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This policy applies to the following lines of business: (Check those that apply.)

Commercial:

HMO () POS () PPO () OOA/DOC ()
Fully Insured ( ) Self-funded/ASO ( ) HSA () All (X)
Medicare Select ( ) Medicare Supplement ( )

DPW-MA:

Health Choices ( ) | Voluntary () | AIL()
CMS-MA:

OH () WV () PA () All (X) Other ()

HMO (X) | PPO(X) [ Specialty Needs Plan (X) Part D () PFFS ( X) All ()

PID-CHIP:

Free () | Sub () | Full () | All(X)
APPLICABLE TO:
Community Care () | Work Partners ()

l. POLICY

It is the policy of UPMC Health Plan to recognize the use of Home Prothrombin Time/
International Normalized Ratio Monitoring for Anticoagulation Management as
appropriate and consistent with good medical practice when performed for the indications
listed in this policy. Coverage for this service is based upon medical necessity as detailed
in this policy and according to the member’s specific benefit plan.

1. DEFINITIONS

Anticoagulant: an agent used to prevent the formation of blood clots
Deep Vein Thrombosis: a blood clot that occurs in the veins of the inner thigh or leg

Home PT/ INR Monitoring device: a portable testing device that includes a finger-stick
and an FDA approved monitor that measures the time it takes for a person’s blood to clot

International Normalized Ratio (INR): is the international normalized ratio of the
patient’s prothrombin time compared to the mean prothrombin for a group of normal
individuals in order to standardize the results. (INR = patient PT divided by mean normal
PT).

Prothrombin time (PT): a test that evaluates the blood’s ability to clot properly. PT/INR
is the standard measurement for therapeutic effectiveness of warfarin therapy.
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Therapeutic index: the dose of a drug required to produce a desired effect
Thromboembolism: blocking of a blood vessel by a blood clot
Warfarin (Coumadin): is an anticoagulant drug (blood thinner) used for the treatment
and prevention of venous and arterial thrombosis

1. PURPOSE

The purpose of this policy is to define the appropriate indications for coverage of Home
PT/ INR Monitoring.

IV. SCOPE
This policy applies to various UPMC Health Plan departments as indicated by the Benefit
and Reimbursement Committee. These include but are not limited to: Medical

Management, Benefit Configuration and Claims departments.

V. PROCEDURE

A. Medical Description / Background

Anticoagulation therapy is recommended in the prevention and/or treatment of venous
thromboembolism, chronic atrial fibrillation and for patients with artificial heart valves.
Warfarin (Coumadin) is the most commonly used oral anticoagulation agent and
suppresses the action of vitamin K which is responsible for the activation of specific
proteins that form and maintain a clot. Three million people in the United States are
treated with Coumadin. It is a potentially hazardous drug because it can produce major
bleeding. The incidence of bleeding is related to the degree of anticoagulation. For this
reason, patients are periodically monitored with a prothrombin time measurement. The
results are measured in seconds (normal is 11-15 seconds) and then compared with the
value known as the INR. To determine the INR, the ratio of the patient’s PT is compared
to the average of a group of normal individuals. The dose of Warfarin is adjusted to
achieve a therapeutic effect with an INR range of 2.0 to 3.0 for most clinical indications
although the therapeutic dose range varies for each patient and specific indication. Levels
lower than 2.0 may result in strokes and levels greater than 4.0 nearly double the risk of
hemorrhage.

There are three sites for obtaining and monitoring a patient’s anticoagulation therapy: a
physician’s office, a clinical laboratory or home PT/INR monitors. These monitors are
portable devices used to monitor blood-clotting rates by patients at home with a goal of
increasing the time that anticoagulation is within a therapeutic INR range and to decrease
the incidence of a thromboembolic or hemorrhagic event. Home prothrombin monitors
produce results similar to laboratory-based measurements with results available in
minutes. The patient may call his physician with each result for instructions (known as
patient self-testing) or may be given an algorithm to guide dosing adjustment with
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instructions to call if the result falls outside of the predetermed limits (known as patient
self-management).

B. Indications include patients on warfarin needing long-term ( > 6 months) or
life-long coagulation for any of the following:
e Mechanical heart valves
e Chronic atrial fibrillation
e Venous thromboembolism inclusive of deep vein thrombosis (DVT) and
pulmonary embolism (PE) AND

With all of the following additional requirements:

e The patient must have been anticoagulated for at least 3 months prior to
the use of the home PT/INR device

e The patient must undergo a face- to- face educational program on
anticoagulation management and must have demonstrated the correct use
of the device prior to its use in the home

e The patient continues to correctly use the device in the context of the
management of the anticoagulation therapy following the initiation of
home monitoring

e Self-testing with the device should not occur more frequently than once a
week

C. Limitations include all of the following:

Patients with poor eyesight with no caregiver

Patients with memory impairment

Patients with difficulty with motor coordination or manual dexterity
Patients with a history of noncompliance

Patients with porcine valves

Only one provider may bill the review, interpretation and management of
this service per period of 4 billable tests and this should be the ordering
physician

Note: The device must be FDA approved
D. Variations
N/A
E. Quality Audit
Quality Audit may monitor policy compliance or billing accuracy at the request of the

UPMC Health Plan’s Technology Assessment Committee or the Benefits Reimbursement
Committee.

Proprietary and Confidential Information of UPMC Health Plan



POLICY NUMBER: PAY.068
REVISION DATE: 01/10

ANNUAL APPROVAL DATE: 03/10
PAGE NUMBER: 4 of 5

F. Records Retention

Records Retention for UPMC Health Plan documents, regardless of medium are provided
within the UPMC Health System Policy and as indicated in the UPMC Insurance
Services Division Policy and Procedure.
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Disclaimer:

UPMC Health Plan medical payment and prior authorization policies do not constitute medical
advice and are not intended to govern or otherwise influence the practice of medicine. The
policies constitute only the reimbursement and coverage guidelines of UPMC Health Plan and its
affiliated managed care entities. Coverage for services varies for individual members in
accordance with the terms and conditions of applicable Certificates of Coverage, Summary Plan
Descriptions, or contracts with governing regulatory agencies.

UPMC Health Plan reserves the right to review and update the medical payment and prior
authorization guidelines in its sole discretion. Notice of such changes, if necessary, shall be
provided in accordance with the terms and conditions of provider agreements and any applicable
laws or regulations.

These policies are the proprietary information of UPMC Health Plan. Any sale, copying, or
dissemination of said policies is prohibited.

Proprietary and Confidential Information of UPMC Health Plan



