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PT/INR Monitoring for Home Anticoagulation Management
COVERAGE REQUIREMENTS 42 CFR 410.32    
For services furnished on or after March 19, 2008, the Centers for Medicare & Medicaid Services revised its national coverage determination (NCD) on PT/INR Monitoring for Home Anticoagulation Management as follows: 

Medicare will cover the use of home PT/INR monitoring for chronic, oral anticoagulation management for patients with mechanical heart valves, chronic atrial fibrillation, or venous thromboembolism (inclusive of deep venous thrombosis and pulmonary embolism) on warfarin. The monitor and the home testing must be prescribed by a treating physician as provided at 42 CFR 410.32(a), and all of the following requirements must be met: 

1. The patient must have been anticoagulated for at least 3 months prior to use of the home INR device; and, 

2. 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; and, 

3. The patient continues to correctly use the device in the context of the management of the anticoagulation therapy following the initiation of home monitoring; and, 

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

NOTE: Porcine valves are not included in this NCD, so Medicare will not make payment on home INR monitoring for patients with porcine valves unless covered by local Medicare contractors. 

OFFERING 
PATIENT SELF TESTING, enables physicians to better manage their patients by utilizing home PT/INR monitoring for chronic, oral anticoagulation management.  
Multiple studies have shown that a systematic approach to anticoagulation management, focused at the point of care, may increase the time patients on warfarin therapy are in range, reducing adverse events, improve patient satisfaction, and lowering the costs of care

The Problem
· the cost of home PT/INR monitoring equipment is high, costing several thousand dollars per monitor

· the cost of consumable supplies is expensive and the coordination of ordering supplies is time consuming  
· It is time consuming (Quality of Life) issue for the patient to visit a anticoagulation clinic weekly.

· it is impracticable and expensive for the physician to collect the necessary data for the home monitors.  

· “anti-markup” payment limitations discourage financial incentive for physicians to provide the Technical Component (TC)!
Section 1842(n)(1) of the Social Security Act requires CMS to impose a payment limitation on certain diagnostic tests where the physician performing or supervising the test does not share a practice with the billing physician or other supplier. Such a test was formerly referred to as a “purchased diagnostic test”. This statutory provision was codified in 42 CFR § 414.50. This rule requires an “anti-markup” payment limitation for the technical component (TC) of a diagnostic test

Offering  PATIENT SELF TESTING – enables the attending physicians to utilize home PT/INR monitoring for chronic, oral anticoagulation management for his/her patients by:
· Providing the equipment and reimbursed supplies at NO up-front cost to the physician
· NO cost to patient other than normal co-pays and deductibles

· Managing consumable (strips) delivery schedules

· Collecting test results and making them available to attending physician
· Improved Quality of Life for patient – Does not have to visit a clinic or lab each week

The physician can bill and receive reimbursement as follows:
G0248: Demonstration, at initial use, of home INR monitoring for patient with mechanical heart valve(s) who meets Medicare coverage criteria, under the direction of a physician; includes: demonstration use and care of the INR monitor, obtaining at least one blood sample, provision of instructions for reporting home INR test results and documentation of a patient’s ability to perform testing. (one-time only):

	California
	Marin/Napa/Solano
	$177.78 

	California
	San Francisco
	$198.73 

	California
	San Mateo
	$198.17 

	California
	Oakland/Berkley
	$179.74 

	California
	Santa Clara
	$183.08 

	California
	Rest of State**
	$150.72 

	California
	Ventura
	$174.93 

	California
	Los Angeles
	$170.61 

	California 
	Anaheim/Santa Ana
	$177.74 


G0249: Provision of test materials and equipment for home INR monitoring to patient with mechanical heart valve(s) who meets Medicare coverage criteria. Includes provision of materials for use in the home and reporting of test results to physician; per 4 tests.:

	California
	Marin/Napa/Solano
	$157.03 

	California
	San Francisco
	$175.54 

	California
	San Mateo
	$175.04 

	California
	Oakland/Berkley
	$158.77 

	California
	Santa Clara
	$161.72 

	California
	Rest of State**
	$133.14 

	California
	Ventura
	$154.52 

	California
	Los Angeles
	$150.71 

	California 
	Anaheim/Santa Ana
	$157.01 


G0250: Physician review; interpretation and patient management of home INR testing for a patient with mechanical heart valve(s) who meets other coverage criteria; per 4 tests (does not require face-to-face):

	California
	Marin/Napa/Solano
	$9.98 

	California
	San Francisco
	$10.54 

	California
	San Mateo
	$10.56 

	California
	Oakland/Berkley
	$10.11 

	California
	Santa Clara
	$10.32 

	California
	Rest of State**
	$9.33 

	California
	Ventura
	$9.93 

	California
	Los Angeles
	$9.92 

	California 
	Anaheim/Santa Ana
	$10.06 


PATIENT SELF TESTING  works for the physician and is reimbursed at the G0249 payment rate, less 10% for billing expenses.  Due to the “anti-markup” payment limitation for the technical component (TC)  42 CFR § 414.50.  there is no financial incentive for the physician to do this technical component work him/her self.
BENEFITS

Home testing for PT/INR Microcoagulation Systems has been shown to be an accurate, reliable method for home monitoring of PT/INR.  Home testing has proven to be highly effective in improving patient outcomes and avoiding potentially serious and costly complications due to fluctuating INR values. 
You and your patients will appreciate these facts:

• Patients who test regularly maintain their therapeutic range more often. CMS states “…in order to achieve time in therapeutic range of >90%, a patient most likely needs to be tested once a week.”
• Frequent testing can help reduce the incidence of anticoagulation-related complications, thereby reducing the cost of therapy.
• The ability to quickly obtain test results makes it possible for you to intervene before an adverse event might occur.

• Eliminating the need for patients to travel to a medical facility or lab for routine blood tests is more convenient for patients, improves patient compliance and improves Quality of Life.

PATIENT SELECTION CRITERIA

A key to making patient self-testing a win-win strategy for you and your patients begins with an understanding of how to identify patients who are the appropriate candidates to utilize PATIENT SELF TESTING  for PT/INR Micro-coagulation Home Testing.

This decision-making process can directly impact your patient’s medical outcome, his or her quality of life, and your ability to receive reimbursement.  Consider the following as you evaluate which of your patients can benefit from home testing:

• Patients or caregivers who are capable of understanding anticoagulation management, and who

demonstrate a willingness to participate in patient training and an education program prior to self-testing at home.

• Patients or caregivers who have the ability to understand and perform the test at home.

• Patients or caregivers who are willing to make a commitment to be compliant in performing weekly home testing.

COVERAGE 
Coverage is the threshold issue of whether an issuer will pay for the procedure and/or product. Coverage is based on the insurers determination that the procedure/product is reasonable and necessary for the particular patient.  
There are three types of payers:

• Medicare

• Medicaid

• Private Insurers/Payers

Medicare Coverage for Home Testing

• The patient must have: a mechanical heart valve or chronic atrial fibrillation, or venous thromboembolism (inclusive of deep venous thrombosis and pulmonary embolism) and on be on warfarin.
• The monitor and self-testing must be prescribed by a physician;

• The patient must have been anticoagulated for at least three (3) months;

• The patient or caregiver must undergo an educational program on anticoagulation management and the use of the device prior to its use in the home; and

• Coverage of home PT/INR testing with the device is limited to a frequency of once (1) per week.

Medicaid Coverage

• Medicaid reimbursement is based on State and Federal guidelines for services rendered to patients with low incomes.

Private Insurers/Payers

Private insurers often follow Medicare. However, they offer a wide array of fee for service for managed care programs. Providers should contact the appropriate payer for the particular patient.

Note: As with all medical procedures, we recommend that you evaluate your patient’s coverage and discuss coverage with your patient before rendering services so as to avoid

misunderstandings and potential issues associated with payment.

PATIENT’S ROLE 
• The patient is identified as a candidate that could benefit from home self-testing.

• If the patient demonstrates the capacity to take an active role in reporting their INR values with home testing, the physician makes the decision to allow them to “graduate” to home testing.

• The patient completes physician supervised training. The primary purpose of this training

is to ensure that the patient demonstrates the ability to use the home testing for PT/INR  and what to do based on the results.

• Once the patient begins home testing for PT/INR, the patient reports results to PATIENT SELF TESTING.

• Patient continues to follow-up with the physician as medically necessary.

Note: Physicians may test for PT/INR either in their office or send to the lab without affecting the home testing program or reimbursement. Office PT/INR testing is paid under the lab fee schedule and not the Medicare Physician Fee Schedule. The lab fee schedule is a distinct and separate system by which Medicare pays providers who provide certain laboratory tests such as PT/INR.

REIMBURSEMENT

Management of a patient’s anticoagulation therapy requires more than simply performing a laboratory test to check a patient’s PT. A health care practitioner must review and interpret the test results, sometimes change the drug dose, and overall, evaluate the patient. Patient evaluations may include physical examinations, drug prescription, dose adjustments, and patient education.

Reimbursement for PT testing and all other medical management services require that:

• The test and service is covered

• The correct codes are used; and

• The appropriate level of documentation is completed.

Coding and Billing

In every practice setting, providers need to submit a bill or claim to the payer (insurer) in order to receive reimbursement. The bill or claim form must list the services, tests, and supplies that were furnished to the patient.  Medicare and other payers have adopted a coding system (short-hand) for reporting these services and items. The basic coding systems include:

• Current Procedural Terminology (CPT) codes are used to describe the services and tests furnished to the patient. CPT codes are updated annually by the American Medical Association (AMA).

• International Classification of Diseases, Ninth Revision, Clinical Modifications (ICD-9-CM) Diagnosis Codes are used to describe why it is medically necessary to provide care.

• HealthCare Common Procedure Coding System (HCPCS) codes, describe a number of procedures, services, and supplies.  Many Medicare and private insurers have established policies for PT/INR testing. These policies will list an array of diseases where PT/INR testing is appropriate. Examples of ICD-9 Codes are listed below. Please consult with payer for current ICD-9 Codes and report the ICD-9 Code that most accurately reflects the patient’s disease or condition.

ICD-9 Codes that Demonstrate Medical Necessity

	Coverage includes the following ICD-9-CM codes. 
	Descriptor 

	V43.3 
	Organ or tissue replaced by other means; heart valve 

	289.81 
	Primary hypercoagulable state 

	451.0 
	Phlebitis and thrombophlebitis: of superficial vessels of lower extremities: saphenous vein (greater) (lesser) 

	451.11 
	Phlebitis and thrombophlebitis: of deep vessels of lower extremities: femoral vein (deep) (superficial) 

	451.19 
	Phlebitis and thrombophlebitis: of deep vessels of lower extremities: other (femoropopliteal vein popliteal vein tibial vein) 

	451.2 
	Phlebitis and thrombophlebitis: of deep vessels of lower extremities: other (femoropopliteal vein, popliteal vein, tibial vein) 

	451.80 
	Phlebitis and thrombophlebitis: of other sites 


	MM6313 Related Change Request Number:
 6313 ICD-9-CM Code Descriptor 451.81 
	Phlebitis and thrombophlebitis: of other sites: iliac vein 

	451.82 
	Phlebitis and thrombophlebitis: of other sites: of superficial veins of upper extremities (anticubital vein, basilic vein, cephalic vein) 

	451.83 
	Phlebitis and thrombophlebitis: of other sites: of deep veins of upper extremities (brachial vein, radial vein, ulnar vein) 

	451.84 
	Phlebitis and thrombophlebitis: of other sites: of upper extremities, unspecified 

	451.89 
	Phlebitis and thrombophlebitis: of other sites: other 

	451.9 
	Phlebitis and thrombophlebitis: of other sites: of unspecified site 

	453.0 
	Other venous embolism and thrombosis: Budd-Chiari Syndrome (hepatic vein thrombosis) 

	453.1 
	Other venous embolism and thrombosis: thrombophlebitis migrans 

	453.2 
	Other venous embolism and thrombosis: of vena cava 

	453.3 
	Other venous embolism and thrombosis: of renal vein 

	453.40 
	Venous embolism and thrombosis of deep vessels of lower extremity: venous embolism and thrombosis of unspecified vessels of lower extremity (deep vein thrombosis NOS, DVT NOS) 

	453.41 
	Venous embolism and thrombosis of deep vessels of lower extremity: venous embolism and thrombosis of deep vessels of proximal lower extremity (femoral, iliac, popliteal; thigh, upper leg NOS) 

	453.42 
	Venous embolism and thrombosis of deep vessels of lower extremity: venous embolism and thrombosis of deep vessels of distal lower extremity (calf, lower leg NOS; peroneal, tibial) 

	453.8 
	Venous embolism and thrombosis of deep vessels of lower extremity: of other specified veins 

	453.9 
	Venous embolism and thrombosis of deep vessels of lower extremity: of unspecified site 

	415.11 
	Pulmonary embolism and infarction: iatrogenic pulmonary embolism and infarction 

	415.12 
	Pulmonary embolism and infarction: septic pulmonary embolism 

	415.19 
	Pulmonary embolism and infarction: other 

	427.31 
	Atrial fibrillation (established) (paroxysmal) 


ICD-9 Codes that may play a supporting role to demonstrate Medical Necessity

V43.4 
Organ or tissue replaced by other means; heart valve

58.61 
Long term (current) use of anticoagulants

070 
Viral hepatitis

269.0 
Deficiency in Vitamin K

286 
Coagulation defects
286.0 
Congenital Factor VIII disorder

286.1 
Congenital Factor IX disorder

286.2 
Congenital Factor XI disorder

286.3 
Congenital deficiency with vascular defect

286.4 
Factor VIII deficiency with vascular defect

286.5 
Hemorrhagic disorder due to circulating anticoagulants

286.6 
Diffuse or disseminated intravascular coagulation (DIC syndrome)

286.7 
Acquired coagulation factor deficiency

286.9 
Other and unspecified coagulation factors

287 
Purpura and other hemorrhagic conditions

410 
Acute myocardial infarction

571 
Chronic liver disease and cirrhosis

573.9 
Hepatocellular dysfunction, NEC

574 
Chollelithiasis

776 
Hematological disorders of fetus and newborn

790.92 
Abnormal coagulation profile

964.2 
Poisoning by Coumadin or warfarin sodium

FREQUENTLY ASKED QUESTIONS

Coding:

Q: What HCPCS code can be used to bill for services and supplies related to home PT/INR

monitoring?

A: Providers should bill Medicare using the following “G” codes that describe the service/product provided:  GO248, GO249 and GO250. These are to be billed by the physician.

Q: What CPT code(s) can be used to bill for the related evaluation and management services?

A: When a doctor (or advance practice practitioner) provides evaluation and management (E&M) services to a patient in conjunction with home PT INR monitoring, the provider can use the appropriate E&M CPT code describing the level of care provided. The E&M code reported might be one of several codes, beginning with CPT code 99201 – 99215, depending on a patient's condition and the services provided.

Q: What diagnosis code(s) supports the medical necessity for home PT/INR monitoring?

A: Providers should use the ICD-9-CM diagnosis code that most accurately describes the patient’s condition. For example, Medicare covers home PT/INR monitoring for patients with a mechanical heart valve(s) that have been on anticoagulation therapy for three months.

CLIA:

Q: Do physicians’ offices need a CLIA certificate to provide home PT/INR monitoring services?

A: The home PT/INR monitoring coverage decision does not address CLIA certificates or other requirements that Medicare generally requires for laboratory tests. The physician does not need to obtain a CLIA certificate to provide services if the patient uses the equipment at home to perform the tests and reports the results to the physician (or IDTF). However, physician providers do need a CLIA certificate if they are performing prothrombin time tests in their office/facility.

 “Anti-Markup”:
Q: Can physicians’ offices mark-up home PT/INR monitoring supplies or services?
A: No   Section 1842(n)(1) of the Social Security Act requires CMS to impose a payment limitation on certain diagnostic tests where the physician performing or supervising the test does not share a practice with the billing physician or other supplier. Such a test was formerly referred to as a “purchased diagnostic test”. This statutory provision was codified in 42 CFR § 414.50. This rule requires an “anti-markup” payment limitation for the technical component (TC) of a diagnostic test.
Claims Processing/Billing:

Q: What can providers do to facilitate payment for home PT/INR monitoring and related

services?

A: To ensure appropriate reimbursement, claims should be coded to accurately and fully report the procedures performed and the patient's condition with the appropriate ICD-9 diagnosis code. Documentation in the patient records should accurately reflect the services provided to patients. If a question arises, the physician may need to prepare and send a letter of medical necessity to the insurer. Two of the most common reasons that claims are denied are:

• ICD-9-CM code was not included on the claim form.

• The claim form was not completely filled out – some elements were missing.

Q: Does the physician need to see the patient face-to-face to bill “G0250 physician review;

interpretation and patient management?”

A: No. Face-to-face service is not required. Physicians may consult with patients by telephone.

Coverage:

Q: What is considered “medically necessary” by Medicare?

A:  The test should be necessary for diagnosing and treating the illness or condition of the patient. That means it should not be experimental or investigational, it should be safe, effective, and provided in an appropriate setting by qualified personnel. Any procedure that screens for asymptomatic conditions is not paid.

Q:  What training is necessary for the physician and Non-physician personnel?

A:  The physician must show evidence of proficiency in the performance and interpretation of each type of diagnostic procedure performed. The proficiency may be documented by certification in specific medical specialties or subspecialties or by criteria established by the Medicare carrier.
Any non-physician personnel used to perform tests must demonstrate the basic qualifications to perform the tests in question and have training and proficiency
Q:  What is needed to Order home PT/INR monitoring

A:  All home PT/INR monitoring procedures performed must be specifically

ordered in writing by the physician who is treating the patient (beneficiary), that is, the physician who is furnishing a consultation or treating a patient for a specific medical problem and who uses the results in the management of the patient's specific medical problem. (Non-physician practitioners may order tests as set forth in § 410.32(a)(3).) The order must specify the diagnosis or other basis for the testing.
Q: Will the finger stick be reimbursed also?

A:  No, Medicare reimburses for venous samples but not finger sticks.  If the patient having the in-house PT test is covered by Private Insurance, you may be able to bill CPT code 36416 (Collection of capillary blood specimen e.g., finger stick, heel, ear stick) for the finger stick. Check with the insurance company for more information.

Q. Why Can’t physicians prescribe the Home testing for PT/INR for self-testing at home to NEW warfarin usage patients?

A. Physicians can prescribe a Home testing for PT/INR monitor for use at anytime. However, Medicare does not cover home testing devices or monitoring services during the first three months of anticoagulant therapy. The purpose of the three-month window is to ensure that patients who are new to anticoagulation therapy are appropriately monitored and that their PT/INR is stable. Since PT testing is appropriate during the first three, Medicare does cover and pay for medically necessary PT testing performed in physician offices and independent labs if the providers are qualified to perform such tests. Medicare also reimburses physicians for patient evaluation and management services.  PATIENT SELF TESTING will waive the fees for the first three months for NEW warfarin patients so that they may benefit from the advantages of home monitoring.
Patient Co-pay Issues:

Q. What are the out-of-pocket patient costs for home PT supplies and services?

A. All Medicare patients must pay an annual Part B deductible amount of $100 before Medicare will cover medical expenses. Patients are responsible to pay 20 percent of the Medicare approved amount after they meet the deductible; however, supplemental policies may cover the co-pay balance.

Private Insurance Coverage:

Q. Do private insurers reimburse (cover and pay) for PT home self-testing?

A. Many private insurers cover and pay for home PT testing devices and associated services. Private insurers generally negotiate with providers and pay for services according to contracted/negotiated rates. For more specific information regarding coverage or payment, contact a particular insurer directly.
Veterans Administration Coverage for PT Testing:

Q. Are home PT testing devices available to veterans through the Veterans Administration (VA) hospital system?

A. The VA system is different from Medicare. VA hospitals and military hospitals purchase and pay for medical products and services and provide these items directly to their patients. Some VA medical centers provide patient self-testing options.

Regulatory Implication for Patient Self-Testing:

Q: Who is eligible for home PT testing?

A: There is clinical evidence that any patient requiring long-term anticoagulation may benefit from a home PT program. It is critical that the patient be capable of being trained to conduct a test and report the result to the caregiver. While physicians can elect to place any long-term patient on a home PT program, it is important to recognize that insurance carriers may be selective in whom they qualify as eligible.

Q: Who “manages” the dosage?

A:  The equipment and supplies are provided by the physician through direct contracting arrangement with PATIENT SELF TESTING.  PATIENT SELF TESTING will manage the provision of supplies, and collect and provide the results to the physician under supervision and direction of the physician. The physician interprets the results and adjust the medication dose. The physician need not speak directly with the patient, as long as the results are documented in the medical record.

Q: If a physician decides that a patient is eligible for a home PT testing program, can the

physician simply give the patient a test meter and send the patient home?

A: No. Patient self-testing is regulated by the FDA. There are strict requirements for patient registration, training documentation and regular follow-ups. If a doctor selects a patient as a candidate, the best means to begin the process is to contact ProTime Direct Customer Service.  Also there is no financial incentive to do so.  Section 1842(n)(1) of the Social Security Act requires CMS to impose a payment limitation on certain diagnostic tests where the physician performing or supervising the test does not share a practice with the billing physician or other supplier. Such a test was formerly referred to as a “purchased diagnostic test”. This statutory provision was codified in 42 CFR § 414.50. This rule requires an “anti-markup” payment limitation for the technical component (TC) of a diagnostic test.
ADDITIONAL RESOURCES

General Medicare Information

http://www.cms.hhs.gov/home/medicare.asp
National Coverage Analysis Decision Memo

http://www.cms.hhs.gov/mcd/viewdecisionmemo.asp?id=72
Prospective Payment Systems General Information

http://www.cms.hhs.gov/ProspMedicareFeeSvcPmtGen/
Physician Fee Schedule

http://www.cms.hhs.gov/providers
http://www.cms.hhs.gov/PhysicianFeeSched/
Program Memorandum:

Home Prothrombin Time/INR Monitoring Coverage: Pub 100-03 Medicare National Coverage

Determinations Transmittal 90; July 25, 2008  http://www.cms.hhs.gov/manuals/
If you have additional questions, we encourage you to visit WEB site at www.PatientSelfTesting.com.  For inquiries, AHC Customer Service representatives. Call at 805-876-3273 
This document is for information purposes only. No guarantee of payment is stated or implied. It is the responsibility of the health care provider to properly code and seek reimbursement for medically appropriate and necessary services actually rendered.
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