed to
accept the application into the next review cycle. If more is needed please email me at
jwdsg@comcast.net or telephone me at 615-665-2022, so that we can respond in time to
be deemed complete.

Respectfully,

Hon, Wollfpom

n Wellborn
Consultant



Question
2e.

3c.
3i.

7.

12.

17.

SUPPLEMENTAL #1
June 23, 2016
12:14 pm

SUPPLEMENTAL ATTACHMENTS

Attachment
HHS Report to Congress on IVIG Demonstration Project
Side Effects of Intravenous Immune Globulin
UnitedHealth IVIG Policy Document

Response to State Health Plan’s Current CON Criteria for
Home Health Agencies

UnitedHealth Group Earnings Report, Q1 2016

AxelaCare Health Solutions -- Licensure Information



SUPPLEMENTAL #1
June 23, 2016
1214 pm

2e. HHS Report to Congress on IVIG Demonstration
Project



SUPPLEMENTAL #1

June 23, 2016
12:14 pm

Evaluation of the Medicare Patient Intravenous Immunoglobulin Demonstration Project:
Interim Report to Congress

U.S. Department of Health and Human Services
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Introduction

Section 101 of H.R. 1845 Medicare IVIG Access and Strengthening Medicare and
Repaying Taxpayers Act of 2012 (Medicare IVIG Access Act), Public Law 112-242, mandates the
establishment, implementation, and evaluation of a three-year Medicare Patient Intravenous
Immunoglobulin (IVIG) Access Demonstration Project under Part B of title XVIII of the Social
Security Act. The demonstration project will voluntarily enroll up to 4,000 Medicare beneficiaries
who have been diagnosed with Primary Immunodeficiency Diseases. Under the demonstration,
Medicare will provide to suppliers of IVIG a bundled payment under Part B for items and services
necessary to administer IVIG in-home to enrolled beneficiaries who are not otherwise homebound
or receiving home health care benefits.

The Act also requires a report to Congress that provides interim evaluation findings on the
impact of the demonstration project on Medicare beneficiaries” access to items and services needed
for the in-home administration of IVIG. This interim report fulfills the statutory requirement.

Background

Primary Immunodeficiency Diseases (PIDD) are a group of conditions that are triggered
by genetic defects which cause a lack of and/or impairment of antibody function, resulting in the
body’s immune system not being able to function effectively. Immunoglobulin (IG) therapy is
used to temporarily replace some of the antibodies (immunoglobulins) that are missing or not
working properly in people with PIDD, and it is the treatment of choice for Medicare beneficiaries
with this diagnosis. The goal of IG therapy is to use IG obtained from normal donor plasma to
keep enough antibodies in the blood of patients with PIDD to fight off bacteria and viruses. There
are two forms of IG therapy: intravenous immunoglobulin (IVIG) and subcutaneous
immunoglobulin (SCIG).

In 2006, the U.S. Food and Drug Administration (FDA) approved an SCIG product for the
treatment of patients with PIDD. Patients may self-administer this product at home using an
infusion pump. Traditional fee-for-service (FFS) Medicare covers the SCIG product and the
infusion pump needed at home under the Medicare durable medical equipment (DME) benefit.
Section 642 of the Medicare Prescription Drug, Improvement, and Modernization Act of 2003,
amended section 1861 of the Social Security Act, to require Medicare Part B coverage of IVIG for
the treatment of PIDD in the home. The statute only covers IVIG and did not cover any of the
items and services needed to administer the drug. The specific items and services are the supplies
and in-home nursing services necessary to inject the drug intravenously. These items and services
for administering the drug may be covered if the person is homebound or otherwise receiving
services under a Medicare home health episode of care. As a result, many beneficiaries receive
IVIG at their doctor’s office or in an outpatient hospital setting, or they elect to receive the IG
therapy subcutaneously because the items needed to administer SCIG in-home are covered by
Medicare.

Under the Medicare Patient IVIG Access Demonstration, by paying for the items and
services needed to administer the IVIG drug in-home, Medicare will enable beneficiaries and their
physicians to have greater flexibility in choosing the option that is most appropriate for the
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beneficiary. With the exception of coverage of these items and services, no other aspects of
Medicare coverage for IVIG (e.g., drugs approved for coverage or PIDD diagnoses covered) will
change under the demonstration.

Implementation of the Medicare Patient IVIG Demonstration Project

The Centers for Medicare & Medicaid Services (CMS) developed, as required by the
Medicare IVIG Access Act, a bundled per-visit amount to be paid to any Medicare supplier that is
able to provide the IVIG drug and the professional services needed for administration. The
supplier is also able to provide the professional services either using their own staff or through a
separate contract. All staff administering the drug must meet their licensure requirements.

Eligible suppliers who submit claims for the drug and administration of the drug on a single
claim form to a Durable Medical Equipment (DME) Medicare Administrative Contractor (MAC)
will receive the bundled payment for the supplies and services to administer the drug in addition
to the payment for the drug which is currently covered under the Medicare benefit. Home health
agencies are not eligible to be paid under the demonstration for the administration of the IVIG
although they may contract with suppliers in their area to provide professional services. In such
situations, the supplier would receive the demonstration payment and reimburse the home health
agency directly in accordance with their contract.

Per the Act, the bundled payment amount for items and services needed for the in-home
administration of intravenous immunoglobulin was based on the national per visit low-utilization
payment (LUPA) amount under the prospective payment system for home health services
established under section 1895 of the Social Security Act. The demonstration bundled payment
that covers medically necessary items and services needed for the in-home administration of IVIG
is based on the LUPA rate used in the Medicare Home Health Prospective Payment System. The
LUPA rate is made for beneficiaries who require four or fewer visits during a 60-day home health
episode.

A home health episode with four or fewer visits is paid the national per visit amount by
discipline adjusted by the appropriate wage index based on the site of service of the beneficiary.
Such episodes of four or fewer visits are paid the wage-adjusted per visit amount for each of the
visits rendered instead of the full episode amount. The national per visit amounts by discipline
(skilled nursing, home health aide, physical therapy, speech-language pathology, occupational
therapy, and medical social services) are updated and published annually by the applicable market
basket for each visit type.

Per the Act, the bundled payment amount for items and services needed for the in-home
administration of IVIG includes infusion services provided by a skilled nurse. Therefore, the
bundled payment is based on the LUPA for skilled nursing only because the services of the other
LUPA disciplines are not required for this demonstration. A total per-visit bundled payment of
$300 in 2014 was initially calculated. This payment rate is based on the full skilled nursing LUPA
for the first 90 minutes of the infusion ($120) and 50% of the LUPA for each hour thereafter for
an average 4.5 hour infusion [(100% x $120) + (50% x 3 hours x $120)]. The payment rate is to
be revised and updated annually based on the LUPA rate. The payment rate is also subject to
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sequestration. In 2015, the bundled payment rate was $319.23. This service is subject to
coinsurance and deductibles similar to other Part B services provided in the doctor’s office.

Prior to finalizing the design of the demonstration, CMS reached out to relevant
stakeholders, including beneficiary advocacy groups, suppliers, and professional societies among
others. In addition to in-person meetings, CMS hosted several Open Door conference calls and
webinars to increase awareness of, and obtain input on, the demonstration project.

CMS contracted with NHIC, Corp., one of the Medicare Administrative Contractors, to
perform the demonstration implementation activities. Tasks included outreach and education,
enrollment application processing, handling the demonstration hotline, resolving denied
demonstration claims, and reporting. Demonstration claims are payable if the demonstration code
(Q2052) is billed with the drug (J code) on the same claim. There are also requirements related to
dates for each of the line items on the claim. When claims are not submitted in accordance with
the specified requirements, claims may be denied. NHIC Corp. reviews all denied claims and if
needed, works with the supplier to resolve any problems. Claims that are denied due to submission
errors may be resubmitted. NHIC engaged in targeted outreach to physicians who treat PIDD
beneficiaries, beneficiary advocacy groups and IG suppliers. NHIC conducted public
dissemination activities to increase awareness and facilitate demonstration enrollment.

To be eligible to enroll in the demonstration project, traditional Medicare must be the
beneficiaries’ primary insurance, thereby excluding beneficiaries (e.g. some working aged
beneficiaries) for whom alternative insurance is the primary payer. Beneficiaries must also: a)
have current coverage under the Medicare fee-for-service program; b) have coverage under
Medicare Part B; c) have a diagnosis of PIDD; d) submit a completed application with physician
approval; and e) not be currently receiving Medicare home health services. For the purposes of
the demonstration, the following Medicare covered PIDD diagnoses were included: common
variable immunodeficiency, selective immunoglobulin M (IgM) deficiency, Wiskott-Aldrich
syndrome, congenital hypogammaglobulemia, and immunodeficiency with increased IgM.

NHIC conducted an analysis of Medicare claims to identify all Medicare fee-for-service
beneficiaries with a PIDD diagnosis who had been treated with IVIG across the country. Based
on this analysis, information about the demonstration and application letters were mailed out to
9,216 potentially eligible beneficiaries with PIDD who had claims for IG treatment in August,
2014 and, again, in January 2015. Letters were also sent to professional societies and providers
treating beneficiaries for PIDD.

The Medicare Patient IVIG Demonstration Project was announced via twitter and on the
CMS website. CMS sent out the following tweet on August 5, 2014 announcing the demonstration
‘Interested in #IVIG? Announced #Medicare Intravenous Immune Globulin Demonstration 8/5,
info: http:/go.cms.gov/1s838K2 #careinnovation’. CMS also posted information about the
demonstration on the CMS website at https://innovation.cms.gov/initiatives/IVIG/.

The beneficiary application mailings began August 8, 2014 with an initial September 15,
2015 deadline. Bundled payment for approved beneficiary IVIG services started on October 1,
2014. Beneficiary applications are now accepted on a rolling basis as long as space is available.
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In October 2014, 352 beneficiaries had enrolled in the program. Due to the low initial
enrollment in the demonstration project, targeted outrcach was done in order to increase
enroliment. In January 2015, NHIC mailed out a second letter and application to beneficiaries
who had not applied to inform them that there were still openings in the demonstration. This
targeted mailing resulted in an increase in the number of inquiries to the designated demonstration
hotline number and an increase in enrollment. By August 1, 2015, the demonstration project
enrollment had increased to 872 beneficiaries.

As of August 1, 2015, 9.5 percent (n=872) of the 9,216 eligible Medicare beneficiaries had
submitted completed application forms and were enrolled in the demonstration project. Monthly
growth has averaged around 44 new enrollees per month (range 30-84) reflecting a mix of those
new to the Medicare program, beneficiaries newly diagnosed with PIDD, and those just learning
about the demonstration or only now interested in possibly switching to in-home administration of
the IVIG drug. Among those enrolled, about fifty percent (449 beneficiaries) have used the
demonstration benefit based on the claims submitted and paid under the demonstration through
August 7, 2015. Additionally, 235 suppliers have submitted demonstration claims.

Evaluation of the Medicare Patient IVIG Demonstration Projéct

The Medicare IVIG Access Act requires an interim and a final evaluation report due no
later than one year after the demonstration project ends, to be submitted to Congress. The interim
report is to contain an evaluation of the impact of the demonstration on access for Medicare
beneficiaries to items and services needed for the in-home administration of IVIG. The final report
will contain a final evaluation of the impact on access to IVIG items and services, as well as an
analysis of the appropriateness of implementing a new methodology for payment for IVIG in all
care settings, and an update to the 2007 report by the Assistant Secretary for Planning and
Evaluation (ASPE) of the Department of Health and Human Services (HHS), entitled Analysis of
Supply, Distribution, Demand, and Access Issues Associated with Immunoglobulin Intravenous.

CMS awarded a contract to Dobson, DaVanzo & Associates, LLC, to conduct the
evaluation activities. The assessment of the impact on access to IVIG items and services, as well
as the analysis of the appropriateness of implementing a new payment methodology, will include
both a qualitative (beneficiary surveys and provider interviews) and a quantitative (Medicare
claims) analytic approach. The update of the ASPE report will also include both qualitative and
quantitative research activities. These analyses will be described in the final report.

Because the demonstration has operated for less than a year, there is insufficient
demonstration claims experience available to date for analysis, thus, analytic findings concerning
the demonstration’s impact on Medicare beneficiary access to items and services needed for the
in-home administration of IVIG are not included in the interim report. However, this report
provides information on the implementation experience to date and a descriptive analysis of
Medicare claims information for the demonstration baseline in 2014. Medicare Part A and B
claims for beneficiaries with a PIDD diagnosis (consistent with the ICD-9 codes eligible for
demonstration enrollment) and the receipt of IVIG (drug code and infusion administration) on the
same day for the year 2014 were used for the baseline analysis. The demonstration claims for the
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three months (October-December, 2014) showed low demonstration enrollment, and with the
claims lag time provided insufficient information to draw preliminary conclusions.

The implementation experience findings were based on the review and analysis of
NHIC’s reports and hotline logs. Beneficiary surveys and supplier interviews were not included
in this interim RTC. The evaluation plan does include conducting and reporting findings from
beneficiary surveys (targeting both beneficiaries who are enrolled in the demonstration and those
who are not enrolled), suppliers, and other stakeholders in the final RTC. These activities are
expected to be initiated in 2016.

The purpose of the baseline analysis is to describe the demographics and patterns of IVIG
utilization among beneficiaries with PIDD prior to the demonstration project.

Key findings related to implementation experience indicate that:

e Enrollment in the demonstration is lower than anticipated with 872 enrolled as of August
01, 2015;

e Claims submitted for demonstration services by enrolled participants (n=449) are lower than
anticipated as of August 01, 2015;

e Some beneficiaries appear to be enrolling in the demonstration just to reserve spots “in case”
they want it—concerned about potential future limits;
It has not been difficult to find suppliers nationwide; and
Some beneficiaries are confused about the demonstration benefit offered.

Key findings from the baseline analyses illustrated in Tables 1 and 2 below include:

e There was approximately a 60 percent growth rate in Medicare beneficiaries with PIDD
receiving IVIG treatment over the past 5 years;

e The average age of Medicare beneficiaries with PIDD who received IVIG was 68 years old in
the year 2014, with over half (59 percent) aged 65 to 79 years;

e Twenty-five percent of the Medicare beneficiaries with PIDD in the year 2014 were
beneficiaries younger than 65 years old;

e In 2014, the majority of the PIDD population who received IVIG was white (95 percent) and
female (68 percent); and

e In 2014, most of the Medicare beneficiaries with PIDD who were treated with IVIG received
their IG treatment in an outpatient facility setting including hospitals, outpatient departments,
and infusion suites (66 percent). The rest received IVIG services in a doctor’s office.
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Table 1. Medicare PIDD

Medicare beneficiaries with

PIDD 15,473 17,579 20,097 22,755 23,970
Medicare beneficiaries with
PIDD receiving IVIG treatment 5,723 6,468 7,496 8,483 9,150

Table 2. Demographics in baseline year 2014.

Unkmown | 104 %

White 8,684 95%
Black 164 2%
Other 92 1%
Asian 31 0%
Hispanic 53 1%
North American Native 22 0%

Total

_Agess than 65 years
Age 65 and older 1,329 14.5%
Total 3,591 39.2%

Overall, the baseline data show that the Medicare beneficiaries with PIDD on IVIG are more likely
to be younger (66% younger than 74 years of age), female (68%), white (95%) and non-disabled
(75%).
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Limitations of the Evaluation

This interim report has several limitations. The low initial enrollment of beneficiaries into
the demonstration project makes it difficult to present any findings at this time. Additionally,
Medicare claims data for the time period covered in the report (the first ten months of the
demonstration) are not yet available due to the lag in obtaining claims data, so an analysis based
on demonstration Medicare claims could not be included.

Conclusion

In summary, the demonstration enroliment is voluntary. Presently, beneficiaries have the
option to receive the IVIG drug and services in an outpatient setting, a physician’s office, an
infusion center, or an in-home setting. Given the limited 10-month demonstration experience and
low enrollment uptake to date, the interim report does not include an assessment of the impact of
the demonstration on beneficiaries’ access to items and services needed for the in-home
administration of IVIG. The evaluation plan does include conducting and reporting findings from
beneficiary surveys (targeting both beneficiaries who are enrolled in the demonstration and those
who are not enrolled).

Future recommendations on beneficiaries’ access to items and services for in home
administration of IVIG will be provided in the final evaluation report. In the meantime, CMS will
continue its outreach efforts to beneficiaries and suppliers about the demonstration. This will
include targeted outreach focused on non-enrolled beneficiaries eligible for the demonstration via
mailings (i.¢., a personal letter informing them about the demonstration on an annual basis). The
final report to Congress will provide findings based on the full three years of the demonstration
project.
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3¢. Side Effects of Intravenous Immune Globulin
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Side-effects of intravenous immune globulins

C. DUHEM, M. A. DICATO & F. RIES Centre Hospitalier de Luxembourg, Luxembourg

SUMMARY

Intravenous immune globulin (IVIG) preparations are efficacious and safe products in use world-
wide. Although rare, side-effects of IVIG may be serious, even life-threatening, and clinicians
should be aware of their potential occurrence. This article summarizes most of the adverse
experiences with IVIG reported in the literature since its introduction into clinical practice almost

15 years ago.

Keywords IVIG side-effects

INTRODUCTION

The clinical benefit of immune globulin prophylaxis in patients
with primary antibody deficiency syndromes has been clearly
established. In the past, replacement therapy was provided
through intramuscular injections. In the early 1980s, highly
purified monomeric suspensions of IgG for intravenous use
became available and more than 10 commercial preparations
of intravenous immune globulin (IVIG) are now at the dis-
posal of the clinician. The indications for administration of
IVIG have been enlarged to include transitory primary anti-
body deficiencies (such as low birth-weight premature babies),
secondary hypogammaglobulinaemic states [as in chronic
lymphatic leukaemia (CLL) or multiple myeloma), and condi-
tions with increased susceptibility to infections (such as bone
marrow transplant or the post-surgery period). In addition to
its efficacy as replacement therapy, IVIG now has well-
established therapeutic applications in some haematological
and autoimmune diseases: IVIG preparations are used success-
fully in immune thrombocytopenic purpura (ITP), in Kawasaki
disease, and for some desperate diseases for which there is no
other efficient treatment [reviewed in refs | and 2]. The mechan-
isms of action of IVIG in these conditions, although not yet
fully determined, include a reticulo-endothelial blockade, an
immunomodulatory effect (by supplying anti-idiotype anti-
bodies), and an anti-inflammatory action.

This growing usage has increased the need for high quality
immune globulin products and, indeed, high-dose IVIG can be
administered with only mild, self-limited side-effects. This
paper reviews the most frequent adverse reactions reported
with IVIG therapy from the time of its introduction into the
clinic. Possible underlying causes of these reactions and their
current management are described briefly.

SIDE-EFFECTS OF IVIG

The side-effects of IVIG can be separated into adverse reactions
due to the relative ‘impurity’ of the commercial preparations

Correspondence: Dr M. A. Dicato, Centre Hospitalier de Luxem-
bourg, Département d’hémato-cancérologie, 4 Rue Barblé, L-1210
Luxembourg.
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management prevention

(viruses, soluble substances or immunoglobulins other than
IgG) and undesirable effects of their active component, the
IgG. However, some of the mechanisms underlying these side-
effects are speculative and probably complex. The side-effects
are enumerated here according to their major manifestations,
irrespective of their putative cause.

Generalized reactions

The incidence of generalized reactions occurring during and/or
after the administration of IVIG is reported to be in the range
of 1-15 % (usually less than 5%). Most of them begin 30-60
min after the onset of the infusion; they are often mild, self-
limited and include the following: pyrogenic reactions; minor
systemic reactions such as headache, myalgia, fever, chills, low
back pain, nausea and/or vomiting; vasomotor and cardiovas-
cular manifestations marked by changes in blood pressure and
tachycardia—these may be related to occasional reports of
shortness of breath and chest tightness.

These reactions are generally considered to be due to
aggregated immunoglobulin molecules which cause the com-
plement system to be activated. They may be due to antigen—
antibody reactions as well, or to possible contaminants or even
stabilizers that may have been used during the manufacturing
process. Frequently, these manifestations can be managed quite
easily, sometimes just by reducing the rate of IVIG infusion or
stopping it. '

Far less frequently, the onset of symptoms of a generalized
reaction is delayed until a few days after IVIG infusion,
suggesting a type III allergic reaction [3].

Hpypersensitivity and anaphylactic reactions

Severe and even fatal anaphylactoid reactions [4,5] may occur
during IVIG treatment in patients with IgA deficiency; the
appearance of anaphylactic shock is correlated with the pre-
sence of anti-IgA antibodies of the IgG and IgE isotypes in the
patient’s serum [5]. Among hypogammaglobulinaemic patients,
those with combined subclass deficiency (for example, IgG2
and IgA deficiency) are more likely to develop this compli-
cation. Patients with autoimmune diseases have an increased
prevalence of selective IgA deficiency when compared to
normal blood donors (1/50 in systemic lupus erythematosus
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versus 1/700 in a normal Caucasian population). Furthermore,
anti-IgA antibodies seem to be more frequent in those IgA-
deficient subjects with autoimmune diseases [6].

Seriously ill patients with a compromised cardiac function
may be at increased risk of vasomotor cardiac complications,
manifested by elevated blood pressure and/or cardiac failure.
The kallikrein activity of some IVIG preparations has been
incriminated as contributing to these adverse vasomotor
reactions. Moreover, the volume of fluid delivered with IVIG
(700 ml with standard preparations) is intolerable in a subset of
fluid-restricted patients with congestive disease, especially at a
high infusion rate.

Haemolytic anaemia

Two cases of acute Coombs-positive haemolytic anaemia
developing during IVIG treatment have been published. The
patients, a 30-year-old man and a 9-month-old child, were
treated for ITP and Kawasaki disease, respectively [7,8]. In
both cases, haemolysis mediated by antibodies to blood-group
antigen could be demonstrated. When high doses of IVIG are
infused, their isoagglutinin content can be sufficient to explain a
Coombs-positive haemolytic anaemia. Furthermore, decreased
haptoglobin levels and mild reticulocytosis have been described
in normal volunteers receiving IVIG, but without any change in
haemoglobin level, suggesting that clinically insignificant,
well-compensated haemolysis may occur during IVIG treat-
ment [9].

Viral contamination

Several papers published between 1983 and 1987 reported
clusters of non-A, non-B hepatitis after IVIG treatment
[10-13]. Hepatitis seemed to run a more severe course in
hypogammaglobulinaemic patients with cirrhosis, and death
by hepatic failure resulted in some of them. The mechanisms
whereby some preparations (and not others during the same
period) could be infectious remain unclear. They could include
problems with the method of manufacture, cither an isolated
error in production or a basic defect in the manufacturing
procedure, or an insufficient level of specific neutralizing anti-
body in the source plasma, allowing the presence of an excessive
amount of virus. Finally, there is the possibility that the
infection could be the result of non-parenteral transmission
of the so-called non-A, non-B hepatitis [14].

It now appears clear that anti-hepatitis C positivity of
blood products varies, depending on the country of origin of
plasma donation [15]. Donors that test antibody-positive are
systematically excluded. In February 1994, Baxter Health-
care Corporation, Glendale, California, USA instituted a
worldwide recall of Gammagard®, its brand of IVIG,
because of reports of some ten cases of possible transmission
of hepatitis C. The coming months should clarify this issue
and its extent. The production process for this IVIG
preparation includes a chromatography procedure without
any further chemical step of inactivation. As of this writing,
other IVIG products currently in use have not been incrimi-
nated in hepatitis C transmission. Additional steps used in
the production process of most other IVIG preparations
include adjustment to pH 4, or the use of propionic acid or
solvent detergent. At present, it seems cautious to use only
IVIG products that have been prepared with an additional
inactivation procedure. '
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No case of human immunodeficiency virus (HIV) serocon-

version has yet been ascribed to the administration of IVIG.
Furthermore, experiments in which large amounts of HIV were
added to plasma before fractionation indicate that HIV is
successfully eliminated during IVIG preparation.

Hepatitis B virus has not been detected in IVIG batches and
the risk of its transmission is also considered negligible.

Neurological complications

As noted previously, headache is commonly reported by
patients receiving IVIG; this symptom is efficiently palliated
by antalgic and/or anti-histaminic drugs. Acute aseptic menin-
gitis has been reported as a cause of recurrent IVIG-associated
headaches. A 7-year-old boy treated for ITP presented with
severe headache, vomiting, fever and meningism a few hours
after his second infusion of IVIG [16]. A similar episode has
been reported in a 2-year-old Japanese girl also treated for ITP.
Seven days after IVIG infusions she experienced the same
symptoms as the child just described, which were also
attributed to an aseptic meningitis [17]. Two other cases have
been reported in the literature [18,19]. The mechanism of this
reaction remains unclear; several cases of aseptic meningitis
have been associated with the use of drugs such as isoniazid and
sulphamethizole or in patients with systemic lupus erythema-
tosus taking anti-inflammatory agents.

Recently, a case of recurrent migraine after IVIG therapy
has been described, suggested by the typical symptoms at
presentation and the efficient prevention by propanolol
before subsequent IVIG infusions. Again, the mechanism is
difficult to explain [20].

Stroke as a side-effect of IVIG treatment will be discussed
later.

Renal complications

Renal failure related to IVIG treatment has been reported in
eight cases [21-24]. When it occurred, the best evidence for a
cause—effect relationship was the close temporal association
between infusion of the drug and the onset of clinical (oliguria)
and biological symptoms, as well as the patients’ return to
pretreatment creatinine levels after stopping the drug, with the
exception of a young woman who was haemodialysed and
subsequently received a transplant. Renal biopsy was performed
in four patients and some pathological features in three of the
cases suggested a high solute load-induced damage of the
proximal tubule, similar to that associated with the use of
dextran or mannitol. Immunoglobulins themselves (especially
large aggregates), or more likely, some component of the
preparations (such as sucrose) could be responsible for this
injury. The fourth case was a 39-year-old woman with mixed
cryoglobulinaemia associated with a lymphoma, who had been
treated specifically for hypogammaglobulinaemia and recurrent
infections, The mechanism of renal damage in this case differs
from the previous cases: this patient developed acute, severe,
mixed cryoglobulinaemic nephropathy with evidence of antigen—
antibody complex deposition after a single infusion of IVIG [24].
However, most of these patients presented with impairment of
their renal function before the episode of acute degradation;
IVIG treatment probably just contributed to the deterioration in
renal function. Support for this conclusion comes from observa-
tions that elevated serum creatinine levels occur in patients with
glomerulonephritis who receive IVIG for nephrotic syndromes
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[25]. This should draw attention to the importance of screening
for impaired renal function before IVIG therapy is initiated. In
addition, the report of the case of acute cryoglobulinaemic renal
failure after TVIG can serve as a caution against this potential
complication in patients with B cell neoplasm and demonstrable
serum rheumatoid factor activity.

Thrombotic events

Woodruff et al. reported four cases of fatal stroke in elderly
patients (6283 years old), all receiving IVIG for ITP [26]. The
authors postulated that IVIG infusion could be responsible for
an enhancement of adenosine triphosphate release from plate-
lets, favouring their aggregation, as suggested by in vitro
aggregometry studies, but these data were not confirmed by
another group [27]. In those cases with ITP, the rise in platelet
count during IVIG treatment could have played a role in the
thrombotic event.

Recently, Reinhart & Berchtold studied the effect of high-
dose IVIG on blood rheology both in vitro and in vive [28].
Their data show that the rise in viscosity occurring after IVIG
therapy can significantly impair blood flow; for this reason
IVIG infusions might be sufficient to generate myocardial
infarction or stroke in predisposed patients, especially elderly
patients at risk of cardiovascular and thromboembolic events.
However, few severe thrombotic episodes have been observed
with IVIG therapy and when mentioned in case reports, the
aetiological link between the treatment and frequent events in
old and severely ill patients is not obvious.

Contamination of IVIG batches

Immunologically active proteins. The levels of soluble class
11 molecules (sHLA-DR, -DQ and -DP) in IVIG preparations
appear to exceed those found in the plasma of healthy indivi-
duals, suggesting a concentration process [29]; in contrast,
HLA class I molecules (A,B,C) are not detectable. Based on
the total dosage of IVIG per infusion, the contaminating SHLA
class IT molecules may become immunogenic.

Significant levels of soluble CD4 and CD$ molecules have
been found in some commercial preparations [30]. Seventeen of
these were tested by enzyme-linked immunosorbent assays for
the presence of proteins and cytokines such as interferon-y
(IFN-7), tumour necrosis factor, interleukin-1 (IL-1), sIL-2 and
sIL-4. Of the substances studied, only IFN-y was present at
measurable concentrations [31]. The clinical relevance of these
observations remains unclear.

Anticytoplasmic antigens (ANCA). One case of uveitis has
been reported in a 9-year-old hypogammaglobulinaemic
patient, which was attributed to a localized vasculitis [32].
Cytoplasmic ANCA activity was detected in IVIG batches
and was proposed as the cause of the vasculitis. However, the
causative role for ANCA in vasculitis remains unproven [33].
Attempts to transfer the disease to animals by the same
mechanism have failed. Moreover, a transient peak in serum
ANCA activity has been noted after IVIG infusion, attributed
to displacement of ANCA from tissue sites [34]. The young
patient in the case report might have had an underlying
localized vasculitis.

Miscellaneous side-effects
Many side-effects of IVIG are in the literature as sporadic case
reports. Generally, the assessment of a real cause—effect
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relationship is sustained by a temporal association to the
infusion and the absence of other obvious aetiological agents.
Most of the time, no clear physiopathogenic explanation can be
given.

Alopecia, Three cases of alopecia developing after infusion
of IVIG have been reported [35]. The three women (aged 19, 42
and 61) were being treated for ITP and complained of diffuse
alopecia up to 4 weeks after treatment. Their hair regrew within
the 4 weeks following the withdrawal of IVIG. Two more cases
have been reported by the IVIG manufacturers. An immuno-
logical basis for alopecia is possible, despite the negativity of
immunofiuorescence studies performed on the scalp biopsies of
two of these patients.

Hypothermia. We saw one case of transitory hypothermia
(to 35°C) in a 59-year-old CLL patient after each IVIG
infusion. The pathogenesis of this observation remains obscure.

MANAGEMENT AND PREVENTION OF IVIG
SIDE-EFFECTS

The management of the side-effects of IVIG is symptomatic
and, in view of their mildness, they do not necessitate any
aggressive treatment in most cases. Depending on the particular
manifestation, drugs palliating the symptoms are antalgic,
anti-pyretic, or anti-histaminic drugs; non-steroidal, anti-
inflammatory agents; and/or low-dose corticosteroids.

Most adverse reactions to IVIG treatment could be reduced
in three main ways: assuring the maximal purification of the
product, screening the patient for factors predisposing to
complications and respecting some rules of administration.

Purification of IVIG

One batch of IVIG results from processing the plasma of 3000
15000 donors, all of whom are currently screened for hepatitis
B and C, undergo HIV serology and measurement of trans-
aminase levels. Commercial IVIG products are prepared from
pooled plasma by the cold-ethanol fractionation technique
based on Cohn's procedure and now in world-wide use. Once
the plasma fraction II has been ohtained, the immunoglobulins
are stabilized by substances such as B-propionolactone. This
procedure of cold-ethanol fractionation contributes to inacti-
vation of viruses which might be present in the plasma pool,
despite meticulous donor selection and the use of sensitive
screening procedures. Moreover, B-propionolactone also has
virucidal properties.

In addition, some manufacturers currently include a step of
inactivation of lipid-enveloped viruses by a solvent detergent
technique in the processing. This, concurrent with such
measures as lowering the pH, raising the temperature, and
increasing the incubation time during the production of IVIG,
renders these products free of any major viral transmission.

The composition of each IVIG speciality is not exactly the
same: they may differ in IgG subclass levels and IgA con-
taminants. Preparations containing very low levels of IgA
should be selected for patients who present with serum anti-
IgA antibodies or in emergency situations where this informa-
tion cannot be obtained before IVIG treatment.

Screening of the patient
Most of the severe reactions to IVIG have been observed in
patients with anti-IgA antibodies. This eventuality should be
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assessed by systematic screening before any instauration of
treatment, particularly in patients with hypogammaglobulin-
aemia or autoimmune diseases [36].

As noted earlier, the presence of rheumatoid factor activity
(especially in patients with B lymphoma) or renal impairment
should be investigated in any candidate for IVIG treatment.

Drug administration

Rate of infusion. The rate of IVIG infusions should be low
at the beginning and increased every 15-30min, based on the
patient's tolerance. Infusion of a standard dose (e.g. 400 mg/kg)
may take up to 8 h in some patients. In most cases, symptoms
such as chills, fever and headache during infusion may be
alleviated by lowering the rate of infusion or briefly stopping
it. A phase I rate-escalation study was conducted recently in
patients undergoing bone marrow transplantation and receiv-
ing 500 mg/kg of IVIG per week prophylactically, to determine
the minimal period of infusion of concentrated IVIG that was
well tolerated [37]. After a first infusion over a 6-h period, the
40 patients were randomized to receive the same treatment over
a period of 2, 3, 4 or 5 h. The conclusion was that IVIG could be
infused over a 3-h period with good tolerance, but a faster rate
of infusion was poorly tolerated. This rule should be respected,
particularly in patients at risk of complications (those with
multi-organ failure, previous severe reactions, etc.).

Premedication. For patients with repeated reactions
unresponsive to reducing the infusion rate, premedication
with hydrocortisone (100 mg intravenously) or an anti-
histaminic drug can be considered and is generally efficacious.

CONCLUSIONS

IVIG preparations are some of the safest biological products
available. Although severe adverse experiences have been
reported, they are all largely anecdotal. Besides, the aetiologi-
cal role of IVIG in their pathogenesis is rarely unequivocal.

The benefits of IVIG have been described for a growing
number of conditions where immunoregulatory disorders are
suspected and for which satisfactory alternative treatment is
lacking. This harmless drug has been ‘tried’ and isolated
therapeutic responses that are occasionally dramatic and
plausible have been reported, while failures are forgotten. In
contrast to the preventive indications study, few randomized
placebo-controlled trials have been conducted to assess the real
therapeutic impact of IVIG in conditions such as rare vasculi-
tis, demyelinating neuropathiecs or severe epilepsy, which
require multicentre studies. Simultaneously, the specific side-
effects attributed to IVIG in those special indications could be
appreciated.

To date, and because patients can be screened for anti-IgA
antibodies, IVIG can be administered very safely with minimal
reactions. However, this currently very expensive form of
therapy should still be restricted to adequately established
indications.
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INSTRUCTIONS FOR USE

This Drug Policy provides assistance in interpreting UnitedHealthcare benefit plans. When
deciding coverage, the enrollee specific document must be referenced. The terms of an
enrollee's document (e.g., Certificate of Coverage ( COC) or Summary Plan Description (SPD))
may differ greatly. In the event of a conflict, the enrollee's specific benefit document supersedes
this Drug Policy. All reviewers must first identify enrollee eligibility, any federal or state regulatory
requirements and the plan benefit coverage prior to use of this Drug Policy. Other Policies and
Coverage Determination Guidelines may apply. UnitedHealthcare reserves the right, in its sole
discretion, to modify its Policies and Guidelines as necessary. This Drug Policy is provided for
informational purposes. It does not constitute medical advice.

UnitedHealthcare may also use tools developed by third parties, such as the MCG™ Care
Guidelines, to assist us in administering health benefits. The MCG™ Care Guidelines are
intended to be used in connection with the independent professional medical judgment of a
qualified health care provider and do not constitute the practice of medicine or medical advice.

COVERAGE RATIONALE

This policy refers to the following intravenous (IV) and subcutaneous (SC) immune globulin (IG)
products (List not all inclusive):

Bivigam™ (IV) Gammaplex® (IV)
Carimune® NF (V) Octagam” (IV)
Flebogamma® DIF (IV) Privigen” (V)
Gammagard” Liquid (IV, SC) Gamunex®-C (IV, SC)
Gammagard® S/D (IV) Hizentra® (SC)
Gammaked™ (IV, SC) HyQvia® (SC)

In absence of a product listed, and in addition to applicable criteria outlined within the drug policy,
prescribing and dosing information from the package insert is the clinical information used to
determine benefit coverage.

The term “IVIG” will be used in this policy where prescribing and dosing information is specific to
the intravenous formulation. At all other times, the term “immune globulin” will be used.

Immune Giobulin (IVIG and SCIG): Drug Palicy (Effective 02/01/2016)
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Asthma (severe, persistent,

Autoimmune bullous diseases

| high-dose steroid-dependent)

Autoimmune uveitis

Bone marrow transplantation
(BMT)

Chronic inflammatory
demyelinating polyneuropathy

Chronic lymphocytic leukemia
(CLL), prevention of infection
in B-cell CLL

Cytomegalovirus (CMV)
induced pneumeonitis in solid

organ transplants

Dermatomyositis or
polymyositis

Diabetes mellitus

Enteroviral

Fetomaternal alloimmune
thrombocytopenia

Graves' ophthalmopathy

meningoencephalitis
Guillain-Barré syndrome

(GBS)

HIV-infection, prevention of
bacterial infection in pediatric

Idiopathic thrombocyvtopenic
purpura (ITP)

HIV

IgM antimyelin-associated

alycoprotein paraprotein-

associated peripheral
neuropathy

Kawasaki disease

Lambert-Eaton myasthenic
syndrome (LEMS)

Lennox Gastaut syndrome

Lymphoproliferative disease,
treatment of bacterial

Maonoclonal gammopathy

infections
Multifocal motor neuropathy Multiple sclerosis, relapsing Myasthenic exacerbation
(MMN) remitting (RRMS)

Neuromyeltis optica
Primary immunodeficiency

syndromes

Paraproteinemic neuropathy
Rasmussen syndrome

Posttransfusion purpura
Renal transplantation
prevention of acute humoral

rejection

Rheumatoid arthritis, severe
Stiff-person syndrome

Rotaviral enterocolitis

Staphvlococcal toxic shock

Thrombocytopenia, secondary

Toxic epidermal necrolysis or

to HCV, HIV, and

Stevens-Johnson syndrome

Urticaria, delayed pressure

Unproven Uses

The following information pertains to medical necessity review:

A. General Requirements (applicable to all medical necessity requests):

1.
a. Diagnosis

AND

For initial therapy, both of the following:

b. Medical records documenting both of the following:
(1) History and physical examination documenting the severity of the condition,
including frequency and severity of infections where applicable

AND

(2) Laboratory results or diagnostic evidence supporting the indication for which
immune globulin is requested
2. For continuation of therapy, all of the following:

a.
AND

b.
treatment
AND

C.

Documentation of positive clinical response to immune globulin therapy

Statement of expected frequency and duration of proposed immune globulin

For long term treatment, documentation of titration to the minimum effective dose and

frequency needed to maintain a sustained clinical response.

Immune Globulin {IVIG and SCIG): Drug

Policy (Effective 02/01/2016)
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B. Diagnosis-Specific Requirements
The information below indicates additional requirements for those indications having specific
medical necessity criteria in the list of proven indications.

immune globulin is proven for:

1. Asthma (severe, persistent, high-dose steroid-dependent)’ "%

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the treatment of severe, persistent, high-
dose steroid-dependent asthma when all of the following criteria are met:
a. Patient is receiving optimal conventional asthma therapy (e.g., high-dose inhaled
glucocorticoids, short- and long-acting inhaled B agonists).
AND
b. Patient has required continuous oral glucocorticoid therapy for a minimum of 2
months prior to the decision to initiate immune globulin therapy.
AND
c. Forlong term treatment, documentation of titration to the minimum dose and
frequency needed to maintain a sustained clinical effect

2. Autoimmune bullous diseases [pemphigus vulgaris, pemphigus foliaceus, bullous
pemphigoid, mucous membrane (cicatricial) pemphigoid, epidermolysis bullosa acquisita,

pemphigoid gestationis, linear IgA bullous dermatosis]>®% 116122169

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the treatment of autoimmune bullous
diseases when all of the following criteria are met:
a. Diagnosis of an autoimmune bullous disease
AND
b. Extensive and debilitating disease
AND
c. History of failure, contraindication, or intolerance to systemic corticosteroids with
concurrent immunosuppressive treatment (e.g., azathioprine,
cyclophosphamide, mycophenolate mofetil).
AND
d. IVIG dose does not exceed 1,000 to 2,000 mg/kg per month divided into 3 equal
doses each given over 3 consecutive days or 400 mg/kg per day given over 5
consecutive days per month. IVIG administration may be repeated monthly as
needed for patients requiring maintenance therap;/. Dosing interval may need to
be adjusted in patients with severe comorbidities.
AND
e. For long term treatment, documentation of titration to the minimum dose and
frequency needed to maintain a sustained clinical effect

3. Autoimmune uveitis'?"'?

4. Bone marrow transplantation (BMT), SteSTa22:152:100.0 T
Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary after allogeneic BMT when all of the following
criteria are met:
a. One of the following uses:
(1) Prevention of acute graft vs. host disease (GVHD)
OR
(2) Prevention of infection
AND

Immune Globulin (IVIG and SCIG): Drug Policy (Effective 02/01/2016)
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b. Confirmed allogeneic bone marrow transplant within the last 100 days
AND
c. Documented severe hypogammaglobulinemia (IgG < 400 mg/dL)
AND

d. IVIG dose does not exceed 500 mg/kg once weekly for the first 90 days of
therapy, then monthly up to 360 days after transplantation

5. Chronic inflammatory demyelinating polyneuropathy*!0.6263:99:122:126.141,144.146.158.151

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the treatment of chronic inflammatory
demyelinating polyneuropathy when all of the following criteria are met:
a. Initial freatment:
(1) Diagnosis of chronic inflammatory demyelinating polyneuropathy as
confirmed by all of the following:
(a) Progressive symptoms present for at least 2 months
D

(b) Symptomatic polyradiculoneuropathy as indicated by progressive or
relapsing motor or sensory impairment of more than one limb
AND
(c) Electrophysiologic findings when at least three of the following four
criteria are present
i. Partial conduction block of 2 1 motor nerve
ii. Reduced conduction velocity of 2 2 motor nerves
iii. Prolonged distal latency of = 2 motor nerves
iv. Prolonged F-wave latencies of 2 2 motor nerves or the absence
of F waves

AND
(d) Both of the following findings following lumbar puncture:
i. White blood cell count <10/mm®
ii. Elevated CSF protein
AND

(2) IVIG dose does not exceed 2,000 mg/kg per month given over 2to 5
consecutive days administered in up to six monthly infusions. Dosing interval
may need to be adjusted in patients with severe comorbidities.

b. Continuation of treatment:

(1) Documentation of positive clinical response to therapy as measured by an
objective scale [e.g., Rankin, Modified Rankin, Medical Research Council
(MRC) scale]

AND

(2) For long-term treatment, documentation of titration to the minimum dose and
frequency needed to maintain a sustained clinical effect
AND

(3) IVIG dose does not exceed 2,000 mg/kg per month given over 2 to 5
consecutive days. IVIG administration may be repeated monthly as needed
to prevent exacerbation. Dosing interval may need to be adjusted in patients
with severe comorbidities.

6. Chronic Iymghocytic leukemia (CLL), prevention of infection in B-cell
CLL8.5B.59, 15,123,158

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the prevention of infection in B-cell chronic
lymphocytic leukemia when all of the following criteria are met:
a. Diagnosis of B-cell chronic lymphocytic leukemia (CLL)
AND

Immune Globulin (IVIG and SCIG): Drug Policy (Effective 02/01/2016)
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b. One of the following:
(1) Documented hypogammaglobulinemia (lgG < 500 mg/dL)
(2) History of bacterial infection(s) associated with B-cell CLL
AND

c. IVIG dose does not exceed 400 mg/kg every 3 to 4 weeks

7. Cytomegalovirus (CMV) induced pneumonitis in solid organ transplants

8. Dermatomyositis or polymyositis®' 2475122125141

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the treatment of dermatomyositis or
polymyositis when all of the following criteria are met:
a. Diagnosis of dermatomyositis or polymyositis
AND
b. History of failure, contraindication, or intolerance to immunosuppressive therapy
(e.g., azathioprine, corticosteroids, cyclophosphamide, methotrexate)
AND
c. IVIG dose does not exceed 2,000 mg/kg per month given over 2 to 5 consecutive
days administered as monthly infusions. Dosing interval may need to be adjusted
in patients with severe comorbidities.
AND
d. For long term treatment, documentation of titration to the minimum dose and
frequency needed to maintain a sustained clinical effect

9. Diabetes mellitus™'*

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the treatment of autoimmune diabetes
mellitus when both of the following criteria are met:
a. Patient is newly diagnosed with insulin dependent (type 1) diabetes mellitus
AND
b. Patient is not a candidate for or is refractory to insulin therapy.

10. Enteroviral meningoencephalitis“"‘zz'135

11. Fetomaternal alloimmune thrombocytopenia"®'*

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the treatment of fetomaternal alloimmune
thrombocytopenia when all of the following criteria are met:
a. For pregnant women:
(1) Diagnosis of fetomaternal alloimmune thrombocytopenia
AND
(2) One or more of the following:
(a) Previously affected pregnancy
(b) Family history of the disease
(c) Platelet alloantibodies found on screening
AND
(3) IVIG dose does not exceed 1,000 mg/kg once weekly until delivery
OR
b. For newborns:
(1) Diagnosis of fetomaternal alloimmune thrombocytopenia
AND
(2) Thrombocytopenia that persists after transfusion of antigen-negative
compatible platelets

Immune Globulin (IVIG and SCIG): Drug Policy (Effective 02/01/2016)
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12. Graves’ ophthalmopathy'*'*

13. Guillain-Barré syndrome (GBS) 5070012 2RI
Additional information to support medical necessity review where applicable:
immune globulin is medically necessary for the treatment of Guillain-Barré syndrome
when all of the following criteria are met:

a. Diagnosis of Guillain-Barré Syndrome

AND

b. Severe disease requiring aid to walk
AND

c. Onset of neuropathic symptoms within the last four weeks
AND

d. IVIG dose does not exceed 2,000 mg/kg per month given over 2 to 5 consecutive
days. IVIG administration may be repeated in up to three monthly infusions.
Dosing interval may need to be adjusted in patients with severe comorbidities.
AND

e. Forlong term treatment, documentation of titration to the minimum dose and
frequency needed to maintain a sustained clinical effect

14. HIV-infection, prevention of bacterial infection in pediatric HiVO7:89111.158.178

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the prevention of bacterial infection in
pediatric HIV when all of the foilowing criteria are met:
a. Diagnosis of HIV disease®™* ApeATe
AND
b. Patient age < 13 years
AND
c. One of the following criteria:
(1) Documented hypogammaglobulinemia (IgG < 400 mg/dL)
OR
(2) Functional antibody deficiency as demonstrated by either poor specific
antibody titers or recurrent bacterial infections
AND
d. IVIG dose does not exceed 400 mg/kg every 28 days

15. Idiopathic thrombocytopenic purpura (ITP)

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the treatment of idiopathic
thrombocytopenic purpura when at least one of the following criteria is met:
a. All of the following:
(1) Diagnosis of acute thrombocytopenic purpura (ITP)
AND
(2) Documented platelet count < 50 x 10° / L (obtained within the past 30
days)151
AND
(3) IVIG dose does not exceed 1,000 mg/kg/day for 1 to 2 days.
OR
b. All of the following:
(1) Diagnosis of chronic thrombocytopenic purpura (ITP)

AND
(2) **History of failure, contraindication, or intolerance to at least one of the
following:

(a) Corticosteroids

immune Globulin (IVIG and SCIG): Drug Palicy (Effective 02/01/2016)
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(b) Splenectomy
AND

(3) IVIG dose does not exceed 2,000 mgl/kg per month given over 2to 5
consecutive days. IVIG administration may be repeated monthly as needed
to prevent exacerbation. Dosing interval should be adjusted depending upon
response and titrated to the minimum effective dose that can be given at
maximum intervals to maintain safe platelet levels.

16. IgM antimyelin-associated glycoprotein paraprotein-associated peripheral
neuropathy*"'?

17. Kawasaki disease® 2198172

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the treatment of Kawasaki disease when
both of the following criteria are met:
a. Diagnosis of Kawasaki disease
AND
b. IVIG dose does not exceed 400 mg/kg for five consecutive days or a single dose
of 2,000 mg/kg

18. Lambert-Eaton myasthenic syndrome (LEMS)*!47:80:122.125:141.181:2

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the treatment of Lambert-Eaton
myasthenic syndrome when all of the following criteria are met:
a. Diagnosis of Lambert-Eaton myasthenic syndrome (LEMS)
AND
b. History of failure, contraindication, or intolerance to immunomodulator
monotherapy (e.g., azathioprine, corticosteroids)
AND
¢. Concomitant immunomodulator therapy (e.g., azathioprine, corticosteroids),
unless contraindicated, will be used for long-term management of LEMS
AND
d. IVIG dose does not exceed 2,000 mg/kg per month given over 2 to 5 consecutive
days.50 IVIG administration may be repeated monthly as needed to prevent
exacerbation. Dosing interval may need to be adjusted in patients with severe
comorbidities.
AND
e. For long term treatment, documentation of titration to the minimum dose and
frequency needed to maintain a sustained clinical effect

19. Lennox Gastaut syndrome*"*

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the treatment of Lennox Gastaut
syndrome when all of the following criteria are met:
a. History of failure, contraindication or intolerance to initial treatment with traditional
anti-epileptic pharmacotherapy (e.g., lamotrigine, phenytoin, valproic acid).
AND
b. IVIG dose does not exceed 400 mg/kg/day given for 4 to 5 consecutive days.
IVIG administration may be repeated monthly as needed in patients requiring
maintenance therapy. Dosing interval may need to be adjusted in patients with
severe comorbidities.
AND
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c. For long term treatment, documentation of titration to the minimum dose and
frequency needed to maintain a sustained clinical effect

20. Lymphoproliferative disease, treatment of bacterial infections'?

21. Monoclonal gammopathy®®'%

22. Multifocal motor neuropathy (MMN)*!47:50.58.122.125.183

Additional information to support medical necessity review where applicable:
immune globulin is medically necessary for the treatment of muitifocal motor
neuropathy when both of the following criteria are met:
a. Initial treatment:
(1) Diagnosis of multifocal motor neuropathy as confirmed by all of the
following:'®
(a) Weakness with slowly progressive or stepwise progressive course over
at least one month
AND
(b) Asymmetric involvement of two or more nerves
AND
(c) Absence of motor neuron signs and bulbar signs
AND
(2) IVIG dose does not exceed 2,400 mg/kg per month given over 2to5
consecutive days. IVIG administration may be repeated monthly as needed
to prevent exacerbation. Dosing interval may need to be adjusted in patients
with severe comorbidities. """ 1%
b. Continuation of treatment:
(1) Documentation of positive clinical response to therapy as measured by an
objective scale [e.g., Rankin, Modified Rankin, Medical Research Council
(MRC) scale]
AND
(2) IVIG dose does not exceed 2,400 mg/kg per month given over 2t05
consecutive days. Dosing interval may need to be adjusted in patients with
severe comorbidities.* %1%
AND
(3) For long term treatment, documentation of titration to the minimum dose and
frequency needed to maintain a sustained clinical effect

23. Multiple sclerosis, relapsing remitting (RRMS)*" 45505777 122148
NOTE: Treatment of any other type of multiple sclerosis with immune giobulin is not
supported by clinical evidence.

Additional information to support medical necessity review where applicable:
immune globulin is medically necessary for the treatment of relapsing remitting
multiple sclerosis when all of the following criteria are met:
a. [Initial treatment:
(1) Diagnosis of relapsing-remitting multiple sclerosis (RRMS)
AND
(2) Documentation of an MS exacerbation or progression (worsening) of the
patient’s clinical status from the visit prior to the one prompting the decision
to initiate immune globulin therapy.
AND
(3) History of failure, contraindication, or intolerance to at ieast two of the
following agents:
(a) Aubagio (teriflunomide)
(b) Avonex (interferon beta-1a)

Immune Globulin (IVIG and SCIG): Drug Palicy (Effective 02/01/2016)
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(c) Betaseron (interferon beta-1b)
(d) Extavia (interferon beta-1b)
(e) Copaxone (glatiramer acetate)
(f) Gilenya (fingolimod)
(g) Rebif (interferon beta-1a)
(h) Tecfidera (dimethyl fumarate)
(i) Tysabri (natalizumab)
AND
(4) Induction, when indicated, does not exceed a dose of 400 mg/kg daily for up
to five days
b. Continuation of treatment:
(1) Medical records, including findings of interval examination including
neurological deficits incurred and assessment of disability [e.g., Expanded
Disability Status Scale (EDSS), Functional Systems Score (FSS), Multiple
Sclerosis Functional Composite (MSFC), Disease Steps (DS))
AND
(2) Stable or improved disability score (e.g., EDSS, FSS, MSFC, DS)
AND
(3) Documentation of decreased number of relapses since starting immune
globulin therapy
AND
(4) Diagnosis continues to be the relapsing-remitting form of MS (RRMS)
AND
(5) IVIG dose does not exceed 1,000 mg/kg monthly
AND
(6) For long term treatment, documentation of titration to the minimum dose and
frequency needed to maintain a sustained clinical effect
24. Myasthenic exacerbation*"*7 205672122125
NOTE: Evidence does not support the use of immune globulin maintenance therapy for
generalized myasthenia gravis or for ocular myasthenia.

Additional information to support medical necessity review where applicable:
immune globulin is medically necessary for the treatment of myasthenic exacerbation
when all of the following criteria are met:
a. Diagnosis of generalized myasthenia gravis
AND
b. Evidence of myasthenic exacerbation, defined by at least one of the following
symptoms in the last month:

(1) Difficulty swallowing

(2) Acute respiratory failure

(3) Major functional disability responsible for the discontinuation of physical
activity

AND

c. One of the following:

(1) History of failure, contraindication, or intolerance to immunomodulator
therapy (e.g., azathioprine, mycophenolate mofetil, cyclosporine) for long-
term management of myasthenia gravis.

(2) Currently receiving immunomodulator therapy (e.g., azathioprine,
mycophenolate mofetil, cyclosporine) for long-term management of
myasthenia gravis.

AND

d. IVIG dose does not exceed 2,000 mg/kg per month given over 2 to 5 days
administered in up to three monthly infusions. Dosing interval may need to be
adjusted in patients with severe comorbidities.
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25. Neuromyeltis optica® 191"

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the treatment of neuromyelitis optica
when all of the following criteria are met:
a. Diagnosis of neuromyelitis optica
AND
b. History of failure, contraindication, or intolerance to at least two of the following:
(1) Azathioprine
(2) Corticosteroids
(3) Mycophenolate mofetil
(4) Rituximab
AND
c. IVIG dose does not exceed 2,000 mg/kg per month given over 2 to 5 days
administered in up to six monthly infusions. Dosing interval may need to be
adjusted in patients with severe comorbidities.

26. Paraproteinemic neuropathy®'%

27. Posttransfusion purpura®'?

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the treatment of posttransfusion purpura
when both of the following criteria are met:
a. Diagnosis of posttransfusion purpura
AND
b. IVIG dose does not exceed 1,000 mg/kg for 2 days

28. Primary immunodeficiency syndromess,28.51 52,57-63,76,118,122,133,158,164,173,183-9 (see

disease list linked to below)

Additional information to support medical necessity review where applicable:
immune globulin is medically necessary for the treatment of primary
immunodeficiency syndromes when all of the following criteria are met:
a. Diagnosis of primary immunodeficiency
AND
b. Clinically significant functional deficiency of humoral immunity as evidenced
by one of the following:
(1)Documented failure to produce antibodies to specific antigens
OR
(2) History of significant recurrent infections
AND
¢. |Initial IVIG dose is 300 to 600 m%fkg every 3 to 4 weeks and titrated based
upon patient response. 25" 257 #1BEEE (For SCIG products, FDA-labeled
dosing and conversion guidelines will used to determine benefit coverage.)
29. Rasmussen syndrome®*'?
Additional information to support medical necessity review where applicable:
immune globulin is medically necessary for the treatment of Rasmussen syndrome
when poth of the following criteria are met:
a. Documentation that short term amelioration of encephalitis is needed prior to
definitive surgical therapy
AND

immune Globulin (IVIG and SCIG): Drug Policy (Effective 02/01/2016)
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b. IVIG dose does not exceed 2,000 mg/kg per month given over 2 to 5 days. IVIG
is not recommended for long-term therapy for Rasmussen'’s encephalitis as
surgical treatment is the current standard of care.”

30. Renal transplantation, prevention or treatment of acute humoral
rejection3°'8 104,112,122

31. Rheumatoid arthritis, severe''*'%*'®

32. Rotaviral enterocolitis®®'?

33. Staphylococcal toxic shock'?

34. Stiff-person syndrome®'7501217%-80

Additional information to support medical necessity review where applicable:
Immune globulin is medically necessary for the treatment of stiff-person syndrome
when all of the following criteria are met:
a. Diagnosis of stiff-person syndrome
AND
b. History of failure, contraindication or intolerance to GABAergic medication (e.g.,
baclofen, benzodiazepines)*’*'"*#
AND
c. History of failure, contraindication or intolerance to immunosuppressive therapy
(e.g., azathioprine, corticosteroids)'"*®°
AND
d. IVIG dose does not exceed 2,000 mg/kg per month given over 2 to 5 days. IVIG
administration may be repeated monthly as needed for patients requiring
maintenance therapy. Dosing interval may need to be adjusted in patients with
severe comorbidities.*
AND
e. For long term treatment, documentation of titration to the minimum dose and
frequency needed to maintain a sustained clinical effect

35. Thrombocytopenia, Secondary to Hepatitis C Virus (HCV), Human
immunodeficiency Virus (HIV), or pregnancy N

Additional information to support medical necessity review where applicable:
immune globulin is medically necessary for the treatment of thrombocytopenia when
one of the following criteria is met:

a. For initial therapy, all of the following:
(1) One of the following:
(a) Both of the following:
i. Diagnosis of thrombocytopenia secondary to HCV infection
ii. **Patient is receiving concurrent antiviral therapy, unless
contraindicated.
OR
(b) Both of the following:
i. Diagnosis of thrombocytopenia secondary HIV infection
ii. **Patient is receiving concurrent antiviral therapy, unless
contraindicated.
OR
(c) Diagnosis of thrombocytopenia secondary to pregnancy
AND

Immune Globuiin (VIG and SCIG): Drug Palicy (Effective 02/01/2016)
1

Proprietary information of UnitedHealthcare. Copyright 2016 United HealthCare Services, Inc.



June 23, 2016
12:14 pm

(2) Documented platelet count < 50 x 10° / L (obtained within the past 30
days)m
AND
(3) IVIG dose does not exceed 1,000 mg/kg/day for 1 to 2 days
OR
b. For continuation of therapy, both of the following:
(1) One of the following:
(a) Both of the following:
i. Diagnosis of thrombocytopenia secondary to HCV infection
ii. **Patient is receiving concurrent antiviral therapy, unless
contraindicated.
OR
(b) Both of the following:
i. Diagnosis of thrombocytopenia secondary to HIV infection
ii. **Patient is receiving concurrent antiviral therapy, unless
contraindicated.
OR
(c) Diagnosis of thrombocytopenia secondary to pregnancy
AND
(2) IVIG dose does not exceed 2,000 mg/kg per month given over 2 to 5
consecutive days. IVIG administration may be repeated monthly as needed
to prevent exacerbation. Dosing interval should be adjusted depending upon
response and titrated to the minimum effective dose that can be given at
maximum intervals to maintain safe platelet levels.

36. Toxic epidermal necrolysis or Stevens-Johnson syndrome®*'#

37. Urticaria, delayed pressure” "

Immune globulin is unproven and not medically necessary for:
Acquired hemophilia

Acute disseminated encephalomyelitis (ADEM)

3. Adrenoleukodystrophy

4. Alzheimer’s disease

5. Amyotrophic lateral sclerosis (ALS)

6. Antiphospholipid antibody syndrome (APS) in pregnancy
7

8

9

N —

Asthma, non-steroid dependent
Atopic dermatitis
. Autism spectrum disorders

10. Autoimmune hemolytic anemia

11. Autoimmune liver disease

12. Autoimmune neutropenia

13. Bone marrow transplantation (BMT), prevention of acute graft vs. host disease (GVHD)
after autologous BMT

14. Bone marrow transplantation (BMT), prevention of chronic graft vs. host disease (GVHD)
after either allogeneic or autologous BMT

15. Bone marrow transplantation (BMT), prevention of infection after autologous BMT

16. Campylobacter species-induced enteritis

17. Cerebral infarctions with antiphospholipid antibodies

18. Chronic fatigue syndrome

19. Demyelinative brain stem encephalitis

20. Demyelinating neuropathy associated with monoclonal IgM

21. Dilated cardiomyopathy

22. HIV infection, to reduce viral load

23. HTLV-1-associated myelopathy

24. |diopathic dysautonomia, acute

Immune Globulin (IVIG and SCIG): Drug Policy (Effective 02/01/2016)
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25. Inclusion body myositis

26. Isolated IgA deficiency

27. Isolated 1gG4 deficiency

28. Lumbosacral or brachial plexitis

29. Myocarditis, acute

30. Neonatal isoimmune hemolytic jaundice

31. Neonatal sepsis, prevention

32. Neonatal sepsis, treatment

33. Ocular myasthenia

34. Opsoclonus myoclonus

35. Paraneoplastic cerebellar degeneration, sensory neuropathy, or encephalopathy

36. Pediatric autoimmune neuropsychiatric disorders associated with streptococcal infections
(PANDAS)

37. POEMS syndrome

38. Postinfectious cerebellar ataxia

39. Postoperative sepsis

40. Pseudomembranous colitis

41. Respiratory syncytial virus (RSV) lower respiratory tract infection

42. Rheumatic fever, acute

43. Sjogren's syndrome

44. Spontaneous recurrent abortions, prevention

45. Systemic lupus erythematosus

46. Urticaria, chronic

47. Vasculitides and antineutrophil antibody syndromes

Efficacy for these conditions has not been described in adequately designed studies. The
available evidence is limited to case reports or case series, anecdotal reports, and open-label
trials, or the available studies have failed to demonstrate a positive treatment effect. Further well-
designed studies are needed to establish the role of immune globulin in these conditions.

Centers for Medicare and Medicaid Services (CMS):

Medicare covers Intravenous Immune Globulin when criteria are met. Refer to the National
Coverage Determinations (NCDs) for Intravenous immune Globulin for the Treatment of
Autoimmune Mucocutaneous Blistering Diseases (250.3) and Lymphocyte Immune Globulin,
Anti-Thymocyte Globulin (Equine) (260.7).

Local Coverage Determinations (LCDs) do exist. See the LCDs for Drugs and Biologicals:
Immune Globulin Intravenous (1VIg), External Infusion Pumps, Immune Globulin Intravenous
(IVlg), Immune Globulins, Intravenous Immune globulin and Intravenous Immune Globulin (IVig).

Medicare does not have an NCD that specifically addresses the subcutaneous administration of
immunoglobulins (Ig). Local Coverage Determinations (LCDs) do exist; refer to the LCDs for
External Infusion Pumps.

In general, Medicare covers outpatient (Part B) drugs that are furnished “incident to” a physician's
service provided that the drugs are not usually self-administered by the patients who take them.
See the Medicare Benefit Policy Manual (Pub. 100-2), Chapter 15, §50 Drugs and Biologicals at
http://www.cms.hhs.gov/manuals/Downloads/bp 02¢15.pdf.

(Accessed September 23, 2015)

BENEFIT CONSIDERATIONS

Some Certificates of Coverage allow for coverage of experimental/investigational/unproven
treatments for life-threatening illnesses when certain conditions are met. The enrollee-specific
benefit document must be consulted to make coverage decisions for this service. Some states

Immune Globulin (IVIG and SCIG): Drug Palicy (Effective 02/01/2016)
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mandate benefit coverage for off-label use of medications when certain conditions are met.
Regulations governing off-label use in the individual state must be consulted when deciding
coverage. Benefit coverage for otherwise unproven service for the treatment of serious rare
diseases may occur when certain conditions are met. See the Policy and Procedure addressing
the treatment of serious rare diseases.

For plan years beginning on or after January 1, 2014, the Affordable Care Act of 2010 (ACA)
requires fully insured non-grandfathered individual and small group plans (inside and outside of
Exchanges) to provide coverage for ten categories of Essential Health Benefits (‘EHBs"). Large
group plans (both self-funded and fully insured), and small group ASO plans, are not subject to
the requirement to offer coverage for EHBs. However, if such plans choose to provide coverage
for benefits which are deemed EHBs (such as maternity benefits), the ACA requires all dollar
limits on those benefits to be removed on all Grandfathered and Non-Grandfathered plans. The
determination of which benefits constitute EHBs is made on a state by state basis. As such, when
using this guideline, it is important to refer to the enrollee’s specific plan document to determine
benefit coverage.

BACKGROUND

Immune globulin, whether intravenous (IV) or subcutaneous (SC), is a sterile, purified preparation
of human immunogiobulin derived from pooled human plasma from thousands of donors.
Consisting primarily of immunoglobulin G, one of 5 classes of immunoglobulin (lg), each batch of
immune globulin (typically referred to as IVIG) provides immunomodulating peptides and
antibodies against most exogenous antigens, many normal human proteins, and Fab, the
antigen-binding region of autoantibodies.” All currently available products contain high

concentrations of IgG with subclass distribution corresponding to that of normal serum.
63,76,118,133,164

28,51,52,57-

IVIG is considered a mainstay of treatment for immunodeficiency conditions and bullous skin
disorders. It has been 7prescribed off-label to treat a wide variety of autoimmune and inflammatory
neurologic conditions.”

[CLNICALEVIDENCE

Proven

Autoimmune Diseases

IVIG is beneficial for treatment of a number of autoimmune diseases based upon US Food and
Drug Administration (FDA) approval, published practice guidelines, professional society evidence
reviews, and/or randomized, controlled clinical trials. These include immune thrombocytgfenic
purpura,®2%5759.606263,122133.181.1%8 Graves’ cn‘;_}?hthalrnopathy.”'122 autoimmune uveitis, """
dermatomyositis and polymyositis, ' #247501#212.141 severe rheumatoid arthritis, 1141215
autoimmune diabetes mellitus.”*"*

and

IVIG is a first-line therapy for fetomaternal alloimmune thrombocytopenia.*'**

An article by Anderson et al. summarized the National Advisory Committee on Blood and Blood
Products of Canada (NAC) and Canadian Blood Services panel of national experts' evidence-
based practice guideline on the use of IVIG for hematologic conditions. Response rates in
available reports of post-transfusion purpura, a rare and life-threatening condition were high.’

Infectious and Infection-related Diseases

IVIG is beneficial for a number of infectious and infection-related diseases based upon FDA
approval, published practice guidelines, professional society evidence reviews, and/or
randomized, controlled clinical trials. These include prevention of coronary artery aneurysms
associated with Kawasaki syndrome,* 2% treatment of CMV-induced pneumonitis in solid
organ transplants,” ' treatment of rotaviral enterocolitis,” '** treatment of staphylococcal toxic
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shock,'? treatment of enteroviral meningoencephalitis, **'**'* treatment of bacterial infections in
lymphoproliferative diseases,** prevention of bacterial infections in patients with
hypogammaglobulinemia and/or recurrent bacterial infections associated with B-cell chronic
lymphocytic leukemia (CLL) PGS

Neuroimmunologic Disorders

IVIG is beneficial for treatment of a number of neuroimmunologic diseases based upon FDA
approval, published practice guidelines, professional society evidence reviews, and/or
randomized, controlled clinical trials, These include chronic inflammatory demyelinatin_([;
po!ynauropathy,"1'60‘62'53'99‘122‘125'141'144'”5‘158’151 Guillain-Barré syndmma‘11‘1.50.?9.30.122‘125. 41,162
multifocal motor neuropathy, *147%:58122125 | ambert-Eaton myasthenic syndrome, SATIMZIBAN
IgM antimyelin-associated glycoprotein paraprotein-associated peripheral neuropathy, '?

para rsgt(ginzezq}isc neuropathy, g,lsi(flf-person syndrome,‘”' e myasthenia gravis,
L 61l§§nnox-Gastaut.“' Rasmussen syndrome,””'? and monoclonal
gammopathy.>

The National Advisory Committee on Blood and Blood Products of Canada (NAC) and Canadian
Blood Services panel of national experts' evidence-based practice guideline on the use of IVIG
for neurologic conditions states that IVIG should be reserved as an option for patients with
relapsing-remitting MS who fail, decline, or are not able to take standard immunomodulatory
therapies. Based on consensus by the expert panel, IVIG is not recommended for treatment of
primary or secondary progressive MS or for acute exacerbations of MS.*

In their Guidelines for the Use of Intravenous Immunoglobulin in the Treatment of Neurological
Diseases, the European Federation of Neurological Societies (EFNS) states that IVIG could be
considered as a second or third-line therapy in RRMS if conventional inmunomodulatory
therapies are not tolerated because of side effects or concomitant diseases, and in particular in
pregnancy where other therapies may not be used. IVIG cannot be recommended for treatment in
secondary progressive MS. IVIG does not seem to have any valuable effect as add-on therapy to
methylprednisolone for acute exacerbations and cannot be recommended as treatment for
chronic symptoms in MS. In clinically isolated syndromes and in primary progressive MS, the
EFNS Task Force concluded that there is not sufficient evidence to make any

recommendations.

Similar findings were reported in a review of evidence by members of the Primary
immunodeficiency Committee of the AAAAL The Committee concluded that IVIG might provide
benefit for relapsing-remitting multiple sclerosis.'” A meta-analysis and a review of multiple
sclerosis clinical trials also found that evidence supports the use of IVIG for reduction of relapses
in relapsing-remitting MS.*"-'** The use of IVIG in relapsing-remitting MS should only be
considered when other established therapies have failed or cannot be utilized.

In their review of relapse therapy and intermittent long-term therapy, the Neuromyelitis Optica
Study Group (NEMOS) suggests IVIG therapy as an alternative for patients with contraindication
to one of the other treatments (azathioprine and rituximab) or, particularly, in children.

The use of intravenous immunoglobulin (IVIG) as treatment for acute relapses in NMO was
reported in a retrospective review of 10 patients.190 In the majority of cases, IVIG was used due to
lack of response to steroids with/without plasma exchange. Im provement was noted in five of 11
(45.5%) events; the remaining had no further worsening.

In a case series of eight Spanish patients with neuromyelitis optica (NMO), positive results were
observed from bimonthly IVIG treatment (0.7 g/kg body weight/day for 3 d.'ay'.s).“"1 The primary
outcome measure in the study was the occurrence of serious adverse effects. Secondary
outcome measures were changes in the yearly rate of attacks and in the degree of neurological
disability measured with the Expanded Disability Status Scale (EDSS). All 8 patients were treated
with IVIG: 5 had relapsing optic neuritis with or without myelitis and 3 had recurrent longitudinally
extensive transverse myelitis (LETM). The mean age of onset was 20.5 years (range, 7-31 years)
and 87.5% were female. The mean duration of the disease before beginning treatment was 9.0
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years (range, 3-17 years). Following 83 infusions (range, 4-21 per patient) and a mean follow-up
time of 19.3 months (range, 6-39 months), minor adverse events had occurred (headache in 3
patients and a mild cutaneous eruption in a single patient). The relapse rate decreased from 1.8
in the previous year to 0.006 during follow-up (z=-2.5, p=0.01). The EDSS score fell from 3.3
[SD 1.3]to 2.6 [SD 1.5] (z=~2.0, p=0.04). The investigators concluded that treatment with IVIG
is safe and well-tolerated, and it may be used as a treatment

alternative for NMO spectrum disorders.

Primary and Secondary Immune Deficiencies

IVIG is indicated as replacement therapy in primary immune deficiencies.
63,76,118,122,133,158,164,173

8,28,51,52,57-

IVIG is also beneficial in chronic lymphocytic leukemia with reduced 1gG and history of
infections®?85% 118128188 and prevention of bacterial infection in HIV-infected children 5789111158

Miscellaneous Categories

Evidence supports IVIG for autoimmune bullous diseases;>5%+118.122172 oxjc epidermal necrolysis
and Stevens-Johnson syndrome;™ % severe persistent, high-dose, steroid-dependent
asthma;”"**'# delayed-pressure urticaria;*"22 prevention of infection and acute GVHD after
allogeneic bone marrow transplantation;” 5712215215877 4 g prevention and treatment of acute

humoral rejection in renal transplantation. 7104112122

Unproven
Acquired hemophilia: An article by Anderson et al. summarized the National Advisory

Committee on Blood and Blood Products of Canada (NAC) and Canadian Blood Services panel
of national experts’ evidence-based practice guideline on the use of IVIG for hematologic
conditions. In the opinion of the expert panel, there is no convincing evidence of clinical benefit of
IVIG in this disorder, and routine use is not recommended.

Acute disseminated encephalomyelitis (ADEM): Thisis a nonvasculitic inflammatory
demyelinating condition of brain that usually occurs following a viral infection but may appear
following vaccination, bacterial or parasitic infection, or even appear spontaneously. The widely
accepted first-line treatment is high doses of intravenous corticosteroids. Several case reports,
but no controlled trials, have provided evidence of IVIG's successful use in ADEM. The largest by
Ravaglia et al. reported thatin 10 of 19 ADEM patients who had failed steroids, IVIG was
effective in improving motor dysfunction. Among an additional 5 Eatlents who received IVIG first-
line due to steroid contraindications, 3 were responsive to VIG."™

Adrenoleukodystrophy (ALD): This is one of a group of genetic disorders called the
leukodystrophies that cause damage to the myelin sheath surrounding nerve cells in the brain
and progressive dysfunction of the adrenal gland. In one very small randomized trial 6 patients
received IVIG in addition to the dietary therapy while 6 received dietary therapy alone. No
treatment effect of IVIG was demonstrated in this study. MRI findings and clinical status
deteriorated in both groups.“ The National Advisory Committee on Blood and Blood Products of
Canada (NAC) and Canadian Blood Services panel of national experts' evidence-based practice
guideﬁl{i}ne on the use of IVIG for neurologic conditions stated that IVIG should not be used for
ALD.

Alzheimer's disease: An open label dose-ranging study was conducted in 8 mild Alzheimer's
disease (AD) patients. IVIG was added to approved AD therapies for 6 months, discontinued, and
then resumed for another 9 months. Anti-AB antibodies in the serum from AD patients increased
in proportion to IVIG dose and had a shorter half-life than anti-hepatitis antibodies and total lgG.
Plasma AB levels increased transiently after each infusion. Cerebrospinal fluid AB decreased
significantly at 8 months, returned to baseline after washout and decreased again after IVIG was
re-administered for an additional 9 months. Mini-mental state scores increased an average of 2.5
points after 6 months, returned to baseline during washout and remained stable during
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subsequent IVIG treatment. This study did not include an adequate number of AD patients to
establish whether IVIG altered cognitive status."*’

Devi et al. reported on a retrospective investigation of patients (n=10) with Alzheimer’s disease
treated with IVIG. Eight of the patients completed 6 months of treatment; two completed 3.5
months of treatment. Two patients developed a pruritic, maculopapular, generalized rash,
resolving with appropriate treatment, but both continued with IVIG. Patients showed stability on
neurocognitive scores overall, with trends toward decline on their WAIS verbal scale and full-
scale intelligence scores (p<0.1), as well as on the WAIS information (p<0.1) subtest and the
BNT (p=0.1). Patients showed trends toward improvement on the WMS logical memory |l recall
(p<0.1), WMS verbal paired associates (p=0.15), and the WMS auditory delayed memory test
(p=0.1). It was found that IVIG was well tolerated and effective in this sample, with patients
showing stability on neurocognitive test scores and trends toward improvement in some areas.”

Further studies are needed fo establish efficacy, to determine the optimal dosing regimen and to
confirm the safety of IVIG in the general population of AD patients.

Amyotrophic lateral sclerosis (ALS): This is a disease characterized by progressive motor
neuron degeneration, which manifests as weakness, spasticity, and muscle atrophy, usually
beginning with the upper limbs. Two small-scale, uncontrolied studies (n=7,9) examined the use
of IVIG for treatment of ALS; neither of these studies found a positive treatment effect. During and
after treatment, all patients showed progressive deterioration at a pace similar to that observed
before treatment or faster.?®'®® The National Advisory Committee on Blood and Blood Products of
Canada (NAC) and Canadian Blood Services panel of national experts’ evidence-based practice
guideline on the use of IVIG for neurologic conditions stated that there is no role for IVIG in the
treatment of ALS.”

Antiphospholipid antibody syndrome (APS) in pregnancy: In their guideline for the treatment
of recurrent first-trimester and second-trimester miscarriage, the Roxal College of Obstetricians
and Gynaecologists (RCOG) recommends against the use of IVIG.™ There are several reports
supporting a role for IVIG in the treatment of antiphospholipid antibody syndrome (APS), including
in patients with APS undergoing in vitro fertilization. However, a meta-analysis of several modes
of therapy (heparin, aspirin, glucocorticosteroids, and IVIG) in this clinical setting did not support
any improved outcome with IVIG and a possible association with pregnancy loss or premature
birth.#8 A small randomized controlled study (n=16) demonstrated no greater benefit from IVIG
(plus heparin and aspirin) than from heparin and aspirin alone.”® Because the efficacy of IVIG has
not been proved in appropriately designed studies, its use is not recommended for APS in
pregnancy.

Asthma, non-steroid dependent: While there have been studies done on the effect of IVIG on
steroid-dependent asthma patients with efficacy shown in a trial with a subgroup that required
relatively high doses of daily oral steroidsi there are no clinical trials or studies to support the
effect on non-steroid dependent patients.'??

Atopic dermatitis: 1VIG treatment has shown success in small, open, uncontrolled trials of
patients not responding to standard therapies.'** A small, randomized, evaluator-blinded trial (n =
10) did not support the routine use of IVIG in patients with atopic dermatitis.'*®

Autism spectrum disorders: According to the review of evidence by members of the Primary
Immunodeficiency Committee of the AAAA, there are no formal randomized studies to evaluate
the use of IVIG in autism.'? They found that two small, open-trial reports of autistic children
placed on IVIG for 6 months showed no benefit.****' The National Advisory Committee on Blood
and Blood Products of Canada (NAC) and Canadian Blood Services panel of national experts’
evidence-based practice guideline on the use of IVIG for neurologic conditions stated that the
available evidence does not support the use of IVIG in the treatment of autism.>®
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Autoimmune hemolytic anemia: Multiple anecdotal reports demonstrate benefit from the use of
IVIG in the treatment of autoimmune hemolytic anemia éAIHA),, but the use of IVIG should be
considered only when other therapeutic modalities fail.'***7>"'® An article by Anderson et al.
summarized the National Advisory Committee on Blood and Blood Products of Canada (NAC)
and Canadian Blood Services panel of national experts’ evidence-based practice guideline on the
use of IVIG for hematologic conditions. They found “sparse evidence" on the use of IVIG in AIHA
and despite a literal definition of response rates, those with IVIG were substantially less than
accepted published response rates with other treatment alternatives. Therefore, they agreed the
overall role of IVIG in AIHA is very limited.”

Autoimmune liver disease: In one case report of a patient with immuno-mediated chronic active
hepatitis not eligible for steroids, IVIG treatment successfully normalized liver enzymes, led to
undetectable circulating immune complexes, and disappearance of periportal mononuclear cell
infiltrates.?® Further studies evaluating the use of IVIG in autoimmune liver disease are needed,
however, to determine the safety and efficacy of use.

Autoimmune neutropenia: Improvement in neutrophil counts has been described in several
small series of patients with autoimmune neutropenia treated with IVIG,2>%% and anecdotal
reports also suggest utility for IVIG in post- bone marrow transplantation neutropenia, which might
be autoimmune in nature.#1% it is unclear whether IVIG offers any advantage over
corticosteroid therapy for the treatment of autoimmune neutropenia. The National Advisory
Committee on Blood and Blood Products of Canada (NAC) and Canadian Blood Services panel
of national experts evidence-based practice guideline on the use of IVIG for hematologic
conditions found that “the evidence to support treatment with IVIG is sparse and of poor quality.
However, there was some discussion regarding its use in rare circumstances when other options
(e.g. intravenous antibiotics and G-CSF) have failed.®

Bone marrow transplantation (BMT), prevention of acute graft-versus-host disease (GVHD)
after autologous BMT: According to the Centers for Disease Control and Prevention, routine
use of IVIG among autologous recipients is not recommended.'”’

Bone marrow transplantation (BMT), prevention of chronic graft-versus-host disease
(GVHD) after either allogeneic or autologous BMT: The use of IVIG was studied in a
randomized, double-blind, dose-effect, placebo-controlled, multicenter trial in related allogeneic
marrow tr'ems;:llam.s:ltion.32 The trial included 200 patients receiving HLA-identical sibling marrow.
IVIG-treated patients experienced no benefit versus placebo in reduction of incidence of infection,
interstitial pneumonia, GVHD, transplantation-related mortality, or overall survival. There was a
statistically higher incidence of grade 3 (severe) veno-occlusive disease associated with high-
dose IVIG. The patients given higher doses of IVIG also had more side effects, such as fever and
chills. The data does not support a recommendation for IVIG in HLA-identical sibling bone
marrow transplants.

Bone marrow transplantation (BMT), prevention of infection after autologous BMT:
According to the Centers for Disease Control and Prevention, routine use of [VIG among
autologous recipients is not recommended."””

Campylobacter species-induced enteritis: The value of immunaoglobulin therapy has
been anecdotally described in Campylobacter Jjejuni infection when administered orally.” This
uncontrolled report is insufficient to support the use for the treatment of this condition.

Cerebral infarctions with antiphospholipid antibodies: Only single case reports were found
that reported successful treatment of patients with stroke associated with antiphospholipid
syndrome. Horn et al. reported that a 32-year old woman with antiphospholipid antibody
syndrome who developed progressive cerebral thrombosis rapid resolution of her neurological
impairment after administration of IVIG.™ Arabshahi et al. treated a child with trisomy 21,
hypothyroidism, and insulin-dependent diabetes who developed acute hemiplegia due to the

Immune Globulin (IVIG and SCIG): Drug Palicy (Effective 02/01/2016)
18
Proprietary Information of UnitedHealthcare. Copyright 2016 United HealthCare Services, Inc.



SUPPLEMENTAL #1
June 23, 2016
12:14 pm

antiphospholipid antibody syndrome at age four. Antiphospholipid antibodies were no longer
detectable within 6 months and have continued to be negative. There was no clinical deterioration
or further changes on magnetic resonance arteriography over 7 ye-ars.9

Chronic fatigue syndrome: Numerous anecdotal reports have shown subjective benefits of IVIG
for chronic fatigue syndrome. However, a double-blind, placebo-controlled trial demonstrated
IVIG was not effective in the treatment of typical chronic fatigue syndrome.'?*"%

Demyelinative brain stem encephalitis: The disease is characterized by the acute onset of
neurologic deficit days to weeks after a variety of viral and bacterial infections or vaccinations.
The literature search identified one case series of 2 patients with acute demyelinating brainstem
encepha‘lgtis who were treated with IVIG and improved rapidly, concomitant with the course of
therapy.

Demyelinating neuropathy associated with monoclonal IgM: Mariette et al. conducted a 12
month multicenter, prospective, randomized, open clinical trial to compare IVIG (n=10) and
interferon alpha (n=10) in the treatment of 20 patients with polyneuropathy associated with
monoclonal IgM. After six months of treatment 1 out of 10 patients treated with IVIG had an
improvement of neurological symptoms versus eight out of 10 patients treated with interferon
alpha. The mean functional score worsened in the IVIG group whereas itimproved in the
interferon group.'®

Dilated cardiomyopathy: According to a review of evidence by the members of the Primary
Immunodeficiency Committee of the American Academy of Allergy, Asthma and Immunology,
“Case reports suggest that patients with acute myocarditis benefit from high-dose IVIG. Placebo-
controlled trials evaluating the benefit of IVIG use in recent-onset cardiomyopathy showed no
benefit over placebo. High-dose IVIG might provide help to patients with acute myocarditis but
has no therapeutic role in recent-onset dilated cardiomyopathy.'?

HIV infection, to reduce viral load: Although IVIG is FDA-approved for reducing the incidence
of secondary infection in HIV-infected children, its use in treating HIV infection per se has not
been as widely evaluated. A study examining the effect of a 2 g/kg IVIG dose on viral load found
that p24 antigen levels and numbers of HIV RNA copies were significantly increased after
treatment.®! Thus IVIG might be useful for preventing bacterial infections but should not be
considered an antiviral therapy in the HIV-infected patier’tt.122

Human T-Lymphotrophic Virus Type 1 (HTLV-1)-associated myelopathy: HTLV-1-associated
myelopathy, also known as tropical spastic paresis, is a chronic inflammatory disease of the
central nervous system (CNS). The one report of IVIG usage for HTLV-1-associated myelopathy
was a very small case series study (n=14) that reported a positive response to IVIG therapy in 10
(71%) patients and included an increase of 30% to 280% in muscle strength. Effects were evident
beginning from day 3 to day 7 after initial [VIG treatment and were sustained for over 3 weeks in
6 patients.®

Idiopathic dysautonomia, acute: Thisis a disorder characterized by severe sympathetic and
parasympathetic failure with relative preservation of motor and sensory function. There is some
anecdotal evidence that IVIG is effective in this disorder. Yoshimaru et al. described a case of a
32-year old man with acute idiopathic autonomic neuropathy (AIAN) in which IVIG proved
offective.'’® Smit et al. reported that a 33-year-old woman with acute idiopathic postganglionic
panautonomic neuropathy experienced prompt recovery of all dysautonomic symptoms after
receiving high-dose intravenous immunoglobulin therapy.'*®

Inclusion body myositis: The treatment of inclusion body myositis (IBM) with IVIG has been
studied in two randomized, double-blind, placebo controlled trials. In the first study (n=19), no
statistically significant treatment differences were noted between IVIG and placebo.™ In the
second study (n=22), outcome measures showed a trend towards improvement with VIG. "
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Based on these studies, IVIG is not recommended as routine therapy for IBM due to the
variability of response and expense of therapy.*'

In an additional placebo-controlled trial (n=36), no siﬁgniﬂcant changes in primary outcomes were
noted from baseline at each month after treatment.”

IVIG for inclusion body myositis was also assessed in open-lat%(zel tgials, but generalized
conclusions or recommendations are not presently possible.” 22"

The National Advisory Committee on Blood and Blood Products of Canada (NAC) and Canadian
Blood Services panel of national experts’ evidence-based practice guideline on the use of IVIG
for neurologic conditions stated that IVIG should not be used for the treatment of 1BM.%®

In their Guidelines for the Use of Intravenous Immunoglobulin in the Treatment of Neurological
Diseases, the European Federation of Neurological Societies (EFNS) states that IVIG cannot be
recommended for the treatment of sporadic IBM.*

In their evidence-based guideline on IVIG in the treatment of neuromuscular disorders, the
American Academy of Neurology states that there is insufficient evidence to support the use of
IVIG in 1BM."®

Isolated IgA deficiency: This is the most common immunodeficiency disorder characterized by a
deficiency of IgA with normal levels of other im munoglobulin classes. Isolated IgA deficiency is
marked by recurrent sinusitis, bronchitis, and pneumonia, and recurrent diarrhea, although many
patients have no symptoms. Management of selective IgA deficiency is limited to treating
associated infections. Some advocate prophylactic daily doses of antibiotics for patients with
multiple, recurrent infections. No intervention is available to either replace IgA via infusion or
increase production of native IgA.'* Selective IgA deficiency is not an indication for IVIG
replacement therapy, although in some cases poor specific IgG antibody production, with or
without IgG2 subclass deficiency, might coexist; in these patients 1VIG might be required.
Intravenous administration of IVIG can pose a risk of anaphylaxis for IgA-deficient patients who
have IgE anti-IgA antibodies or reactions caused by complement activation if IgG anti-lgA
antibodies are present.122

Isolated IgG4 deficiency: IgG4 deficiency may be found in 10-15% of the general population.
The significance of isolated, or selective, IgG4 deficiency is unclear.”

Lumbosacral or brachial plexitis: Only anecdotal experience is available for assessing the
treatment with IVIG for lumbar and brachial plexitis. The literature search revealed single case
reports with mixed outcomes."****""*

Myocarditis, acute: According to a review of evidence by the members of the Primary
Immunodeficiency Committee of the American Academy of Allergy, Asthma and Immunology,
“Case reports suggest that patients with acute myocarditis benefit from high-dose IVIG. Placebo-
controlled trials evaluating the benefit of IVIG use in recent-onset cardiomyopathy showed no
benefit over placebo. High-dose IVIG might provide help to patients with acute myocarditis but
has no therapeutic role in recent-onset dilated cardiomyopathy.122

Neonatal isoimmune hemolytic jaundice: In a 2004 Cochrane review, seven studies were
identified. Three of these fulfilled the inclusion criteria and included a total of 189 infants. Term
and preterm infants and infants with rhesus and ABO incompatibility were included. The use of
exchange transfusion decreased significantly in the IVIG treated group (typical RR 0.28, 95% ClI
0.17, 0.47; typical RD -0.37, 95% CI -0.49, -0.26; NNT 2.7). The mean number of exchange
transfusions per infant was also significantly lower in the IVIG treated group (WMD -0.52, 95% ClI
-0.70, -0.35). None of the studies assessed long term outcomes.
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Although the results show a significant reduction in the need for exchange transfusion in those
treated with intravenous immunoglobulin, the applicability of the results is limited.

The number of studies and infants included is small and none of the three included studies was of
high quality. The protocols of two of the studies mandated the use of early exchange transfusion,
limiting the generalizability of the results. Further well designed studies are needed before routine
use of intravenous immunoglobulin can be recommended for the treatment of isoimmune
haemolytic jaundice.”

Neonatal sepsis, prevention: A recent meta-analysis found that there is insufficient evidence to
support the routine administration of IVIG to prevent mortality in infants with suspected or
subsequently proved neonatal infection.'? Despite encouraging trials of IVIG as an adjunct to
enhance the antibacterial defenses of premature newborn infants, there are substantial
contradictory data and insufficient overall evidence to support the routine administration of IVIG in
infants at risk for neonatal infection.'”

Neonatal sepsis, treatment: In a multi-center, international, double-blind controlled trial of 3,493
infants receiving antibiotics for suspected or proven infection, subjects were randomly assigned to
receive two infusions of either polyvalent IgG immune globulin (500 mg/kg) or placebo 48 hours
apart. The investigators found that there was no significant between-group difference in the rates
of primary outcome which was death or maijor disability at the age of 2 years. The primary
outcome was observed in 686 of 1,759 infants (39.0%) in the intravenous immune globulin group
and in 677 of 1,734 infants (39.0%) in the placebo group (relative risk, 1.00; 95% confidence
interval, 0.92 to 1.08). No significant differences in the rates of seven pre-specified secondary
outcomes were observed, including the incidence of subsequent sepsis episodes and causative
organisms. In follow-up of survivors at 2 years, there were no significant differences in the rates
of major or non-major disability or of adverse events. The authors concluded that the use of
immune globulin was not associated with significant differences in the risk of major complications
or other adverse outcomes in neonates with suspected or proven sepsis.

A recent meta-analysis also found that there is insufficient evidence to support the routine
administration of IVIG to prevent mortality in infants with suspected or subsequently proved
neonatal infection.'*

Ocular myasthenia: Myasthenia gravis is an autoimmune disorder in which the body’s own
antibodies block the transmission of nerve impulses to muscles, causing fluctuating weakness
and muscles that tire easily. Approximately half of patients present with purely ocular symptoms
(ptosis, diplopia), so-called ocular myasthenia. Between 50% and 60% of people who have ocular
myasthenia will progress to develop generalized myasthenia gravis (GMG) and weakness
affecting other muscles. The aims of treatment for ocular myasthenia are to return the person to a
state of clear vision and to prevent the development, or limit the severity of GMG. Treatments
proposed for ocular myasthenia include drugs that suppress the immune system including
corticosteroids and azathioprine, thymectomy, and acetylcholinesterase inhibitors. There are
retrospective, but no prospective, data, which indicate that immunosuppressive treatment of
ocular myasthenia may decrease the likelihood of developing GMG. It is not clear from these
studies whether treatment actually reduces the incidence of GMG, delays its onset, or just masks
its symptoms. Plasmapheresis and intravenous immune globulin are used for the short-term
management of severe GMG, but available evidence does not indicate that either therapy has a
role in patients with ocular myasthenia.'™”

Opsoclonus myoclonus is a rare neurological disorder that may occur in association with
tumors (paraneoplastic) or viral infections and is characterized by an unsteady, trem bling gait,
myoclonus and opsoclonus (irregular, rapid eye movements). It is more common in children.
Published evidence consists of single case reports and case series that included patients with
different etiology of opsoclonus-myoclonus and different treatment approaches. Bataller et al.
analyzed neurological outcomes in adult patients with idiopathic (n=10) and paraneoplastic
(n=14) opsoclonus-myoclonus following IVIG treatment. The authors found that most patients with
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idiopathic opsoclonus-myoclonus make a good recovery that seems to be accelerated by steroids
or IVIG. Among the 14 patients with paraneoplastic opsoclonus-myoclonus, eight patients whose
tumors were treated showed complete or partial neurological recovery. In contrast, five of the six
patients whose tumors were not treated died of the neurological syndrome despite steroids, IVIG
or plasma exchange.'

Russo et al. conducted a retrospective case series involving 29 children diagnosed with
neuroblastoma and opsoclonus-myoclonus. Patients were treated with different treatment options
including ACTH (n=14), prednisone (n=12), IVIG (n=6), Imuran (n=2), and other drugs (n=2)
Eighteen of 29 children (62%) had resolution of opsoclonus-myoclonus symptoms. Twenty of 29
children (69%) had persistent neurologic deficits including speech delay, cognitive deficits, motor
delay, and behavioral problems. Interestingly, 6/9 children with complete recovery received
chemotherapy as part of their treatment 43" Based on this case series it is difficult to assess the
effectiveness of IVIG compared to other treatment options.

improvement following the administration of IVIG has been described in abundant single
cases.65‘129'13°'163

Paraneoplastic cerebellar degeneration, sensory neuropathy, or encephalopathy:
Paraneoplastic neurological syndromes are remote effects of cancer that are not caused by
invasion of the tumor or its metastases. Immunologic factors appear important in their
pathogenesis because antineuronal autoantibodies against nervous system antigens have been
defined for many of these disorders.”

Uchuya et al. evaluated 22 patients with neurological paraneoplastic syndromes (paraneoplastic
encephalomyelitis and sensory neuronopathy syndrome =18; paraneoplastic cerebellar
degeneration =4) and found treatment with IVIG was not effective in paraneoplastic CNS
syndromes associated with antineuronal antibadies. Of the 21 patients who were evaluable one
patient with subacute sensory neuronopathy improved for at least 15 months, 10 remained stable,
and 10 deteriorated.'”’

Keime-Guibert et al. evaluated 17 patients with paraneoplastic encephalom yelitis/sensory
neuropathy (PEM/SN=10) or cerebellar degeneration (PCD=7) who received one to nine cycles of
a combination of IVIG, cyclophosphamide and methylprednisolone. Of the seven patients with
severe symptoms (bedridden), none improved. Of the nine patients who were still ambulatory,
none improved but three stabilized.”

Blaes et al. reported that IVIG treatment was effective in two patients, one suffering from
paraneoplastic cerebellar degeneration and the other from paraneoplastic brain stem encephalitis
and polyneuropathy who started infusions within 3 weeks of the onset of neurological symptoms.
However, two other patients, who had suffered from paraneoplastic neuropathy for 3 and 6
months showed no improvement with the intravenous immunoglobulin therapy.1

Pediatric autoimmune neuropsychiatric disorders associated with streptococcal infections
(PANDAS): Streptococcal infections induce exacerbation of symptoms in some children with
obsessive-compulsive and tic disorders, possibly on an autoimmune basis. The syndrome of
pediatric autoimmune neuropsychiatric disorders associated with streptococcal infection is
referred to as pediatric autoimmune neuropsychiatric disorders associated with streptococcal
infection (PANDAS). According to a review of evidence by the members of the Primary
Immunodeficiency Committee of the American Academy of Allergy, Asthma and Immunology,
IVIG might provide benefit for PAN DAS. However, it should be noted that those children who do
not have the autoimmune feature do not benefit from IVIG.'"? The review cited only one case-
controlled, single-dose study which showed benefit from plasmapharesis and IVIG therapy.'®
Additional double-blind, placebo-controlled studies are needed before this becomes a standard of
therapy.
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POEMS syndrome: Polyneuropathy, organomegaly, endocrinopathy, monoclonal gammopathy,
and skin changes (POEMS) syndrome also known as Crow-Fukase syndrome or osteosclerotic
myeloma is a unique multisystem disorder strongly associated with plasma cell dyscrasia. Only
anecdotal experience is available for assessing IVIG as treatment for POEMS syndrome. The
National Advisory Committee on Blood and Blood Products of Canada (NAC) and Canadian
Blood Services panel of national experts’ evidence-based practice guideline on the use of IVIG
for neurologic conditions stated there is no role for IVIG in the treatment of POEMS syndrome.50

Postinfectious cerebellar ataxia: Acute cerebellar ataxia in childhood is a usually a self-limited
disease which occurs after viral infections."'” Treatment with IVIG has not yet been established.
Published evidence consists of isolated case reports. Daaboul et al. treated a 19 year-old man
presented with acute cerebellar ataxia after a recent Epstein-Barr virus infection with IVIG.
Progressive neurologic improvement occurred over two weeks.*

Postoperative sepsis: A meta-analysis identified six trials which enrolled surgical patients. The
largest trial included 104 participants (50 received IVIG). In general, results favored IVIG versus

control, although one trial did not favor IVIG for reduction in number of deaths. Use in this setting
should be evaluated in large trials in patients receiving current standard-of-care therapies.'®®

Pseudomembranous colitis; The value of IVIG therapy has been anecdotally described in
pseudomembranous colitis caused by Clostridium difficile (C. difficite).’”""** A retrospective
analysis of 79 hospital-admitted patients who had a positive C. difficile toxin titer and severe
disease included 18 patients given IVIG treatment (200-300 mg/kg) along with standard therapy.
These patients were pair matched by propensity scoring with 18 patients not receiving IVIG who
had the most similar characteristics and severity. There were no statistical differences in clinical
outcomes as measured by all-cause mortality, colectomies, and length of stay. The investigators
concluded that the use of IVIG in severe C. difficile-associated diarrhea remains
unsubstantiated.®

Rheumatic fever, acute: In a prospective, double-blind trial, 59 patients with first episode of
rheumatic fever, stratified by presence and severity of carditis (39 with carditis and/or migratory
polyarthritis), were randomized to receive IVIG (1 g/kg on days 1 and 2 and 0.4 g/kg on days 14
and 28) or placebo. No difference in erythrocyte sedimentation rate or acute-phase proteins was
found between the groups at 6 weeks. After 1 year, no difference in cardiac outcomes was found
between the groups.'®®

RSV lower respiratory tract infection: The use of [VIG combined with ribavirin in the treatment
of RSV-induced pneumonitis was reported in small series of immunodeficient patients.ﬁ“'1GB
Survival rates were encouraging and suggested that [VIG might be of benefit as an adjunct
therapy to ribavirin. In a double-blind, controlled study involving 35 RSV-infected, hospitalized
infants and children, IVIG 2 grams/kilogram was given over 12 to 24 hours. Therapy resulted in
significant reductions in nasal RSV shedding and in improvements in transcutaneous oximetrX
readings. However, the mean duration of hospitalization was not reduced by IVIG treatment.”

Sjogren’s syndrome: |VIG has shown some efficacy in Sjogren's syndrome. Most of the reports
have focused on associated g)/sautonomia or neuropathy although they have been very small
case studies, $36992110113153.15¢ 0 case study was of a 41 year old man with severe sympathetic
and parasympathetic autonomic dysfunction as a consequence of acetylcholine receptor
antibodies and Sjogren’s syndrome who failed to respond to IVIG." Other published literature has
described IVIG use for vasculitis of the skin and central nervous system.”® 4 Larger, blinded and
controlled studies of IVIG are required regarding its efficacy for Sjogren’s syndrome.

Spontaneous recurrent abortions, prevention: Results of treatment with IVIG have been
conflicting. While prospective studies have suggested that the use of IVIG in pregnant women
with a history of recurrent abortions imparted a protective benefit, other studies suggested no
benefit. The members of the Primary Immunodeficiency Committee of the American Academy of
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Allergy, Asthma and Immunology assessed a review from a number of high-quality randomized,
placebo-controlled, multicenter studies and found that, “Given the review of randomized trials,
cumulative current evidence does not presently support the use of IVIG for the prevention of
recurrent spontaneous abortions."*

In a Cochrane review by Porter et al., randomized trials of immunotherapies used to treat women
with three or more prior miscarriages and no more than one live birth after were considered.
Twenty trials of high quality were included. The various forms of immunotherapy investigated
(paternal cell immunization, third party donor leukocytes, trophoblast membranes, and
intravenous immune globulin) were found to provide no significant beneficial effect over placebo
in improving the live birth rate.'*

Systemic lupus erythematosus: The use of IVIG in the treatment of systemic lupus
erythematosus (SLE) has been studied in a few open label trials. In the first trial, 20 patients with
severe thrombocytopenia associated with SLE received IVIG 2 g/kg for 5 consecutive days each
month and patients received between 1-8 treatment courses. "2 A beneficial response was noted
in 17 out of 20 patients based on either the disappearance or marked clinical improvement of the
main clinical manifestation. In 9 patients who had Systemic Lupus Activity Measure (SLAM)
scores before and after IVIG, there was a significant reduction in SLAM scores (19.3+4.7t04 ¢
2.9; p<0.0001). The average daily dose of prednisolone was decreased (29.7 + 18.2 mg/day to
13.8 + 16.7 mg/day; p=0.02) and laboratory abnormalities irgProved after IVIG. Two other open
label studies, with 12 patients each, showed similar results.”**" In another trial, 14 patients with
progressive lupus nephritis who had received cyclophosphamide 1 gfﬂ'lz monthly for 8 months
with 0.5 mg/kg/d of prednisone were randomized to cyclophosphamide 1 gfm2 every 2 months for
6 months and then every 3 months for 1 year or to IVIG 400 mg/kg monthly for 18 months. The
two groups were similar after randomization and at the end of follow—up.18 In a retrospective study
of 59 SLE patients, 65% of the thirty-one subjects given IVIG had clinical improvement. However,
responses were transient."” In other case reports high-dose IVIG led to disease resolution in
patients with lupus affecting specific organs. However, there is limited anecdotal experience and
gln_réc?zrzns about potential prothromboembolic effects and possible IVIG-associated azotemia in

Urticaria, chronic: A report of 5 patients with common variable immunodeficiency and chronic
urticaria showed improvement of urticaria in response to IVIG therapy.® The efficacy of IVIG (0.15
g/kg, for a minimum of 6 months and a maximum of 51 months) was also assessed in 29
outpatients (F=20, M=9) with the diagnosis of autoimmune chronic urticaria.'®” All the patients
had unsatisfactory response to conventional therapy and a positive intradermal autologous serum
test (AST). A clinical improvement was observed in 26 patients, with reduction of urticaria or
angioedema complaints (p<0.0001) and decreasing need for oral antihistamine medication
(p=0.002). The number of infusions needed to achieve clinical control showed great range
between patients. In a report of delayed-pressure urticaria, a difficult-to-treat variant, 9 of 10
patients with chronic urticaria were reported to benefit from IVIG therapy, whereas, in another
delayed-pressure urticaria report, no benefit was observed."®""® The use of IVIG in patients with
delayed-pressure urticaria was reported in another open trial.” One third of the enrolied patients
underwent a remission, another third experienced some benefit, and the rest did not respond.
Due to the conflicting evidence for IVIG in patients with chronic urticaria, additional studies are
needed.

Vasculitides and antineutrophil antibody syndromes: The efficacy of IVIG in the treatment of
anti-neutrophil cytoplasm antibody (ANCAb)-associated systemic vasculitis (AASV) was assessed
in a randomized, placebo-controlled trial.®® Thirty four patients (24 diagnosed with Wegener's
granulomatosis, 10 diagnosed with microscopic polyangiitis) were randomized to a single course
of either 400 mg/kg/day IVIG or placebo for 5 days. A therapeutic response was defined as a
50% decrease in the Birmingham Vasculitis Activity Score (BVAS) at 3 months. A therapeutic
response was found in 14/17 patients who received IVIG and 6/17 patients who received placebo
(OR =8.56, 95% Cl = 1.74 - 42.2, p=0.015). The C-reactive protein (CRP) level decrease was
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significantly greater at 2 weeks and one month in the IVIG group compared to the placebo group.
After 3 months, there was no difference in disease activity or CRP level between the IVIG and
placebo groups. In addition, small open label trials of IVIG found some clinical benefit as an
alternative therapeutic agent,*2%2191971%81% Resyits were reported as transient in several of
these. Additional randomized controlled trials will need to be conducted to determine its place in
therapy.

Professional Societies

Immune Deficiency Foundation (IDF)

There are more than 250 primary immunodeficiency diseases (PIDs) recognized by the World
Health Organization. The following diseases are PIDs are thus are proven indications for immune
globulin (list not all inclusive). Additional PID information can be found at the IDF website:
primaryimmune.org. Back to criteria

Autosomal recessive agammaglobulinemia
Autosomal recessive hyperimmunoglobulin M syndrome (HIM)
Bruton's disease
Chronic mucocutaneous moniliasis (CMC or APCED),
Combined immunodeficiency disorders
a. Ataxia-telangiectasia
b. DiGeorge syndrome
c. Nijmegan breakage syndrome
d. WHIM (warts, hypogammaglobulinemia, immunodeficiency, and myelokathexis)
syndrome
e. Wiskotit Aldrich syndrome
6. Common variable immunodeficiency (CVID)
7. Congenital hypogammaglobulinemia late onset, ICOS impaired
8. Congenital / X-linked agammaglobulinemia
9. Good syndrome (immunodeficiency with thymoma)
10. Hyperimmunoglobulinemia E syndrome
11. Hypogammaglobulinemia
12. ICF syndrome
13. Polyendocrinopathy and enteropathy (IPEX)
14. Selective IgG subclass deficiencies (persistent absence of IgG1, 19G2, and/or 1gG3)
15. Selective IgM deficiency
16. Severe combined immunodeficiency
17. Specific antibody deficiency
18. Transient hypogammaglobulinemia of infancy, short-term treatment of recurrent severe
bacterial infections
19. X-linked immunodeficiency with hyperimmunoglobulin M

U.S. FOOD AND DRUG ADMINISTRATION (FDA)

There are currently eight clinical indications for which IVIG has been licensed by the United
States Food and Drug Administration (FDA).156 The indications can be summarized as follows:
1) treatment of primary immunodeficiencies such as common variable immunodeficiency
(CVID), X-linked agamma lobulinemia, Wiskott-Aldrich syndrome, and severe combined
immunodeﬁciencieszs.m.52. 7-63,76,118,133,164,173
2) prevention of bacterial infections in patients with hypogammaglobulinemia and recurrent
bacterial infection caused by B-cell chronic lymphocytic leukemia™
3) prevention of coronary artery aneurysms in Kawasaki disease {KD)59
4) prevention of infections, pneumonitis, and acute graft-versus-host disease (GVHD) after
bone marrow transplantation
5) reducst;on of serious bacterial infection in children with human immunodeficiency virus
(HIV)

RN~
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6) increase of platelet counts in idiopathic thrombocytopenic purpura to prevent or control
bleedingzs,s ,58,60,62,63,133 .

7) to improve neuromuscular disability and impairment and for maintenance therager to
prevent relapse in chronic inflammatory demyelinating polyneuropathy (CIDP)™ %

8) as a maintenance therapy to improve muscle strength and disability in adult patients with

multifocal motor neuropathy58

Subcutaneous human immune globulin products are FDA approved for the treatment of patients
with primary immune deﬁciency.60'63'7s'164'193

The FDA issued a Safety Communication dated November 13, 2012 to provide an update to their
August 2002 interim statement regarding thrombotic events as a potential risk following the
administration of human immunoglobulin.159 The updated safety communication also addressed
hemolysis, another risk potentially associated with the administration of human immune globulin.

In their update, the FDA issued the following recommendations regarding thrombosis:

e Care should be used when immune globulin products are given to individuals determined
to be at increased risk of thrombosis.

e Patients at increased risk of thrombosis include those with acquired or hereditary
hypercoagulable states, prolonged immobilization, in-dwelling vascular catheters,
advanced age, estrogen use, a history of venous or arterial thrombosis, cardiovascular
risk factors (including history of atherosclerosis and/or impaired cardiac output), and
hyperviscosity (including cryoglobulins, fasting chylomicronemia and/or high triglyceride
levels, and monoclonal gammopathies).

e Patients at risk for thrombosis should receive immune globulin products at the slowest
infusion rate practicable, and should be monitored for thrombotic complications.

e Consideration should also be given to measurement of baseline blood viscosity in
individuals at risk for hyperviscosity.

The FDA also issued the following recommendations regarding hemolysis:

o Patients at increased risk for hemolysis following treatment with immune globulins inciude
those with non-O blood group types, those who have underlying associated inflammatory
conditions, and those receiving high cumulative doses of immune globulins over the
course of several days.

« Clinical symptoms and signs of hemolysis include fever, chills and dark urine. If these
occur, appropriate laboratory testing should be obtained.

The FDA issued a Safety Communication dated June 10, 2013 to report that a recent data
analysis that has strengthened the association between the use of intravenous, subcutaneous
and intramuscular human immune globulin products and the risk of thrombosis.'® Because
additional caution regarding the use of these products is warranted, the FDA is requiring
manufacturers to add information on thrombosis to the current boxed waming in the labels of all
intravenous human immune globulin products and to add a boxed warning to the labels of all
subcutaneous and intramuscular human immune globulin products to highlight the risk of
thrombosis and to add information on its mitigation.

APPLICABLE CODES

The Current Procedural Terminology (CPT®) codes and/or Healthcare Common Procedure
Coding System (HCPCS) codes listed in this policy are for reference purposes only. Listing of a
service code in this policy does not imply that the service described by this code is a covered or
non-covered health service. Coverage is determined by the enrollee specific benefit document
and applicable laws that may require coverage for a specific service. The inclusion of a code
does not imply any right to reimbursement or guarantee claims payment. Other policies and
coverage determination guidelines may apply. This list of codes may not be all inclusive.
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90283 immune globulin (igIV), human, for intravenous use
[ 90284 immune globulin (SClg), human, for use in subcutaneous infusions, 100 mg, each

J1459 Injection, immune globulin (Privigen), intravenous, nonlyophilized (e.g., liquid), 500 mg

J1556 Injection, immune globulin (Bivigam), 500 mg

J1557 Injection, immune globulin, (Gammaplex), intravenous, non-lyophilized (e.g. liquid), 500 mg |

J1559 Injection, immune globulin (Hizentra), 100 mg

J1561 Injection, immune globulin, (Gamunex-C/Gammaked), intravenous, nonlyophilized (e.g.,
liquid), 500 mg

J1566 Injection, immune globulin, intravenous, lyophilized (e.g., powder), not otherwise specified,
500 mg

J1568 Injection, immune globulin, (Octagam), intravenous, nonlyophilized (e.g., liquid), 500 mg

J1569 Injection, immune globulin, (Gammagard liquid), intravenous, nonlyophilized, (e.g., liquid),
500 mg

J1572 Injection, immune globulin, (Flebogamma/Flebogamma DIF), intravenous, nonlyophilized
(e.g., liquid), 500 mg

J1575 Injection, immune globulin/hyaluronidase, (Hyqvia), 100 mg immuneglobulin

J1599 Injection, immune globulin, intravenous, nonlyophilized (e.g., liquid), not otherwise
specified, 500 mg

ICD-9 Codes (Discontinued 10/1/15)

The following list of codes is provided for reference purposes only. Effective October 1, 2015, the
Centers for Medicare & Medicaid Services (CMS) implemented ICD-10-CM (diagnoses) and ICD-
10-PCS (inpatient procedures), replacing the ICD-9-CM diagnosis and procedure code sets.

ICD-9 codes will not be accepted for services provided on or after October 1, 2015.

008.61 Intestinal infection, enteritis due to rotavirus
040.82 Toxic shock syndrome
042 Human immunodeficiency virus [HIV]
047.0 Meningitis due to enterovirus; Coxsackie virus
0471 Meningitis due to enterovirus; ECHO virus
047.8 Meningitis due to enterovirus; other specifiec viral meningitis
047.9 Meningitis due to enterovirus; unspecifird viral meningitis
048 Other enterovirus diseases of central nervous system
204.10 Chronic lymphoid leukemia, without mention of having achieved remission
204.11 Chronic lymphoid leukemia in remission
204.12 Chronic lymphoid leukemia, in relapse
238.79 Neoplasm of uncertain behavior of other and unspecified sites and tissues; other lymphatic
and hematopoietic tissues
242.00 Toxic diffuse goiter without mention of thyrotoxic crisis or storm
242.01 Toxic diffuse goiter with mention of thyrotoxic crisis or storm
250.01 Diabetes mellitus without mention of complication, type | [juvenile type], not stated as
uncontrolled
250.03 Diabetes mellitus without mention of complication, type | [juvenile type], uncontrolled
250.11 Diabetes with ketoacidosis, type | [juvenile type], not stated as uncontrolled
250.13 Diabetes with ketoacidosis, type | [juvenile type], uncontrolled
250.21 Diabetes with hyperosmolarity, type | [juvenile type], not stated as uncontrolled
250.23 Diabetes with hyperosmolarity, type | [juvenile type], uncontrolled
250.31 Diabetes with other coma, type 1 [juvenile type], not stated as uncontrolled
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250.33 Diabetes with other coma, type | [juvenile type], uncontrolled
250.41 Diabetes with renal manifestations, type | [juvenile type], not stated as uncontrolled
250.43 Diabetes with renal manifestations, type | [juvenile type], uncontrolled
250.51 Diabetes with ophthalmic manifestations, type | [juvenile type], not stated as uncontrolled
250.53 Diabetes with ophthalmic manifestations, type | [juvenile type], uncontrolled
250.61 Diabetes with neurological manifestations, type | [juvenile type], not stated as uncontrolled
250.63 Diabetes with neurological manifestations, type | [juvenile type], uncontrolled
250.71 Diabetes with peripheral circulatory disorders, type | [juvenile type], not stated as
uncontrolled
250.73 Diabetes with peripheral circulatory disorders, type | [juvenile type], uncontrolled
250.81 Diabetes with other specified manifestations, type | [juvenile type], not stated as
uncontrolled
250.83 Diabetes with other specified manifestations, type | [juvenile type], uncontrolied
250.91 Diabetes with unspecified complication, type | [juvenile type], not stated as uncontrolled
250.93 Diabetes with unspecified complication, type | [juvenile type], uncontrolled
258.1 Other combinations of endocrine dysfunction
2731 Monoclonal paraproteinemia
279.00 Unspecified hypogammaglobulinemia
279.02 Selective IgM immunodeficiency
279.03 Other selective immunoglobulin deficiencies
279.04 Congenital hypogammaglobulinemia
279.05 Immunodeficiency with increased IgM
279.06 Common variable immunodeficiency
279.09 Other deficiency of humoral immunity
279.10 immunodeficiency with predominant T-cell defect, unspecified
279.11 DiGeorge's syndrome
279.12 Wiskott-Aldrich syndrome
279.2 Combined immunity deficiency
279.3 Unspecified immunity deficiency
279.41 Autoimmune lymphoproliferative syndrome
279.51 Acute graft-versus-host disease
279.53 Acute on chronic graft-versus-host disease
279.8 Other specified disorders involving the immune mechanism
279.9 Unspecified disorder of immune mechanism
287.31 Immune thrombocytopenic purpura
287.41 Posttransfusion purpura
287.49 Other secondary thrombocytopenia
323.01 Encephalitis and encephalomyelitis in viral diseases classified elsewhere
323.02 Myelitis in viral diseases classified elsewhere
323.81 Other causes of encephalitis and encephalomylitis
323.9 Unspecified cause of encephalitis, myelitis, and encephalomyelitis
333.91 Stiff-man syndrome
334.8 Other spinocerebellar diseases
340 Multiple sclerosis
341.0 Neuromyelitis optica
345.80 Other forms of epilepsy and recurrent seizures, without mention of intractable epilepsy
345.81 Other forms of epilepsy and recurrent seizures, with intractable epilepsy
357.0 Acute infective polyneuritis
3574 Polyneuropathy in other diseases classified elsewhere
357.81 Chronic inflammatory demyelinating polyneuritis
357.89 Other inflammatory and toxic neuropathy
357.9 Inflammatory and toxic neuropathy; Unspecified
358.01 Myasthenia gravis with (acute) exacerbation
358.30 Lambert-Eaton syndrome, unspecified
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358.31 Lambert-Eaton syndrome in neoplastic disease

358.39 Lambert-Eaton syndrome in other diseases classified elsewhere

364.00 Unspecified acute and subacute iridocyclitis

364.01 Primary iridocyclitis

364.02 Recurrent iridocyclitis

364.04 Secondary iridocyclitis, noninfectious

446.1 Acute febrile mucocutaneous lymph node syndrome (MCLS)

484 .1 Pneumonia in cytomegalic inclusion disease

493.01 Extrinsic asthma with status asthmaticus

493.02 Extrinsic asthma, with (acute) exacerbation

493.11 Intrinsic asthma with status asthmaticus

493.12 Intrinsic asthma, with (acute) exacerbation

646.80 Other specified complication of pregnancy, unspecified as to episode of care
646.81 Other specified complication of pregnancy, with delivery

646.83 Other specified complication, antepartum

694.4 Pemphigus

694.5 Pemphigoid

694.60 Benign mucous membrane pemphigoid without mention of ocular involvement
694.61 Benign mucous membrane pemphigoid with ocular involvement

694.8 Other specified bullous dermatosis

695.13 Stevens-Johnson syndrome

695.14 Stevens-Johnson syndrome-toxic epidermal necrolysis overlap syndrome
695.15 Toxic epidermal necrolysis

708.8 Other specified urticaria

710.3 Dermatomyositis

710.4 Polymyositis

714.0 Rheumatoid arthritis

714.1 Felty's syndrome

714.2 Other rheumatoid arthritis with visceral or systemic involvement

714.30 Polyarticular juvenile rheumatoid arthritis, chronic or unspecified

714.31 Polyarticular juvenile rheumatoid arthritis, acute

714.32 Pauciarticular juvenile rheumatoid arthritis

714.33 Monoarticular juvenile rheumatoid arthritis

776.1 Transient neonatal thrombocytopenia

996.81 Complications of transplanted organ; kidney

996.85 Complications of transplanted organ; bone marrow
V42.81 Bone marrow replaced by transplant
V42.82 Peripheral stem cells replaced by transplant

ICD-10 Codes (Effective 10/1/15)
ICD-10-CM (diagnoses) and ICD-10-PCS (inpatient procedures) must be used to report
diagnoses for services provided on or after October 1, 2015.

ICD-10 codes will not be accepted for services provided prior to October 1, 2015.

A08.0 Rotaviral enteritis

A48.3 Toxic shock syndrome
A87.0 Enteroviral meningitis
A87.8 Other viral meningitis

A87.9 Viral meningitis, unspecified
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A88.0 Enteroviral exanthematous fever [Boston [Ixanthemal]
A88.8 Other specified viral infections of central nervous system
B20 Human immunodeficiency virus [HIV] disease
B25.0 Cytomegaloviral pneumonitis
C91.10 Chronic lymphocytic leukemia of B-cell type not having achieved remission
C91.11 Chronic lymphocytic leukemia of B-cell type in remission
C91.12 Chronic lymphocytic leukemia of B-cell type in relapse
D47.2 Monoclonal gammopathy
D47.9 Neoplasm of uncertain behavior of lymphoid, hematopoietic and related tissue, unspecified
D69.3 Immune thrombocytopenic purpura
D69.51 Posttransfusion purpura
D69.59 Other secondary thrombocytopenia
D80.0 Hereditary hypogammaglobulinemia
D80.1 Nonfamilial hypogammaglobulinemia
D80.3 Selective deficiency of immunoglobulin G [IgG] subclasses
D80.4 Selective deficiency of immunoglobulin M [IgM]
D80.5 immunodeficiency with increased immunoglobulin M [IigM]
D80.6 Antibody deficiency with near-normal immunoglobulins or with hyperimmunoglobulinemia
D80.7 Transient hypogammaglobulinemia of infancy
D81.0 Severe combined immunodeficiency [SCID] with reticular dysgenesis
D81.1 Severe combined immunodeficiency [SCID] with low T- and B-cell numbers
Dg1.2 Severe combined immunodeficiency [SCID] with low or normal B-cell numbers
D81.6 Major histocompatibility complex class | deficiency
D81.7 Major histocompatibility complex class Il deficiency
D81.89 Other combined immunodeficiencies
D81.9 Combined immunodeficiency, unspecified
D82.0 Wiskott-Aldrich syndrome
D82.1 Di George's syndrome
D82.4 Hyperimmunoglobulin E [IgE] syndrome
D83.0 ]E:omtn.'mn variable immunodeficiency with predominant abnormalities of B-cell numbers and
unction
D83.1 Common variable immunodeficiency with predominant immunoregulatory T-cell disorders
D83.2 Common variable immunodeficiency with autoantibodies to B- or T-cells
D83.8 Other common variable immunodeficiencies
D83.9 Common variable immunodeficiency, unspecified
D84.8 Other specified immunodeficiencies
D89.2 Hypergammaglobulinemia, unspecified
D89.810 Acute graft-versus-host disease
D89.812 Acute on chronic graft-versus-host disease
D89.82 Autoimmune lymphoproliferative syndrome [ALPS]
E05.00 Thyrotoxicosis with diffuse goiter without thyrotoxic crisis or storm
E05.01 Thyrotoxicosis with diffuse goiter with thyrotoxic crisis or storm
E10.10 Type 1 diabetes mellitus with ketoacidosis without coma
E10.11 Type 1 diabetes meliitus with ketoacidosis with coma
E10.21 Type 1 diabetes mellitus with diabetic nephropathy
E10.22 Type 1 diabetes mellitus with diabetic chronic kidney disease
E10.29 Type 1 diabetes mellitus with other diabetic kidney complication
E10.311 Type 1 diabetes mellitus with unspecified diabetic retinopathy with macular edema
E10.319 Type 1 diabetes mellitus with unspecified diabetic retinopathy without macular edema
E10.321 Type 1 diabetes mellitus with mild nonproliferative diabetic retinopathy with macular edema
E10.329 '!e'{);pe 1 diabetes mellitus with mild nonproliferative diabetic retinopathy without macular
ema
E10.331 T‘)j/pe 1 diabetes mellitus with moderate nonproliferative diabetic retinopathy with macular
: edema
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Type 1 diabetes mellitus with moderate nonproliferative diabetic retinopathy without

E10.339
macular edema

£10.341 T()jlpe 1 diabetes mellitus with severe nonproliferative diabetic retinopathy with macular
edema

£10.349 Télpe 1 diabetes mellitus with severe nonproliferative diabetic retinopathy without macular
edema

E10.351 Type 1 diabetes mellitus with proliferative diabetic retinopathy with macular edema

E10.359 Type 1 diabetes mellitus with proliferative diabetic retinopathy without macular edema

E10.36 Type 1 diabetes mellitus with diabetic cataract

E10.39 Type 1 diabetes mellitus with other diabetic ophthalmic complication

E10.40 Type 1 diabetes mellitus with diabetic neuropathy, unspecified

E10.41 Type 1 diabetes mellitus with diabetic mononeuropathy

E10.42 Type 1 diabetes mellitus with diabetic polyneuropathy

E10.43 Type 1 diabetes mellitus with diabetic autonomic (poly)neuropathy

E10.44 Type 1 diabetes mellitus with diabetic amyotrophy

E10.49 Type 1 diabetes mellitus with other diabetic neurological complication

E10.51 Type 1 diabetes mellitus with diabetic peripheral angiopathy without gangrene

E10.52 Type 1 diabetes mellitus with diabetic peripheral angiopathy with gangrene

E10.59 Type 1 diabetes mellitus with other circulatory complications

E10.610 Type 1 diabetes meliitus with diabetic neuropathic arthropathy

E10.618 Type 1 diabetes mellitus with other diabetic arthropathy
E10.620 Type 1 diabetes mellitus with diabetic dermatitis

E10.621 Type 1 diabetes mellitus with foot ulcer

E10.622 Type 1 diabetes mellitus with other skin ulcer

E10.628 Type 1 diabetes mellitus with other skin complications

E10.630 Type 1 diabetes mellitus with periodontal disease

E10.638 Type 1 diabetes mellitus with other oral complications

E10.641 Type 1 diabetes mellitus with hypoglycemia with coma

E10.649 Type 1 diabetes mellitus with hypoglycemia without coma

E10.65 Type 1 diabetes mellitus with hyperglycemia
E10.69 Type 1 diabetes mellitus with other specified complication
E10.8 Type 1 diabetes mellitus with unspecified complications
E10.9 Type 1 diabetes mellitus without complications
E31.0 Autoimmune polyglandular failure
G04.81 Other encephalitis and encephalomyelitis
G04.90 Encephalitis and encephalomyelitis, unspecified
G05.3 Encephalitis and encephalomyelitis in diseases classified elsewhere
G05.4 Myelitis in diseases classified elsewhere
G11.3 Cerebellar ataxia with defective DNA repair
G25.82 Stiff-man syndrome
G35 Muitiple sclerosis
G36.0 Neuromyelitis optica [Devic]
G40.811 Lennox-Gastaut syndrome, not intractable, with status epilepticus
G40.812 Lennox-Gastaut syndrome, not intractable, without status epilepticus
G40.813 Lennox-Gastaut syndrome, intractable, with status epilepticus
G40.814 Lennox-Gastaut syndrome, intractable, without status epilepticus
G61.0 Guillain-Barré syndrome
G61.81 Chronic inflammatory demyelinating polyneuritis
G61.89 Other inflammatory polyneuropathies
G61.9 Inflammatory polyneuropathy, unspecified
G62.89 Other specified polyneuropathies
G62.9 Polyneuropathy, unspecified
G65.0 Sequelae of Guillain-Barré syndrome
G70.01 Myasthenia gravis with (acute) exacerbation
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G70.80 Lambert-Eaton syndrome, unspecified
G70.81 Lambert-Eaton syndrome in disease classified elsewhere
G73.1 Lambert-Eaton syndrome in neoplastic disease
H20.00 Unspecified acute and subacute iridocyclitis
H20.011 Primary iridocyclitis, right eye
H20.012 Primary iridocyclitis, left eye
H20.013 Primary iridocyclitis, bilateral
H20.019 Primary iridocyclitis, unspecified eye
H20.021 Recurrent acute iridocyclitis, right eye
H20.022 Recurrent acute iridocyclitis, left eye
H20.023 Recurrent acute iridocyclitis, bilateral
H20.029 Recurrent acute iridocyclitis, unspecified eye
H20.041 Secondary noninfectious iridocyclitis, right eye
H20.042 Secondary noninfectious iridocyclitis, left eye
H20.043 Secondary noninfectious iridocyclitis, bilateral
H20.049 Secondary noninfectious iridocyclitis, unspecified eye
J45.51 Severe persistent asthma with (acute) exacerbation
J45.52 Severe persistent asthma with status asthmaticus
L10.0 Pemphigus vulgaris
L10.2 Pemphigus foliaceous
L12.0 Builous pemphigoid
L12.1 Cicatricial pemphigoid
L12.30 Acquired epidermolysis bullosa, unspecified
L12.35 Other acquired epidermolysis bullosa
L13.8 Other specified bullous disorders
L50.8 Other urticaria
L51.1 Stevens-Johnson syndrome
L51.2 Toxic epidermal necrolysis [Lyell]
L51.3 Stevens-Johnson syndrome-toxic epidermal necrolysis overlap syndrome
M05.00 Felty's syndrome, unspecified site
M05.011 Felty's syndrome, right shoulder
MO05.012 Felty's syndrome, left shoulder
M05.019 Felty's syndrome, unspecified shoulder
M05.021 Felty's syndrome, right elbow
M05.022 Felty's syndrome, left elbow
M05.029 Felty's syndrome, unspecified elbow
M05.031 Felty's syndrome, right wrist
M05.032 Felty's syndrome, left wrist
MO05.039 Felty's syndrome, unspecified wrist
M05.041 Felty's syndrome, right hand
M05.042 Felty's syndrome, left hand
M05.049 Felty's syndrome, unspecified hand
MO05.051 Felty's syndrome, right hip
M05.052 Felty's syndrome, left hip
M05.059 Felty's syndrome, unspecified hip
M05.061 Felty's syndrome, right knee
M05.062 Felty's syndrome, left knee
M05.069 Felty's syndrome, unspecified knee
M05.071 Felty's syndrome, right ankle and foot
M05.072 Felty's syndrome, left ankle and foot
M05.079 Felty's syndrome, unspecified ankle and foot
M05.09 Felty's syndrome, multiple sites
M05.20 Rheumatoid vasculitis with rheumatoid arthritis of unspecified site
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MO05.211 Rheumatoid vasculitis with rheumatoid arthritis of right shoulder
M05.212 Rheumatoid vasculitis with rheumatoid arthritis of left shoulder
M05.219 Rheumatoid vasculitis with rheumatoid arthritis of unspecified shoulder
M05.221 Rheumatoid vasculitis with rheumatoid arthritis of right elbow
M05.222 Rheumatoid vasculitis with rheumatoid arthritis of left elbow
M05.229 Rheumatoid vasculitis with rheumatoid arthritis of unspecified elbow
M05.231 Rheumatoid vasculitis with rheumatoid arthritis of right wrist
M05.232 Rheumatoid vasculitis with rheumatoid arthritis of left wrist
M05.239 Rheumatoid vasculitis with rheumatoid arthritis of unspecified wrist

M05.241 Rheumatoid vasculitis with rheumatoid arthritis of right hand

M05.242 Rheumatoid vasculitis with rheumatoid arthritis of left hand

M05.249 Rheumatoid vasculitis with rheumatoid arthritis of unspecified hand

M05.251 Rheumatoid vasculitis with rheumatoid arthritis of right hip

M05.252 Rheumatoid vasculitis with rheumatoid arthritis of left hip

M05.259 Rheumatoid vasculitis with rheumatoid arthritis of unspecified hip

MO05.261 Rheumatoid vasculitis with rheumatoid arthritis of right knee

M05.262 Rheumatoid vasculitis with rheumatoid arthritis of left knee

M05.269 Rheumatoid vasculitis with rheumatoid arthritis of unspecified knee

M05.271 Rheumatoid vasculitis with theumatoid arthritis of right ankle and foot

M05.272 Rheumatoid vasculitis with rheumatoid arthritis of left ankle and foot

M05.279 Rheumatoid vasculitis with rheumatoid arthritis of unspecified ankle and foot
MO05.29 Rheumatoid vasculitis with rheumatoid arthritis of multiple sites
M05.30 Rheumatoid heart disease with rheumatoid arthritis of unspecified site

M05.311 Rheumatoid heart disease with rheumatoid arthritis of right shoulder

M05.312 Rheumatoid heart disease with rheumatoid arthritis of left shoulder

M05.319 Rheumatoid heart disease with rheumatoid arthritis of unspecified shoulder

M05.321 Rheumatoid heart disease with rheumatoid arthritis of right elbow

M05.322 Rheumatoid heart disease with rheumatoid arthritis of left elbow

M05.329 Rheumatoid heart disease with theumatoid arthritis of unspecified elbow

M05.331 Rheumatoid heart disease with rheumatoid arthritis of right wrist

M05.332 Rheumatoid heart disease with rheumatoid arthritis of left wrist

M05.339 Rheurnatoid heart disease with rheumatoid arthritis of unspecified wrist

M05.341 Rheumatoid heart disease with rheumatoid arthritis of right hand

M05.342 Rheumatoid heart disease with rheumatoid arthritis of left hand

M05.349 Rheumatoid heart disease with rheumatoid arthritis of unspecified hand

M05.351 Rheumatoid heart disease with rheumatoid arthritis of right hip

M05.352 Rheumatoid heart disease with rheumatoid arthritis of left hip

M05.359 Rheumatoid heart disease with rheumatoid arthritis of unspecified hip

M05.361 Rheumatoid heart disease with rheumatoid arthritis of right knee

M05.362 Rheumatoid heart disease with rheumatoid arthritis of left knee

MO05.369 Rheumatoid heart disease with rheumatoid arthritis of unspecified knee

M05.371 Rheumatoid heart disease with rheumatoid arthritis of right ankle and foot

M05.372 Rheumatoid heart disease with rheumatoid arthritis of left ankle and foot

M05.379 Rheumatoid heart disease with rheumatoid arthritis of unspecified ankle and foot
MO05.39 Rheumatoid heart disease with rheumatoid arthritis of multiple sites
M05.40 Rheumatoid myopathy with rheumatoid arthritis of unspecified site

MO05.411 Rheumatoid myopathy with rheumatoid arthritis of right shoulder

M05.412 Rheumatoid myopathy with rheumatoid arthritis of left shoulder

M05.419 Rheumatoid myopathy with rheumatoid arthritis of unspecified shoulder

M05.421 Rheumatoid myopathy with rheumatoid arthritis of right elbow

M05.422 Rheumatoid myopathy with rheumatoid arthritis of left elbow

M05.429 Rheumatoid myopathy with rheumatoid arthritis of unspecified elbow
M05.431 Rheumatoid myopathy with rheumatoid arthritis of right wrist
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M05.432 Rheumatoid myopathy with rheumatoid arthritis of left wrist

M05.439 Rheumatoid myopathy with rheumatoid arthritis of unspecified wrist

M05.441 Rheumatoid myopathy with rheumatoid arthritis of right hand

M05.442 Rheumatoid myopathy with rheumatoid arthritis of left hand

M05.449 Rheumatoid myopathy with rheumatoid arthritis of unspecified hand

M05.451 Rheumatoid myopathy with rheumatoid arthritis of right hip
M05.452 Rheumatoid myopathy with rheunatoid arthritis of left hip

MO05.459 Rheumatoid myopathy with rheumatoid arthritis of unspecified hip

M05.461 Rheumatoid myopathy with rheumatoid arthritis of right knee

MO05.462 Rheumatoid myopathy with rheumatoid arthritis of left knee

MO05.469 Rheumatoid myopathy with rheumatoid arthritis of unspecified knee

M05.471 Rheumatoid myopathy with rheumatoid arthritis of right ankle and foot
M05.472 Rheumatoid myopathy with rheumatoid arthritis of left ankle and foot

M05.479 Rheumatoid myopathy with rheumatoid arthritis of unspecified ankle and foot

M05.49 Rheumatoid myopathy with rheumatoid arthritis of multiple sites
M05.50 Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified site

M05.511 Rheumatoid polyneuropathy with rheumatoid arthritis of right shoulder

M05.512 Rheumatoid polyneuropathy with rheumatoid arthritis of left shoulder

M05.519 Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified shoulder

M05.521 Rheumatoid polyneuropathy with rheumatoid arthritis of right elbow
MO05.522 Rheumatoid polyneuropathy with rheumatoid arthritis of left elbow

M05.529 Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified elbow

M05.531 Rheumatoid polyneuropathy with rheumatoid arthritis of right wrist

M05.532 Rheumatoid polyneuropathy with rheumatoid arthritis of left wrist

M05.539 Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified wrist

MO05.541 Rheumatoid polyneuropathy with rheumatoid arthritis of right hand

M05.542 Rheumatoid polyneuropathy with rheumatoid arthritis of left hand

M05.549 Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified hand
M05.551 Rheumatoid polyneuropathy with rheumatoid arthritis of right hip

MO05.552 Rheumatoid polyneuropathy with rheumatoid arthritis of left hip

M05.559 Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified hip

MO05.561 Rheumatoid polyneuropathy with rheumatoid arthritis of right knee

MO05.562 Rheumatoid polyneuropathy with rheumatoid arthritis of left knee

MO05.569 Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified knee

MO05.571 Rheumatoid polyneuropathy with rheumatoid arthritis of right ankle and foot

M05.572 Rheumatoid polyneuropathy with rheumatoid arthritis of left ankle and foot

M05.579 Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified ankle and foot

MO05.59 Rheumatoid polyneuropathy with rheumatoid arthritis of multiple sites

M05.60 Rheumatoid arthritis of unspecified site with involvement of other organs and systems
M05.611 Rheumatoid arthritis of right shoulder with involvement of other organs and systems
M05.612 Rheumatoid arthritis of left shoulder with involvement of other organs and systems
M05.619 Rheumatoid arthritis of unspecified shoulder with involvement of other organs and systems
MO05.621 Rheumatoid arthritis of right elbow with involvement of other organs and systems
M05.622 Rheumatoid arthritis of left elbow with involvement of other organs and systems
M05.629 Rheumatoid arthritis of unspecified elbow with involvement of other organs and systems
MO05.631 Rheumatoid arthritis of right wrist with involvement of other organs and systems
M05.632 Rheumatoid arthritis of left wrist with involvement of other organs and systems

M05.639 Rheumatoid arthritis of unspecified wrist with involvement of other organs and systems
M05.641 Rheumatoid arthritis of right hand with involvement of other organs and systems
MO05.642 Rheumatoid arthritis of left hand with involvement of other organs and systems
MO05.649 Rheumatoid arthritis of unspecified hand with involvement of other organs and systems
M05.651 Rheumatoid arthritis of right hip with involvement of other organs and systems

MO05.652 Rheumatoid arthritis of left hip with involvement of other organs and systems
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MO05.659 Rheumatoid arthritis of unspecified hip with involvement of other organs and systems

MO05.661 Rheumatoid arthritis of right knee with involvement of other organs and systems
M05.662 Rheumatoid arthritis of left knee with involvement of other organs and systems
M05.669 Rheumatoid arthritis of unspecified knee with involvement of other organs and systems
M05.671 Rheumatoid arthritis of right ankle and foot with involvement of other organs and systems
M05.672 Rheumatoid arthritis of left ankle and foot with involvement of other organs and systems
M05.679 Rhtiumatoid arthritis of unspecified ankle and foot with involvement of other organs and
systems
M05.69 Rheumatoid arthritis of multiple sites with involvement of other organs and systems
MO05.70 Rheumatoid arthritis with rheumatoid factor of unspecified site without organ or systems
) involvement
MO05.711 Rheumatoid arthritis with rheumatoid factor of right shoulder without organ or systems
) involvement
MO05.712 Rheumatoid arthritis with rheumatoid factor of left shoulder without organ or systems
) involvement

Rheumatoid arthritis with rheumatoid factor of unspecified shoulder without organ or

e systems involvement
MO06.1 Adult-onset Still's disease
M08.00 Unspecified juvenile rheumatoid arthritis of unspecified site

M08.011 Unspecified juvenile rheumatoid arthritis, right shoulder
M08.012 Unspecified juvenile rheumnatoid arthritis, left shoulder
M08.019 Unspecified juvenile rheumatoid arthritis, unspecified shoulder
M08.021 Unspecified juvenile rheumatoid arthritis, right elbow
M08.022 Unspecified juvenile rheumatoid arthritis, left elbow

MO08.029 Unspecified juvenile rheumatoid arthritis, unspecified elbow
M08.031 Unspecified juvenile theumatoid arthritis, right wrist

M08.032 Unspecified juvenile rheumatoid arthritis, left wrist

MO08.039 Unspecified juvenile rheumatoid arthritis, unspecified wrist
M08.041 Unspecified juvenile rheumatoid arthritis, right hand
M08.042 Unspecified juvenile rheumatoid arthritis, left hand

M08.049 Unspecified juvenile rheumnatoid arthritis, unspecified hand
M08.051 Unspecified juvenile rheumatoid arthritis, right hip

M08.052 Unspecified juvenile rheumatoid arthritis, left hip

M08.059 Unspecified juvenile rheumatoid arthritis, unspecified hip
M08.061 Unspecified juvenile rheumatoid arthritis, right knee
M08.062 Unspecified juvenile rheumatoid arthritis, left knee

M08.069 Unspecified juvenile rheumatoid arthritis, unspecified knee
M08.071 Unspecified juvenile rheumatoid arthritis, right ankle and foot
M08.072 Unspecified juvenile rheumatoid arthritis, left ankle and foot

M08.079 Unspecified juvenile rheumatoid arthritis, unspecified ankle and foot
MO08.08 Unspecified juvenile rheumatoid arthritis, vertebrae

MO08.09 Unspecified juvenile rheumatoid arthritis, multiple sites

M08.20 Juvenile rheumatoid arthritis with systemic onset, unspecified site
M08.211 Juvenile rheumatoid arthritis with systemic onset, right shoulder
M08.212 Juvenile rheumatoid arthritis with systemic onset, left shoulder
M08.219 Juvenile rheumatoid arthritis with systemic onset, unspecified shoulder
M08.221 Juvenile rheumatoid arthritis with systemic onset, right elbow
M08.222 Juvenile rheumatoid arthritis with systemic onset, left elbow
M08.229 Juvenile rheumatoid arthritis with systemic onset, unspecified elbow
M08.231 Juvenile rheumatoid arthritis with systemic onset, right wrist
M08.232 Juvenile rheumatoid arthritis with systemic onset, left wrist

M08.239 Juvenile rheumatoid arthritis with systemic onset, unspecified wrist

M08.241 Juvenile rheumatoid arthritis with systemic onset, right hand
| M08.242 Juvenile rheumatoid arthritis with systemic onset, left hand
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M08.249 Juvenile rheumatoid arthritis with systemic onset, unspecified hand
M08.251 Juvenile rheumatoid arthritis with systemic onset, right hip
M08.252 Juvenile rheumatoid arthritis with systemic onset, left hip
M08.259 Juvenile rheumatoid arthritis with systemic onset, unspecified hip
M08.261 Juvenile rheumatoid arthritis with systemic onset, right knee
M08.262 Juvenile rheumatoid arthritis with systemic onset, left knee
M08.269 Juvenile rheumatoid arthritis with systemic onset, unspecified knee
M08.271 Juvenile rheumatoid arthritis with systemic onset, right ankle and foot
M08.272 Juvenile rheumatoid arthritis with systemic onset, left ankle and foot
M08.279 Juvenile rheumatoid arthritis with systemic onset, unspecified ankle and foot
M08.28 Juvenile rheumatoid arthritis with systemic onset, vertebrae
M08.29 Juvenile rheumatoid arthritis with systemic onset, multiple sites

M08.3 Juvenile rheumatoid polyarthritis (seronegative)

M08.40 Pauciarticular juvenile rheumatoid arthritis, unspecified site
M08.411 Pauciarticular juvenile rheumatoid arthritis, right shoulder
M08.412 Pauciarticular juvenile rheumatoid arthritis, left shoulder
MO08.419 Pauciarticular juvenile rheumatoid arthritis, unspecified shoulder
M08.421 Pauciarticular juvenile rheumatoid arthritis, right elbow
M08.422 Pauciarticular juvenile rheumatoid arthritis, left elbow
M08.429 Pauciarticular juvenile rheumatoid arthritis, unspecified elbow
M08.431 Pauciarticular juvenile rheumatoid arthritis, right wrist
M08.432 Pauciarticular juvenile rheumatoid arthritis, left wrist
M08.438 Pauciarticular juvenile rheumatoid arthritis, unspecified wrist
M08.441 Pauciarticular juvenile rheumatoid arthritis, right hand
M08.442 Pauciarticular juvenile rheumatoid arthritis, left hand
MO08.449 Pauciarticular juvenile rheumatoid arthritis, unspecified hand
M08.451 Pauciarticular juvenile rheumatoid arthritis, right hip
M08.452 Pauciarticular juvenile rheumatoid arthritis, left hip
M08.459 Pauciarticular juvenile rheumatoid arthritis, unspecified hip
M08.461 Pauciarticular juvenile rheumatoid arthritis, right knee
M08.462 Pauciarticular juvenile rheumatoid arthritis, left knee
M08.469 Pauciarticular juvenile rheumatoid arthritis, unspecified knee
M08.471 Pauciarticular juvenile theumatoid arthritis, right ankle and foot
M08.472 Pauciarticular juvenile rheumatoid arthritis, left ankle and foot
M08.479 Pauciarticular juvenile rheumatoid arthritis, unspecified ankle and foot
M08.48 Pauciarticular juvenile rheumatoid arthritis, vertebrae

M08.80 Other juvenile arthritis, unspecified site
M08.811 Other juvenile arthritis, right shoulder
M08.812 Other juvenile arthritis, left shoulder
M08.819 Other juvenile arthritis, unspecified shoulder
M08.821 Other juvenile arthritis, right elbow
M08.822 Other juvenile arthritis, left elbow
M08.829 Other juvenile arthritis, unspecified elbow
M08.831 Other juvenile arthritis, right wrist
M08.832 Other juvenile arthritis, left wrist
M08.839 Other juvenile arthritis, unspecified wrist
M08.841 Other juvenile arthritis, right hand
M08.842 Other juvenile arthritis, left hand
M08.849 Other juvenile arthritis, unspecified hand
MO08.851 Other juvenile arthritis, right hip
M08.852 Other juvenile arthritis, left hip
M08.859 Other juvenile arthritis, unspecified hip
M08.861 Other juvenile arthritis, right knee
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M08.862 Other juvenile arthritis, left knee
M08.869 Other juvenile arthritis, unspecified knee
M08.871 Other juvenile arthritis, right ankle and foot
M08.872 Other juvenile arthritis, left ankle and foot
M08.879 Other juvenile arthritis, unspecified ankle and foot
MO08.88 Other juvenile arthritis, vertebrae
M08.89 Other juvenile arthritis, multiple sites
M08.90 Juvenile arthritis, unspecified, unspecified site
MO08.911 Juvenile arthritis, unspecified, right shoulder
M08.912 Juvenile arthritis, unspecified, left shoulder
M08.919 Juvenile arthritis, unspecified, unspecified shoulder
M08.921 Juvenile arthritis, unspecified, right elbow
M08.922 Juvenile arthritis, unspecified, left elbow
M08.929 Juvenile arthritis, unspecified, unspecified elbow
M08.931 Juvenile arthritis, unspecified, right wrist
M08.932 Juvenile arthritis, unspecified, left wrist
MO08.939 Juvenile arthritis, unspecified, unspecified wrist
M08.941 Juvenile arthritis, unspecified, right hand
M08.942 Juvenile arthritis, unspecified, left hand
MO08.949 Juvenile arthritis, unspecified, unspecified hand
M08.951 Juvenile arthritis, unspecified, right hip
M08.952 Juvenile arthritis, unspecified, left hip
M08.959 Juvenile arthritis, unspecified, unspecified hip
M08.961 Juvenile arthritis, unspecified, right knee
M08.962 Juvenile arthritis, unspecified, left knee
M08.969 Juvenile arthritis, unspecified, unspecified knee
M08.971 Juvenile arthritis, unspecified, right ankle and foot
M08.972 Juvenile arthritis, unspecified, left ankle and foot
M08.979 Juvenile arthritis, unspecified, unspecified ankle and foot
M08.98 Juvenile arthritis, unspecified, vertebrae
M08.99 Juvenile arthritis, unspecified, multiple sites
M30.3 Mucocutaneous lymph node syndrome [Kawasaki]
M33.00 Juvenile dermatopolymyositis, organ involvement unspecified
M33.01 Juvenile dermatopolymyositis with respiratory involvement
M33.02 Juvenile dermatopolymyositis with myopathy
M33.09 Juvenile dermatopolymyositis with other organ involvement
M33.10 Other dermatopolymyositis, organ involvement unspecified
M33.11 Other dermatopolymyositis with respiratory involvement
M33.12 Other dermatopolymyositis with myopathy
M33.19 Other dermatopolymyositis with other organ involvement
M33.20 Polymyositis, organ involvement unspecified
M33.21 Polymyositis with respiratory involvement
M33.22 Polymyositis with myopathy
M33.29 Polymyositis with other organ involvement
M33.90 Dermatopolymyositis, unspecified, organ involvement unspecified
M33.91 Dermatopolymyositis, unspecified with respiratory involvement
M33.92 Dermatopolymyositis, unspecified with myopathy
M33.99 Dermatopolymyositis, unspecified with other organ involvement
M36.0 Dermato(poly)myositis in neoplastic disease
026.40 Herpes gestationis, unspecified trimester
026.41 Herpes gestationis, first trimester
026.42 Herpes gestationis, second trimester
026.43 Herpes gestationis, third trimester
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P61.0 Transient neonatal thrombocytopenia
T86.00 Unspecified complication of bone marrow transplant
T86.01 Bone marrow transplant rejection
T86.02 Bone marrow transplant failure
T86.03 Bone marrow transplant infection
T86.09 Other complications of bone marrow transplant
T86.10 Unspecified complication of kidney transplant
T86.11 Kidney transplant rejection
T86.12 Kidney transplant failure
T86.13 Kidney transplant infection
T86.19 Other complication of kidney transplant
Z748.290 Encounter for aftercare following bone marrow transplant
294.81 Bone marrow transplant status
794.84 Stem cells transplant status
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N/A Added product selection criteria. Approved by the National Pharmacy & Therapeutics
Committee on 11/12/2013.

12/1/2013 | Full policy review. Removed Gamunex from list of products. Changed “myasthenia
gravis, acute exacerbation” to “myasthenic exacerbation,” and revised medical necessity
criteria for this indication. Revised medical necessity criteria for CIDP, dermatomyositis
and polymyositis, GBS, LEMS, MMN, MS, and stiff-person syndrome. Specified that IVIG
is proven in allogeneic BMT. Added treatment of acute GVHD after autologous BMT,
prevention of infection after autologous BMT, and ocular myasthenia to the list of
unproven uses. Added FDA Safety Communication. Updated clinical evidence and
references. Updated list of ICD-9 codes (added 355.9) and associated ICD-10 codes.
Approved by the National Pharmacy & Therapeutics Committee on 10/8/2013. Policy
2013D0035L archived.

6/1/2013 Revised dosing for prevention of infection and prevention of GVHD after BMT and for
fetomaternal alloimmune thrombocytopenia. Approved by the National Pharmacy &
Therapeutics Committee on 4/9/2013. Policy 2013D0035K archived.

4/1/2013 Policy updated. Added Bivigam to list of products. Updated list of ICD-9 codes (added
242.00 and 242.01, and removed 242.0, 287.33, 337.00, 337.09, 356.9, 358.00, 714.4,
and 776.7) and associated ICD-10 codes. Approved by the National Pharmacy &
Therapeutics Committee on 2/19/2013.

4/1/2013 Annual policy review. Removed Vivaglobin from list of products. Added Aizheimer's

~2/1/2016
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disease to the list of unproven uses. Revised paraproteinemic neuropathy from unproven
to proven use. Reformatted list of proven and unproven uses to appear in alphabetical
order. Added medical necessity criteria. Updated clinical evidence and references.
Added FDA Safety Communication. Added CPT codes 90283 and 90284 to the policy.
Updated list of ICD-9 codes (added 204.12, 279.11, 279.8, 279.9, 288.09, 288.1, 323.01,
323.02, 323.9, 357.9, 484.1, 646.80, 646.81, 646.82, 646.83, 646.84, 678.00, 678.03,
757.39, 776.8, and 776.9, and removed 038.10, 041.01, 279.02, 337.01, 694.0, 77210,
772.11, 772.12, 772.13, 772.14, 995.91, and 995.92) and applicable ICD-10 codes.
Approved by the National Pharmacy & Therapeutics Committee on 11/13/2012.
Modifications to policy based upon societal input approved by the National Pharmacy &
Therapeutics Committee on 12/14/2012. Policy 2012D0035J archived.

11/1/2012 | Policy updated. Pediatric autoimmune neuropsychiatric disorders associated with
streptococcal infection (PANDAS) revised to unproven use. Updated FDA section to list
multifocal motor neuropathy as a new indication for Gammagard. Updated clinical
evidence and references. Updated list of ICD-9 codes (added 337.00, 337.01, 337.09,
772.10, 772.11, 772.12, 772.13, 772.14, and 773.2, and removed 337.0, 493, 772.1, and
996.8). Added list of applicable ICD-10 codes (preview draft) in preparation for the
transition from ICD-9 to ICD-10 medical coding on 10/01/14. Approved by the National
Pharmacy & Therapeutics Committee on 7/10/2012. Policy 2012D0035I archived.

3/1/2012 Policy updated. Added Gammaked to list of products. Approved by the National
Pharmacy & Therapeutics Committee on 1/10/2012. Policy 2012D0035H archived.

2/1/2012 Policy updated. Gammagard Liquid added to list of subcutaneous products. Prevention
and treatment of neonatal sepsis revised to unproven status. Addition of Clinical
Evidence related to treatment and prevention of neonatal sepsis. Updated list of proven
ICD-9 codes (removed 771.81). Added code J1557, which became effective on 1/1/2012.
Approved by the National Pharmacy & Therapeutics Committee on 11/8/2011. Policy
2012D0035G archived.

1/1/2012 Policy updated with code J1557, effective on 1/1/2012. Policy 2011D0035F archived.

10/1/2011 Policy updated with addition of ICD-9 codes 358.30, 358.31, and 358.39, which became
effective on 10/1/2011. Incomplete ICD-9 code 041.0 updated to 041.01. Policy
2011D0035E archived.

9/1/2011 Annual policy review. Added Flebogamma DIF and Gamunex-C to list of products.
Autoimmune blistering skin diseases revised to proven use. Revised proven status and
evidence for intractable childhood epilepsy to be specific to Lennox Gastaut syndrome.
Updated list of proven ICD-9 codes (added 041.0, 238.79, 242.0, 273.1 279.51, 279.53,
323.81, 337.0, 345.00, 345.01, 345.10, 345.11, 493, 493.01, 493.11, 493.21, 694.0,
694.4, 694.5, 694.60, 694.61, 694.8, 695.13, 695.14, 695.15, 708.5, 708.8, 772.1,776.7,
995.91, 995.92, 996.8, 996.81, and 996.85, and removed 204.00 and 446.6). Removed
all unproven ICD-9 codes from the policy because standard policy format is to list only
proven ICD-9 codes. Approved by the National Pharmacy & Therapeutics Committee on
7/12/2011. Policy 2010D0035D archived.

1/5/2011 Policy updated with addition of codes J1559 and J1599, which became effective on
1/1/2011.

11/14/2010 | Removed 287.4 from and added 287.41 to list of proven ICD-9 codes.

8/16/2010 | Policy revised per annual review. Posttransfusion purpura revised to proven use. Clinical
evidence and references revised. Switched ICD-9 287.4 to proven. Approved by the
National Pharmacy & Therapeutics Committee on 5/11/2010. Added Gammaplex to list
of products and information to Background section regarding product IgG content.
Approved by the National Pharmacy & Therapeutics Committee on 8/11/2010. Policy
2009D0035C archived.

11/16/2009 | Updated list of proven indications for immune globulin (IVIG) to add fetomaternal
alloimmune thrombocytopenia; enteroviral meningoencephalitis; staphylococcal toxic
shock; treatment of acute humoral rejection in renal transplantation; and primary immune
defects with normogammaglobulinemia and impaired specific antibody production.
Revised coverage rationale to indicate the use of IVIG for the treatment of diabetes
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mellitus is proven for autoimmune, type 1 diabetes mellitus only and the use of IVIG for
the treatment of multiple sclerosis (MS) is proven for relapsing-remitting multiple
sclerosis only. Updated the list of unproven indications to include Sjogren's syndrome.
Updated list of proven ICD-9 codes (added 038.10, 040.82, 048, 279.12, and 776.1 and
removed 249.00-249.91, 250.00, 250.02, 250.10, 250.12, 250.20, 250.22, 250.30,
250.32, 250.40, 250.42, 250.50, 250.52, 250.60, 250.62, 250.70, 250.72, 250.80,
250.82. 250.90, 250.92, 279.01 and 694.60). Approved by National Pharmacy &
Therapeutics Committee on 6/9/2009. Policy 2008D0035B archived.

7/7/2009 Policy updated with separation of monoclonal gammopathy and multiple sclerosis (MS)
diagnoses in neuroimmunologic disorders section.

1/2/2009 Policy updated with deletion of codes G0332 and Q4097 and addition of code J1459.
Policy 2008D0035A archived.

11/7/2008 | New ICD9 code added 90283.

9/17/2008 New ICD9 Codes for Diabetes added as Proven.

9/16/2008 | Diagnosis codes 279.01 and 279.02 added as Proven.

8/18/2008 | Diagnosis codes 279.00 and 279.03 added to Proven Diagnosis Code list per National
Pharmacy & Therapeutics Committee.

6/30/2008 | Proven diagnosis code list updated per Manager, Coding and Integrity.

6/30/2008 | Diagnosis code 279.00 removed and 358.1 added to Proven Diagnosis Code list per
Manger, Coding and Integrity.

4/22/2008 | Diagnosis codes 279.05 and 279.06 removed from Unproven Diagnosis Codes per
Manager, Coding and Integrity.

4/10/2008 | immune Globulin (IVIG)2008D0035A replaces the previous policies, Intravenous Immune
Serum Globulin (IVIG) for Recurrent Spontaneous Abortion 2006D0009B,; Intravenous
Immune Globulin (IVig) Use in Rheumatological Disorders 2005D0015C; Intravenous
Immune Globulin (IVIg) Use in Neurological and Neuromuscular Disorders 2005D0014C;
Intravenous Immune Globulin (IVlg) Use in Infectious Disease 2005D2019C; Intravenous
Immune Globulin (IVIg) Use in Miscellaneous Disorders 2007D0020D; Intravenous
immune Globulin (IVIlg) Use in Hematological Disorders 2005D0018C. Previous policies
were archived.
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7. Response to State Health Plan’s Current CON
Criteria for Home Health Agencies
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AxelaCare Health Resources--CN 1606-022
Supplemental Response to Application Section C.Need, Item 1
(Specific Criteria: Home Health)

Standards and Criteria--State Health Plan

1. Determination of Need: In a given county, 1.5 percent of the total population will be
considered as the need estimate for home health services in that county. This 1.5 percent
formula will be applied as a general guideline, as a means of comparison within the
proposed Service Area.

2. The need for home health services should be projected three years from the latest
available year of final JAR data.

3. The use rate of existing home health agencies in each county of the Service Area will be
determined by examining the latest utilization rate as calculated from the JARs of existing
home health agencies in the Service Area. Based on the number of patients served by home
health agencies in the Service Area, an estimation will be made as to how many patients
could be served in the future.

In the table on page 29 of the CON application, TDOH projected the service area
need/surplus in conformity to criteria 1 and 3 above, but used its customary 4-year (2020)
projection horizon for calculating need as specified in an earlier version of these Guidelines.

At the end of this response, the applicant is submitting a Supplemental Table One, a
revised Need projection that uses the 2018 population projections of the TDOH to comply with
the 3-year planning horizon now specified in the current State Plan. The table indicates a surplus
capacity of 15,122 patients, based on the 1.5% criterion and the most recent (2015) JAR home
health data. This surplus varies insignificantly from the 15,237 surplus the TDOH projected on a
four-year horizon (CY2020) in the original application.

This projected surplus is neither accurate nor relevant to this specialty project. First, the
projection methodology is stated as a “general guideline” and it uses a simple 1.5% “need”
planning factor for each county’s population. A one-size-fits-all methodology is not helpful to
identify the needs of such a specialized group as immune-compromised patients who require
IVIG therapy. Second, the State-Plan projection methodology is seriously inaccurate. There
were 39,117 actual home health agency patients served in the area in 2015, which is an evidence-
based indicator of need. That utilization was 59% higher than the 24,625 patients that the 1.5%
formula projects to be needed in CY2018. This alone calls into question the reliability of this
projection methodology.

4. County Need Standard: The applicant should demonstrate that there is a need for home
health services in each county in the proposed Service Area by providing documentation
(e.g., letters) where: a) health care providers had difficulty or were unable successfully to
refer a patient to a home care organization and/or were dissatisfied with the quality of
services provided by existing home care organizations based on Medicare’s system Home
Health Compare and/or similar data; b) potential patients or providers in the proposed
Service Area attempted to find appropriate home health services but were not able to secure
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such services; c) providers supply an estimate of the potential number of patients that they
might refer to the applicant.

The applicant has submitted several such letters of support from area physicians who cite
the need for the project, due to difficulty of finding home health providers in this service area
who are able and willing to respond timely to their patients’ needs with the level of service that
AxelaCare proposes to provide. Physicians are not willing to provide estimates of future referrals
to a prospective provider.

5. Current Service Area Utilization: The applicant should document by county: a) all
existing providers of home health services within the proposed Service Area; and b) the
number of patients served during the most recent 12-month period for which data are
available. To characterize existing providers located within Tennessee, the applicant should
use final data provided by the JARs maintained by the Tennessee Department of Health. In
each county of the proposed Service Area, the applicant should identify home health
agencies that have reported serving 5 or fewer patients for each of the last three years based
on final and available JAR data. If an agency in the proposed Service Area who serves few
or no patients is opposing the application, that opponent agency should provide evidence as
to why it does not serve a larger number of patients.

The applicant submitted three years of JAR-reported patient data for every home health
agency with authorization to provide care to any of the 21 counties in the project service area.
The applicant also provided the patients each agency served in CY2015 within this project’s
service area. That data was in Tables Six-A through Nine-C on pages 44a-44g of the application.

The applicant has identified several existing agencies that have served five or fewer
patients in this service area during each of the past three years. They are shown on Supplemental
Table Two, attached at the end of this response.

6. Adequate Staffing: Using TDH Licensure data, the applicant should 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 document that such personnel are available to work in the proposed
Service Area. The applicant should state the percentage of qualified personnel directly
employed or employed through a third party staffing agency.

AxelaCare has extensive experience in recruiting, employing, training, assessing the
competencies of, and supervising and retaining skilled nursing staff to specifically manage IVIG
care in the patients’ homes.

AxelaCare is America’s fourth largest provider of home infusion medications and
services. It is a leader in research partnerships in this field of medicine. AxelaCare is accredited
by the Joint Commission, and holds the Joint Commission’s Gold Seal of Approval for the
quality of its programs. AxelaCare’s National Pharmacy Program (which supports this project by
providing medications to the home health team) is accredited by URAC (originally named the
Utilization Review Accreditation Program), a distinction which it earned with a 100% score on its
accreditation surveys. Additional information on URAC is provided in the Attachments to the
application.
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AxelaCare is both a licensed pharmaceutical provider and a home health services
provider. As a provider of medications, AxelaCare pharmacies prepare and ship home infusion
pharmaceuticals to patients in 48 States. As a services provider in 17 States (through 33 branch
offices) AxelaCare operates a full-scope program that integrates (a) the AxelaCare Pharmacy with
(b) AxelaCare clinical teams of pharmacists and skilled home infusion nurses who manage the
infusion of those medications in patients’ homes, as directed by their physicians. AxelaCare
nurses and pharmacists in all 17 states are available 24/7 for patient assistance and for
consultation with referring physicians -- before, during and after the patient’s infusion.

Based on the above company experience and demonstrated quality, AxelaCare anticipates
no problems in attracting superior staff for this project, in urban areas and healthcare centers the
size of Memphis and Jackson. Implementation of this project will require development of only a
small clinical staff -- between 3 and 4 skilled care nurses with documented competencies in
infusion care. These will all be employed; none will be employed through a third-party staffing
agency.

7. Community Linkage Plan: The applicant should provide a community linkage plan that
demonstrates factors such as, but not limited to, referral arrangements with appropriate
health care system providers/services (that comply with CMS patient choice protections)
and working agreements with other related community services assuring continuity of care
focusing on coordinated, integrated systems. A new provider may submit a proposed
community linkage plan.

The applicant will be a new provider of nursing services for home infusion of Immune
Globulin (IG) pharmaceuticals. For this type of patient, the primary community linkages will be
referring specialty physicians, because they will make referral and treatment decisions for these
special-needs patients. AxelaCare will regularly call on all area specialty physician groups who
serve patients with potential needs for IVIG, to keep them currently advised of AxelaCare’s
resources to optimize their patients’ care. AxelaCare will meet monthly with all physicians who
refer patients to them, to review and discuss their patient outcome data and to confer on future
treatment options.

Secondary community linkages will be to area hospitals’ discharge planners and medical
staff, AxelaCare representatives will be in regular communication with those groups at most
service area hospitals, to ensure their awareness of AxelaCare treatment options.

8. TennCare Managed Care Organizations (MCOs) and Financial Viability: Given the time
frame required to obtain Medicare certification, an applicant proposing to contract with the
Bureau of TennCare’s MCOs should provide evidence of financial viability during the time
period necessary to receive such certification. Applicants should be aware that MCOs are
under no obligation to contract with home care organizations, even if Medicare certification
is obtained, and that Private Duty Services are not Medicare certifiable services. Applicants
who believe there is a need to serve TennCare patients should contact the TennCare MCOs
in the region of the proposed Service Area and inquire whether their panels are open for
home health services, as advised in the notice posted on the HSDA website, to determine
whether at any given point there is a need for a provider in a particular area of the state;
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letters from the TennCare MCOs should be provided to document such need. See Note 2 for
additional information.

Not applicable. The applicant will not be able to serve TennCare patients because the
applicant will not have a Medicare provider number, which is a condition of contracting with the
MCO’s.

Applicants should also provide information on projected revenue sources, including non-
TennCare revenue sources.

As stated in the application, the applicant’s gross revenues will be 98% from multiple
commercial insurors, because the applicant will not be serving Medicare and TennCare patients.
It does not seem helpful to the review process to identify the large number of commercial
insurance companies who reimburse providers for IVIG care—-any one of which could have a
covered patient in Tennessee.

9. Proposed Charges: The applicant’s proposed charges should be reasonable in
comparison with those of other similar agencies in the Service Area or in adjoining service
areas. The applicant should list:

a. The average charge per visit and/or episode of care by service category, if available in the
JAR data.

b. The average charge per patient based upon the projected number of visits and/or
episodes of care and/or hours per patient, if available in the JAR data.

Table Four on page 34 of the application provided 2015 JAR data on charges per visit
and charges per hour for all area agencies who reported those. Reporting is very sketchy in the
HHA Joint Annual Reports. The data is for skilled nursing only, which is the only home health
service proposed in this application. However, this JAR data does not allow a meaningful
comparison to AxelaCare’s very different pricing structure.

AxelaCare pays its infusion nurses between $37 and $45 per hour; an average is
approximately $40 per hour. However, AxelaCare projects Year One (2017) average expected
nursing revenues of $240 per visit, much higher than general home health agencies who are not
providing infusion care.

The only comparable specialty infusion-specific charge data identified by the applicant in
publicly available sources was CN1406-018, approved in 2014 for Coram/CVS Specialty
Infusion Services to do specialty home infusion care. In that document, Coram projected
average charges for its “specialty infusion patient” at $290-$348 (see page 87 of Coram’s CON
application). In comparison, the average expected revenue per visit projected by AxelaCare for
this project in 2017 is $240 for the nursing component. This is consistent with the Coram
projections. The Coram 2015 Joint Annual Report provides no data on average charges. It is
Coram’s first such report since becoming operational in late 2015.

10. Access: In concert with the factors set forth in HSDA Rule 0720-11-.01(1) (which lists
those factors concerning need on which an application may be evaluated), the HSDA may
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choose to give special consideration to an applicant that is able to show that there is limited
access in the proposed Service Area for groups with special medical needs such as, but not
limited to, medically fragile children, newborns and their mothers, and HIV/AIDS patients.
Pediatrics is a special medical needs population, and therefore any provider applying to
provide these services should demonstrate documentation of adequately trained staff
specific to this population’s needs with a plan to provide ongoing best practice education.
For purposes of this Standard, an applicant should document need using population,
service, special needs, and/or disease incidence rates. If granted, the Certificate of Need
should be restricted on condition, and thus in its licensure, to serving the special group or
groups identified in the application. The restricting language should be as follows:
CONDITION: Home health agency services are limited to (identified specialty service
group); the expansion of service beyond (identified specialty service group) will require the
filing of a new Certificate of Need application. Please see Note 3 regarding federal law
prohibitions on discrimination in the provision of health care services.

The applicant will serve a relatively small specialty patient population -- those whose
physicians prescribe immune globulin infusions (IVIG). It is not clear that this criterion of the
State Health Plan encompasses an IVIG patient. Regardless, the applicant requests that its CON
be limited to home infusion of immune globulin pharmaceuticals, consistent with the wording in
this criterion.

11.Quality Control and Monitoring: The applicant should identify and document its
existing or proposed plan for data reporting (including data on patient re-admission to
hospitals), quality improvement, and an outcome and process monitoring system (including
continuum of care and transitions of care from acute care facilities). If applicable, the
applicant should provide documentation that it is, or that it intends to be, fully accredited
by the Joint Commission, the Community Health Accreditation Program, Inc., the
Accreditation Commission for Health Care, and/or other accrediting body with deeming
authority for home health services from CMS.

The applicant has submitted documentation of its accreditation by the J oint Commission,
including its Gold Seal award. Examples of AxelaCare’s highly articulated Quality Improvement
program were submitted as Attachments to the application.

12. Data Requirements: Applicants should 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 of practice, existing data
reporting streams will be relied upon and adapted over time to collect all needed
information.

The applicant so agrees, as stated on page 66 of this CON application.

Attachments:

1. Supplemental Table One: Revised Need Projection Table
2. Supplemental Table Two: Area Agencies Who Served 5 or Fewer Patients in the Service Area
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Supplemental Table One: AxelaCare West Tennessee Service Area--Three-Year Projection of

Service Area N

leed Under State Health Plan Guidelines

a 'A&.'! mene L Seing 1.5 | poput g o Rate i & panulstion .- (Capacity- b

Tennessee 1,473 170,384| 6,735,706| 0.0252956409| 6,962,031 176,10

Benton 12 11 684 16,655| 0.0410687481 16,711 686 251 (436)
Carroll 13 13 1,465 28,430| 0.0515300739 28,298 1,458 424 (1,034)
Chester 13 13 545 18,076] 0.0301504758 18,633 562 279 (282)
Crockett 12 11 567 14,845| 0.0381946783 14,982 572 225 (348)
Decatur 15 15 648 11,939 0.0542759025 12,029 653 180 (472)
Dyer 9 9 1,902 39,155 0.0485761716 39,607 1,924 594 (1,330)
Fayette 21 20 707 43,631| 0.0162040751 46,608 755 699 (56
Gibson 14 14 1,870 51,119] 0.0365813103 51,934 1,900 779 (1,121)
Hardeman 15 14 920 27,285| 0.0337181602 27,284 920 409 (511)
Hardin 16 15 1,101 26,479] 0.0415801201 26,680 1,109 400 (709)
Haywood 15 13 649 18,477| 0.0351247497 18,274 642 274 (368)
Henderson 12 12 1,209 29,101| 0.0415449641 29,836 1,240 448 (792)
Henry 11 10 1,270 33,267| 0.0381759702 33,771 1,289 507 (783)
Lake 7 6 357 8,230| 0.0433778858 8,441 366 127 (240)
Lauderdale 14 12 907 28,529] 0.0317922114 28,930 920 434 (486)
McNairy 14 14 1,138 27,019] 0.0421185092 27,486 1,158 412 (745)!
Madison 18 17 3,220 102,429| 0.0314364096 104,799 3,295 1,672 (1,723)
Obion 10 10 1,314 31,722 0.0414223567 31,625 1.310 474 (836)
Shelby 26 26 16,269 953,899 0.0170552648 970,212 16,547 14,553 (1,994)
Tipton 21 19 1,172 66.234| 0.0176948395 69,239 1,225 1.039 (187)
Weakley 15 15 1,203 35,894| 0.0335153508 36,300 1.217 545 (672)
PSA TOTAL 303 289 39,117 1.612.415 1,641,679 39,747 24,625 (15,122)

*Most recent year of Joint Annual Report data for Home Heaith Agencies
*Data is projected three years from the year the Home Health data was finalized, not the actual year of Home Health data.

Population Data Source:

Note: Population data will not match the UTCBER data exactly due to rounding.

Source: Tennessee Department of Health, Division of Policy, Planning and Assessment

April 2016

The University of Tennessee Center for Business and Economic Research (UTCBER) Projection Data Files,
reassembled by the Tennessee Department of Health, Division of Policy, Planning and Assessment.



SUPPLEMENTAL #1

June 23, 2016
12:14 pm

Supplemental Table 2: Agencies Serving Fewer than Five Area Residents Per Year
(State Health Plan Home Health Review Criterion #5)
State Home 2013 2014 2015
ID Agency Name County Patients | Patients | Patients
33103 | Amedysis Home Health Hamilton 0 0 0
79446 | Baptist Trinity Home Care--Private Pay Shelby 1 1 1
79556 | Coram/CVS Specialty Infusion Shelby na na 4
19544 | Home Care Solutions Davidson 0 0 0
60024 | NHC HomeCare Maury 0 2 0
41034 | Saint Thomas Home Health Hickman 0 0 1

Note: Coram/CVS was not operational until late 2015



SUPPLEMENTAL #1

June 23, 2016
12:14 pm

12. UnitedHealth Group Earnings Report, Q1 2016
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NEWS RELEASE
UNITEDHEALTH GROUP’

Investors:  Brett Manderfeld  John S. Penshorn Media: Don Nathan Tyler Mason
Vice President Senior Vice President Senior Vice President ~ Vice President
952-936-7216 952-936-7214 952-936-1885 424-333-6122

(For Immediate Release)

UNITEDHEALTH GROUP REPORTS FIRST QUARTER RESULTS
o  First Quarter Revenues of $44.5 Billion Grew 25% Year-Over-Year
e UnitedHealthcare Added 2 Million More People Domestically in the Past 12 Months,
Including 1.3 Million More People in the First Quarter
e  Optum Revenues of $19.7 Billion Grew 54% Year-Over-Year
e Cash Flows from Operations were $2.3 Billion in the Quarter

e First Quarter Adjusted Net Earnings of $1.81 Per Share Grew 17% Year-Over-Year

NEW YORK, NY (April 19, 2016) — UnitedHealth Group (NYSE: UNH) today reported first quarter results,
highlighted by strong execution, consistent operating performance and compelling product and service offerings

driving broad-based growth across the Company.

“Our commitment and determination to constantly improve how we serve customers and consumers in health benefits
and services is reflected in consistent, market-leading organic growth and strong levels of customer retention in the

first quarter,” said Stephen J. Hemsley, chief executive officer of UnitedHealth Group.

Based on the first quarter results and business trends, the Company now expects 2016 revenues of approximately
$182 billion and adjusted net earnings in a range of $7.75 to $7.95 per share. The increase in the outlook for adjusted
net earnings of $0.15 per share is due to changes in the expected income tax rate and intangible amortization,

Management affirmed its outlook for strong cash flows from operations of up to $10 billion.

Page 1 of 7
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UNITEDHEALTH GROUP*

Quarterly Financial Performance
Three Months Ended
March 31, March31, December 31,

2016 2015 2015
Revenues $44.5 billion $35.8 billion  $43.6 billion
Earnings From Operations ~ $3.0 billion ~ $2.6 billion $2.5 billion
Net Margin 3.6% 4.0% 2.8%

UnitedHealth Group first quarter 2016 revenues of $44.5 billion grew 25 percent or $8.8 billion year-over-year.
Growth was broad-based and reflected growing market demand for the Company’s product and service offerings.
UnitedHealthcare revenues grew 10 percent and Optum revenues grew 54 percent, with revenue growth of

20 percent or more at each Optum business.

First quarter earnings from operations were $3 billion and adjusted net earnings grew 17 percent year-over-year to
$1.81 per share. As expected, the first quarter net margin of 3.6 percent decreased 40 basis points year-over-year,
due principally to an increased level of pharmacy care services business.

First quarter 2016 cash flows from operations of $2.3 billion were 1.4 times net earnings.

The consolidated medical care ratio increased 30 basis points year-over-year to 81.7 percent in the first quarter of
2016, reflecting the extra calendar day of service in the quarter. Prior year medical reserve development was
$360 million, compared to $140 million in the first quarter of 2015, and first quarter 2016 medical cost trends
were well-controlled and consistent with management expectations.

The first quarter 2016 operating cost ratio of 15.2 percent decreased 110 basis points year-over-year primarily due
to changes in business mix.

The first quarter 2016 tax rate of 39.8 percent decreased 350 basis points year-over-year from 43.3 percent in first
quarter 2015, due to the adoption of a new accounting standard. Under the new standard, certain corporate tax
benefits related to stock-based compensation programs are recorded through the tax provision. This new standard,
which added roughly $0.06 per share to net earnings due to the concentration of activity in the first quarter, is
expected to have considerably less earnings impact in the remaining quarters of 2016.

First quarter 2016 days claims payable of 51 days increased 4 days year-over-year and 1 day sequentially;

days sales outstanding of 16 days increased 3 days, due to increased government receivables and business mix.
The Company’s financial position is strong, with a debt to total capital ratio of 49 percent at March 31, 2016.

The Company expects this ratio to decrease during the second half of 2016 as debt levels are reduced.

First quarter 2016 annualized return on equity was 19 percent, an increase of 1 percentage point year-over-year.
UnitedHealth Group repurchased 4.2 million shares for $0.5 billion in first quarter 2016, at a weighted average

price of $119 per share.
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UnitedHealthcare provides health care benefits, serving individuals and employers ranging from sole proprietorships

to large, multi-site and national and international organizations; delivers health and well-being benefits to Medicare

beneficiaries and retirees; manages health care benefit programs on behalf of state Medicaid and community programs;

and serves the nation’s military service members, retirees and their families through the TRICARE program.

Quarterly Financial Performance

2016

Earnings From Operations ~ $1.9 billion

Operating Margin 5.2%

Three Months Ended

March 31, December 31,

2015

Revenues $35.9 billion $32.6 billion  $32.8 billion
$949 million

2.9%

UnitedHealthcare continues to consistently grow as more customers choose its products and services, due to the

combination of distinctive service, product innovation and integrated clinical and network value they offer.

UnitedHealthcare has developed a balanced mix of business across the commercial, government and international

markets, reflecting its deliberate strategy of diversifying and serving the breadth of needs in those markets.

UnitedHealthcare grew organically over the past year to serve 2 million more people in the U.S. medical benefits

markets, with well-diversified growth across commercial, Medicare and Medicaid offerings. First quarter growth

contributed 1.3 million people to this total, helping UnitedHealthcare’s first quarter revenues grow $3.3 billion or

10 percent year-over-year to nearly $36 billion.

First quarter 2016 earnings from operations for UnitedHealthcare of $1.9 billion were roughly even with

first quarter 2015, as strong growth largely offset a 60 basis point reduction in operating margins to 5.2 percent.

The year-over-year margin decrease was driven by increased quarterly costs from an extra calendar day of service

and public exchange performance, partially offset by reserve development.
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UnitedHealthcare Employer & Individual

UnitedHealthcare Employer & Individual grew to serve approximately 700,000 more people in the first
quarter and 1 million more people year-over-year. First quarter growth was well-balanced, with growth of
more than 300,000 people in risk-based and nearly 400,000 people in fee-based offerings, including increases
in people served through the fee-based national account, public sector, mid-sized employer, small employer
and individual segments of the market.

First quarter revenues of $12.8 billion grew $1.4 billion or 12 percent year-over-year, driven by growth in the

number of people served and price increases matching medical cost trends for risk-based products.

UnitedHealthcare Medicare & Retirement

First quarter 2016 UnitedHealthcare Medicare & Retirement revenues of $14.1 billion grew $1.3 billion or

10 percent year-over-year, due to consistent growth in services to seniors:

- In Medicare Advantage, UnitedHealthcare grew to serve 325,000 more seniors year-over-year,
a 10 percent increase, including nearly 300,000 seniors in the first quarter.

- Medicare Supplement products grew 7 percent to serve 270,000 more people year-over-year, including
165,000 in the first quarter.

- UnitedHealthcare’s stand-alone Medicare Part D program served 5 million people at March 31, 2016.
UnitedHealthcare partially offset its planned 2016 pull-back in subsidized Part D products with an
acquisition that broadened its Part D product portfolio, resulting in a net decrease of 70,000 people

served in the first quarter.

UnitedHealthcare Community & State

First quarter 2016 UnitedHealthcare Community & State revenues of $7.7 billion grew $823 million or

12 percent year-over-year due to strong overall growth and an increasing mix of higher need members.

In the past year, UnitedHealthcare grew to serve 410,000 more people in Medicaid, an increase of 8 percent,
including 145,000 more people in first quarter 2016, UnitedHealthcare continues to receive and implement
new state-based awards, including serving 55,000 people as of January 1, 2016 under the New York Essential
Plan and more than 200,000 people as of April 1, 2016 through the new Iowa Health Link program.
UnitedHealthcare received a superior score on the re-procurement and program expansion serving Nebraska’s

Medicaid program in 2017.
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QOPTUM’"

Optum is a health services business serving the broad health care marketplace, including payers, care providers,

employers, governments, life sciences companies and consumers. Using advanced data analytics and technology,

Optum’s people help improve overall health system performance: optimizing care quality, reducing costs and

improving the consumer experience and care provider performance.

Quarterly Financial Performance

Earmnings From Operations

Operating Margin

Three Months Ended
March 31, March 31, December 31,
2016 2015 2015

$19.7 billion $12.8 billion $21.9 billion
$1.1 billion $742 million $1.5 billion
5.6% 5.8% 6.9%

Optum’s growth continues to reflect its differentiated capabilities and comprehensive solutions for stakeholders

broadly across the health care system, both domestically and abroad.

First quarter 2016 Optum revenues of $19.7 billion grew $6.9 billion or 54 percent year-over-year. Optum

earnings from operations grew 49 percent or $364 million year-over-year to $1.1 billion, with solid operating

margins from all business segments. Strong growth in pharmacy care services increased operating eamnings

and reduced Optum’s overall operating margin, which decreased by 20 basis points year-over-year to

5.6 percent.

contract awards.

in the first quarter of 2016.

OptumHealth revenues of $4 billion grew $709 million or 22 percent year-over-year due to growth in its
health care delivery businesses, including expansion in neighborhood care centers. OptumHealth served
79 million consumers at March 31, 2016, for growth of 8 million people or 11 percent year-over-year.
OptumInsight revenues grew 20 percent to $1.7 billion in the first quarter of 2016, driven by growth in
technology services, care provider revenue management services and payer services.

OptumlInsight’s revenue backlog grew to $11 billion at March 31, 2016, an increase of 21 percent yeat-

over-year. Revenue backlog growth rates will fluctuate quarter to quarter, based on the timing of

OptumRx revenues of $14.3 billion grew 72 percent year-over-year, driven by both acquisitions and
organic growth. In total, OptumRx grew script fulfillment by 71 percent to 252 million adjusted scripts
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About UnitedHealth Group
UnitedHealth Group (NYSE: UNH) is a diversified health and well-being company dedicated to helping people live

healthier lives and helping make the health system work better for everyone. UnitedHealth Group offers a broad
spectrum of products and services through two distinct platforms: UnitedHealthcare, which provides health care
coverage and benefits services; and Optum, which provides information and technology-enabled health services. For

more information, visit UnitedHealth Group at www.unitedhealthgroup.com or follow @UnitedHealthGrp on Twitter.

Earnings Conference Call

As previously announced, UnitedHealth Group will discuss the Company’s results, strategy and future outlook on a

conference call with investors at 8:45 a.m. Eastern Time today. UnitedHealth Group will host a live webcast of this

conference call from the Investors page of the Company’s website (www.unitedhealthgroup.com). Following the call,
a webcast replay will be available on the same site through May 3, 2016. The conference call replay can also be
accessed by dialing 1-800-283-9429. This earnings release and the Form 8-K dated April 19, 2016 can also be

accessed from the Investors page of the Company’s website.

Non-GAAP Financial Measures

This news release presents information about the Company’s adjusted net earnings per share, which is a non-GAAP
financial measure provided as a complement to the results provided in accordance with accounting principles generally
accepted in the United States of America (“GAAP”). A reconciliation of the foregoing non-GAAP financial measure
to the most directly comparable GAAP financial measure is provided in the accompanying tables found at the end of

this release.

Forward-Looking Statements

The statements, estimates, projections, guidance or outlook contained in this document include “forward-looking”
statements within the meaning of the Private Securities Litigation Reform Act of 1995 (PSLRA). These statements are

93 <

intended to take advantage of the “safe harbor” provisions of the PSLRA. Generally the words “believe,” “expect,”
“intend,” “estimate,” “anticipate,” “forecast,” “‘outlook,” “plan,” “project,” “should” and similar expressions identify
forward-looking statements, which generally are not historical in nature. These statements may contain information
about financial prospects, economic conditions and trends and involve risks and uncertainties. We caution that actual

results could differ materially from those that management expects, depending on the outcome of certain factors.

Some factors that could cause actual results to differ materially from results discussed or implied in the forward-
looking statements include: our ability to effectively estimate, price for and manage our medical costs, including the
impact of any new coverage requirements; new laws or regulations, or changes in existing laws or regulations, or their
enforcement or application, including increases in medical, administrative, technology or other costs or decreases in

enrollment resulting from U.S., Brazilian and other jurisdictions regulations affecting the health care industry;

Page 6 of 7



SUPPLEMENTAL #1

June 23, 2016
12:14 pm

assessments for insolvent payers under state guaranty fund laws; our ability to achieve improvement in CMS Star
ratings and other quality scores that impact revenue; reductions in revenue or delays to cash flows received under
Medicare, Medicaid and TRICARE programs, including sequestration and the effects of a prolonged U.S. government
shutdown or debt ceiling constraints; changes in Medicare, including changes in payment methodology, the CMS Star
ratings program or the application of risk adjustment data validation audits; our participation in federal and state health
insurance exchanges which entail uncertainties associated with mix and volume of business; cyber-attacks or other
privacy or data security incidents; failure to comply with privacy and data security regulations; regulatory and other
risks and uncertainties of the pharmacy benefits management industry; competitive pressures, which could affect our
ability to maintain or increase our market share; challenges to our public sector contract awards; our ability to execute
contracts on competitive terms with physicians, hospitals and other service providers; failure to achieve targeted
operating cost productivity improvements, including savings resulting from technology enhancement and
administrative modernization; increases in costs and other liabilities associated with increased litigation, government
investigations, audits or reviews; failure to manage successfully our strategic alliances or complete or receive
anticipated benefits of acquisitions and other strategic transactions, including our acquisition of Catamaran,
fluctuations in foreign currency exchange rates on our reported shareholders’ equity and results of operations;
downgrades in our credit ratings; adverse economic conditions, including decreases in enrollment resulting from
increases in the unemployment rate and commercial attrition; the performance of our investment portfolio; impairment
of the value of our goodwill and intangible assets in connection with dispositions or if estimated future results do not
adequately support goodwill and intangible assets recorded for our existing businesses or the businesses that we
acquire; increases in health care costs resulting from large-scale medical emergencies; failure to maintain effective and
efficient information systems or if our technology products do not operate as intended; and our ability to obtain
sufficient funds from our regulated subsidiaries or the debt or capital markets to fund our obligations, to maintain our
debt to total capital ratio at targeted levels, to maintain our quarterly dividend payment cycle or to continue

repurchasing shares of our common stock.

This list of important factors is not intended to be exhaustive. We discuss certain of these matters more fully, as well
as certain risk factors that may affect our business operations, financial condition and results of operations, in our
filings with the Securities and Exchange Commission, including our annual reports on Form 10-K, quarterly reports on
Form 10-Q and current reports on Form 8-K. Any or all forward-looking statements we make may turn out to be
wrong, and can be affected by inaccurate assumptions we might make or by known or unknown risks and
uncertainties. By their nature, forward-looking statements are not guarantees of future performance or results and are
subject to risks, uncertainties and assumptions that are difficult to predict or quantify. Actual future results may vary
materially from expectations expressed or implied in this document or any of our prior communications. You should
not place undue reliance on forward-looking statements, which speak only as of the date they are made. We do not

undertake to update or revise any forward-looking statements, except as required by applicable securities laws.
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Vice President Senior Vice President Senior Vice President ~ Vice President
952-936-7216 952-936-7214 952-936-1885 424-333-6122

(For Immediate Release)

UNITEDHEALTH GROUP REPORTS FIRST QUARTER RESULTS
e  First Quarter Revenues of $44.5 Billion Grew 25% Year-Over-Year
o  UnitedHealthcare Added 2 Million More People Domestically in the Past 12 Months,
Including 1.3 Million More People in the First Quarter
e  Optum Revenues of $19.7 Billion Grew 54% Year-Over-Year
e Cash Flows from Operations were 32.3 Billion in the Quarter
e  First Quarter Adjusted Net Earnings of $1.81 Per Share Grew 17% Year-Over-Year

NEW YORK, NY (April 19, 2016) — UnitedHealth Group (NYSE: UNH) today reported first quarter results,
highlighted by strong execution, consistent operating performance and compelling product and service offerings

driving broad-based growth across the Company.

“QOur commitment and determination to constantly improve how we serve customers and consumers in health benefits
and services is reflected in consistent, market-leading organic growth and strong levels of customer retention in the

first quarter,” said Stephen J. Hemsley, chief executive officer of UnitedHealth Group.

Based on the first quarter results and business trends, the Company now expects 2016 revenues of approximately
$182 billion and adjusted net earnings in a range of $7.75 to $7.95 per share. The increase in the outlook for adjusted
net eamings of $0.15 per share is due to changes in the expected income tax rate and intangible amortization.

Management affirmed its outlook for strong cash flows from operations of up to $10 billion.
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UNITEDHEALTH GROUP’

Quarterly Financial Performance

Three Months Ended

March 31, March31, December 31,

2016 2015 2015
Revenues $44.5 billion  $35.8 billion  $43.6 billion
Eamnings From Operations ~ $3.0 billion ~ $2.6 billion $2.5 billion
Net Margin 3.6% 4.0% 2.8%

UnitedHealth Group first quarter 2016 revenues of $44.5 billion grew 25 percent or $8.8 billion year-over-year.
Growth was broad-based and reflected growing market demand for the Company’s product and service offerings.
UnitedHealthcare revenues grew 10 percent and Optum revenues grew 54 percent, with revenue growth of

20 percent or more at each Optum business.

First quarter earnings from operations were $3 billion and adjusted net earnings grew 17 percent year-over-year to
$1.81 per share. As expected, the first quarter net margin of 3.6 percent decreased 40 basis points year-over-year,
due principally to an increased level of pharmacy care services business.

First quarter 2016 cash flows from operations of $2.3 billion were 1.4 times net earnings.

The consolidated medical care ratio increased 30 basis points year-over-year to 81.7 percent in the first quarter of
2016, reflecting the extra calendar day of service in the quarter. Prior year medical reserve development was
$360 million, compared to $140 million in the first quarter of 2015, and first quarter 2016 medical cost trends
were well-controlled and consistent with management expectations.

The first quarter 2016 operating cost ratio of 15.2 percent decreased 110 basis points year-over-year primarily due
to changes in business mix.

The first quarter 2016 tax rate of 39.8 percent decreased 350 basis points year-over-year from 43.3 percent in first
quarter 2015, due to the adoption of a new accounting standard. Under the new standard, certain corporate tax
benefits related to stock-based compensation programs are recorded through the tax provision. This new standard,
which added roughly $0.06 per share to net earnings due to the concentration of activity in the first quarter, is
expected to have considerably less earnings impact in the remaining quarters of 2016.

First quarter 2016 days claims payable of 51 days increased 4 days year-over-year and 1 day sequentially;

days sales outstanding of 16 days increased 3 days, due to increased government receivables and business mix.
The Company’s financial position is strong, with a debt to total capital ratio of 49 percent at March 31, 2016.

The Company expects this ratio to decrease during the second half of 2016 as debt levels are reduced.

First quarter 2016 annualized return on equity was 19 percent, an increase of 1 percentage point year-over-year.
UnitedHealth Group repurchased 4.2 million shares for $0.5 billion in first quarter 2016, at a weighted average

price of $119 per share.
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I}J UnitedHealthcare

UnitedHealthcare provides health care benefits, serving individuals and employers ranging from sole proprietorships

to large, multi-site and national and international organizations; delivers health and well-being benefits to Medicare

beneficiaries and retirees; manages health care benefit programs on behalf of state Medicaid and community programs;

and serves the nation’s military service members, retirees and their families through the TRICARE program.

Quarterly Financial Performance

$35.9 billion $32.6 billion  $32.8 billion
Earnings From Operations

Operating Margin

Three Months Ended

March 31, March31, December 31,
2016 2015 2015

$1.9billion  $1.9billion  $949 million
52% 5.8% 2.9%

UnitedHealthcare continues to consistently grow as more customers choose its products and services, due to the

combination of distinctive service, product innovation and integrated clinical and network value they offer.

UnitedHealthcare has developed a balanced mix of business across the commercial, government and international

markets, reflecting its deliberate strategy of diversifying and serving the breadth of needs in those markets.

L ]

10 percent year-over-year to nearly $36 billion.

UnitedHealthcare grew organically over the past year to serve 2 million more people in the U.S. medical benefits
markets, with well-diversified growth across commercial, Medicare and Medicaid offerings. First quarter growth

contributed 1.3 million people to this total, helping UnitedHealthcare’s first quarter revenues grow $3.3 billion or

First quarter 2016 earnings from operations for UnitedHealthcare of $1.9 billion were roughly even with
first quarter 2015, as strong growth largely offset a 60 basis point reduction in operating margins to 5.2 percent.
The year-over-year margin decrease was driven by increased quarterly costs from an extra calendar day of service

and public exchange performance, partially offset by reserve development.
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UnitedHealthcare Employer & Individual

UnitedHealthcare Employer & Individual grew to serve approximately 700,000 more people in the first
quarter and 1 million more people year-over-year. First quarter growth was well-balanced, with growth of
more than 300,000 people in risk-based and nearly 400,000 people in fee-based offerings, including increases
in people served through the fee-based national account, public sector, mid-sized employer, small employer
and individual segments of the market.

First quarter revenues of $12.8 billion grew $1.4 billion or 12 percent year-over-year, driven by growth in the

number of people served and price increases matching medical cost trends for risk-based products.

UnitedHealthcare Medicare & Retirement

First quarter 2016 UnitedHealthcare Medicare & Retirement revenues of $14.1 billion grew $1.3 billion or

10 percent year-over-year, due to consistent growth in services to seniors:

- In Medicare Advantage, UnitedHealthcare grew to serve 325,000 more seniors year-over-year,
a 10 percent increase, including nearly 300,000 seniors in the first quarter.

- Medicare Supplement products grew 7 percent to serve 270,000 more people year-over-year, including
165,000 in the first quarter.

- UnitedHealthcare’s stand-alone Medicare Part D program served 5 million people at March 31, 2016.
UnitedHealthcare partially offset its planned 2016 pull-back in subsidized Part D products with an
acquisition that broadened its Part D product portfolio, resulting in a net decrease of 70,000 people

served in the first quarter.

UnitedHealthcare Community & State

First quarter 2016 UnitedHealthcare Community & State revenues of $7.7 billion grew $823 million or

12 percent year-over-year due to strong overall growth and an increasing mix of higher need members.

In the past year, UnitedHealthcare grew to serve 410,000 more people in Medicaid, an increase of 8 percent,
including 145,000 more people in first quarter 2016. UnitedHealthcare continues to receive and implement
new state-based awards, including serving 55,000 people as of January 1, 2016 under the New York Essential
Plan and more than 200,000 people as of April 1, 2016 through the new Iowa Health Link program.
UnitedHealthcare received a superior score on the re-procurement and program expansion serving Nebraska’s

Medicaid program in 2017.
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Q OPTUM"

Optum is a health services business serving the broad health care marketplace, including payers, care providers,

employers, governments, life sciences companies and consumers. Using advanced data analytics and technology,

Optum’s people help improve overall health system performance: optimizing care quality, reducing costs and

improving the consumer experience and care provider performance.

Quarterly Financial Performance

Eamings From Operations

Operating Margin

Three Months Ended
March 31, March 31, December 31,
2016 2015 2015

$19.7 billion $12.8 billion $21.9 billion
$1.1 billion $742 million $1.5 billion
5.6% 5.8% 6.9%

Optum’s growth continues to reflect its differentiated capabilities and comprehensive solutions for stakeholders

broadly across the health care system, both domestically and abroad.

First quarter 2016 Optum revenues of $19.7 billion grew $6.9 billion or 54 percent year-over-year. Optum

eamings from operations grew 49 percent or $364 million year-over-year to $1.1 billion, with solid operating

margins from all business segments. Strong growth in pharmacy care services increased operating earnings

and reduced Optum’s overall operating margin, which decreased by 20 basis points year-over-year to

5.6 percent.

contract awards.

OptumHealth revenues of $4 billion grew $709 million or 22 percent year-over-year due to growth in its
health care delivery businesses, including expansion in neighborhood care centers. OptumHealth served
79 million consumers at March 31, 2016, for growth of 8 million people or 11 percent year-over-year.
OptumInsight revenues grew 20 percent to $1.7 billion in the first quarter of 2016, driven by growth in
technology services, care provider revenue management services and payer services.

Optumlnsight’s revenue backlog grew to $11 billion at March 31, 2016, an increase of 21 percent year-

over-year. Revenue backlog growth rates will fluctuate quarter to quarter, based on the timing of

OptumRx revenues of $14.3 billion grew 72 percent year-over-year, driven by both acquisitions and
organic growth. In total, OptumRx grew script fulfillment by 71 percent to 252 million adjusted scripts
in the first quarter of 2016.
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About UnitedHealth Group

UnitedHealth Group (NYSE: UNH) is a diversified health and well-being company dedicated to helping people live
healthier lives and helping make the health system work better for everyone. UnitedHealth Group offers a broad
spectrum of products and services through two distinct platforms: UnitedHealthcare, which provides health care
coverage and benefits services; and Optum, which provides information and technology-enabled health services. For

more information, visit UnitedHealth Group at www.unitedhealthgroup.com or follow @UnitedHealthGrp on Twiter.

Earnings Conference Call
As previously announced, UnitedHealth Group will discuss the Company’s results, strategy and future outlook on a
conference call with investors at 8:45 a.m. Eastern Time today. UnitedHealth Group will host a live webcast of this

conference call from the Investors page of the Company’s website (www.unitedhealthgroup.com). Following the call,

a webcast replay will be available on the same site through May 3, 2016. The conference call replay can also be
accessed by dialing 1-800-283-9429. This earnings release and the Form 8-K dated April 19, 2016 can also be

accessed from the Investors page of the Company’s website.

Non-GAAP Financial Measures

This news release presents information about the Company’s adjusted net eamings per share, which is a non-GAAP
financial measure provided as a complement to the results provided in accordance with accounting principles generally
accepted in the United States of America (“GAAP”). A reconciliation of the foregoing non-GAARP financial measure
to the most directly comparable GAAP financial measure is provided in the accompanying tables found at the end of

this release.

Forward-Looking Statements

The statements, estimates, projections, guidance or outlook contained in this document include “forward-looking”
statements within the meaning of the Private Securities Litigation Reform Act of 1995 (PSLRA). These statements are
intended to take advantage of the “safe harbor” provisions of the PSLRA. Generally the words “believe,” “expect,”
“intend,” “estimate,” “anticipate,” “forecast,” “outlook,” “plan,” “project,” “should” and similar expressions identify
forward-looking statements, which generally are not historical in nature. These statements may contain information
about financial prospects, economic conditions and trends and involve risks and uncertainties. We caution that actual

results could differ materially from those that management expects, depending on the outcome of certain factors.

Some factors that could cause actual results to differ materially from results discussed or implied in the forward-
looking statements include: our ability to effectively estimate, price for and manage our medical costs, including the
impact of any new coverage requirements; new laws or regulations, or changes in existing laws or regulations, or their
enforcement or application, including increases in medical, administrative, technology or other costs or decreases in

enrollment resulting from U.S., Brazilian and other jurisdictions’ regulations affecting the health care industry;
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assessments for insolvent payers under state guaranty fund laws; our ability to achieve improvement in CMS Star

ratings and other quality scores that impact revenue; reductions in revenue or delays to cash flows received under
Medicare, Medicaid and TRICARE programs, including sequestration and the effects of a prolonged U.S. government
shutdown or debt ceiling constraints; changes in Medicare, including changes in payment methodology, the CMS Star
ratings program or the application of risk adjustment data validation audits; our participation in federal and state health
insurance exchanges which entail uncertainties associated with mix and volume of business; cyber-attacks or other
privacy or data security incidents; failure to comply with privacy and data security regulations; regulatory and other
risks and uncertainties of the pharmacy benefits management industry; competitive pressures, which could affect our
ability to maintain or increase our market share; challenges to our public sector contract awards; our ability to execute
contracts on competitive terms with physicians, hospitals and other service providers; failure to achieve targeted
operating cost productivity improvements, including savings resulting from technology enhancement and
administrative modernization; increases in costs and other liabilities associated with increased litigation, government
investigations, audits or reviews; failure to manage successfully our strategic alliances or complete or receive
anticipated benefits of acquisitions and other strategic transactions, including our acquisition of Catamaran;
fluctuations in foreign currency exchange rates on our reported shareholders’ equity and results of operations;
downgrades in our credit ratings; adverse economic conditions, including decreases in enrollment resulting from
increases in the unemployment rate and commercial attrition; the performance of our investment portfolio; impairment
of the value of our goodwill and intangible assets in connection with dispositions or if estimated future results do not
adequately support goodwill and intangible assets recorded for our existing businesses or the businesses that we
acquire; increases in health care costs resulting from large-scale medical emergencies; failure to maintain effective and
efficient information systems or if our technology products do not operate as intended; and our ability to obtain
sufficient funds from our regulated subsidiaries or the debt or capital markets to fund our obligations, to maintain our
debt to total capital ratio at targeted levels, to maintain our quarterly dividend payment cycle or to continue

repurchasing shares of our common stock.

This list of important factors is not intended to be exhaustive. We discuss certain of these matters more fully, as well
as certain risk factors that may affect our business operations, financial condition and results of operations, in our
filings with the Securities and Exchange Commission, including our annual reports on Form 10-K, quarterly reports on
Form 10-Q and current reports on Form 8-K. Any or all forward-looking statements we make may turn out to be
wrong, and can be affected by inaccurate assumptions we might make or by known or unknown risks and
uncertainties. By their nature, forward-looking statements are not guarantees of future performance or results and are
subject to risks, uncertainties and assumptions that are difficult to predict or quantify. Actual future results may vary
materially from expectations expressed or implied in this document or any of our prior communications. You should
not place undue reliance on forward-looking statements, which speak only as of the date they are made. We do not

undertake to update or revise any forward-looking statements, except as required by applicable securities laws.
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