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Frequently asked questions

What does the new Medicare Screening Legislation cover?
¢ 1 Lipid Panel every 5 years
* 1 or 2 Glucose (or OGTT) tests per year in individuals at risk for diabetes (depending on risk factors)

* Medicare beneficiaries will be counseled on getting their screening tests when they have their initial
preventive physical

Why did Medicare cover only these three cardiovascular screening tests?

¢ Medicare consulted the scientific literature, the United States Preventive Services Task Force (USPSTF) as well as
more than 10 physician and laboratory specialty societies before making these recommendations.

* The regulations state, however, that Medicare can add other tests to the screening benefit, if they choose to, using
their National Coverage Determination (NCD) process. For example, if new FDA-approved tests come on the
market, the NCD process will allow those tests to be reviewed for inclusion in the benefit.

Why did Medicare choose a frequency of every five years for these screening tests?

The scientific literature indicated that cholesterol levels are fairly stable and do not fluctuate drastically for those older
than 65. The five year frequency is consistent with USPSTF recommendations as well as the American Heart Association
and the National Institutes of Health's recommendations under the National Cholesterol Education Program, Adult
Treatment Panel Il (ATPIII).

If the screening Lipid Panel is performed in the physician’s office under CLIA
certificates of waiver, is it covered?

Yes. Medicare plans to update the list of waived tests and their appropriate CPT codes on a quarterly basis. They will
ask carrier claims systems to recognize the waived tests performed using the same code plus the QW modifier.

Is the reimbursement amount the same?

Yes, the same CPT Codes are used. However, new “V-codes” (see back page) have been created that are used
in place of the ICD-9 codes.

If a physician finds the patient has elevated lipids based on the CV screening, can
they order additional lipid tests?

Yes. The physician may order additional lipid tests if the screening shows the patient has elevated lipids. They must
follow the national coverage guidelines for lipid testing, see: http://www.cms.hhs.gov/mcd/viewncd.asp?ncd_
id=190.23&ncd_version=1&show=all. NOTE: the physician may order such tests during the same office visit, using
the same sample of blood.

This document is intended to provide general information only; it does not constitute a billing recommendation nor does it guarantee reimbursement. Cholestech Corporation
recommends that all providers contact their local carriers and intermediaries regarding patient eligibility, coverage and payment. Both private insurance and local Medicare policies
may differ from those described in this document.

Will Medicare notify physicians and labs about how to implement this new benefit?

Yes, CMS plans to release new manual and transmittal instructions to carriers and participating providers. Also,
they plan to write a “Medlearn Matters” article for the medical community and issue a fact sheet. See this link:
http://www.cms.hhs.gov/medlearn/matters/.

Laboratories are encouraged to do their own notification to physicians and beneficiaries. Eventually, a booklet entitled
“Welcome to Medicare Preventive Services Package” will be issued to beneficiaries. When these become available,
we will forward them to Cholestech sales representatives.

If the patient has had the CV screening test more recently than five years ago, how
does the physician or laboratory protect against denied claims?

Medicare allows issuance of an Advanced Beneficiary Notice (ABN) indicating that Medicare may not cover the CV
screening test in which case the patient is financially liable for the cost of the test. If the ABN is not issued, the

provider may be financially liable for a test given more frequently than the five year interval. The ABN is found at this
web link: http://www.cms.hhs.gov/medlearn/pubs.asp.

Can a Nurse Practitioner or Physician’s Assistant order the screening tests under the
new benefit?

Yes, if they are operating within the scope of their authority under state law.

If a beneficiary's risk profile changes during the five year period, can the physician
order CV screening tests more frequently?

No. The example given in the regulations is for a patient who gains significant weight. CMS points out that the new
diabetes screening benefit would cover this person’s situation.

How does a physician with his/her own CLIA-waived laboratory compete against
laboratory companies and screening companies on this new benefit?

Cholestech representatives can work with physicians to develop new business strategies: performing the
screening tests as part of an annual physical, mailing notification of the new benefit to their Medicare patients, and
other techniques. Remember, however, that all consultative services provided by Cholestech must be consistent
with Medicare’s Fraud and Abuse statutes.

How do we find out more about how Medicare plans to implement this benefit?

One option is to check the web sites of the various Medicare carriers in your relevant states. A list of CMS carriers can be
found at: http://www.cms.hhs.gov/medlearn/tollnums.asp. Medicare has physician information on the following web
site: http://www.cms.hhs.gov/physicians/.

Also, you can check the CMS web site, which publishes updates on the following link: http://www.cms.hhs.gov/
providerupdate/.
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Quick facts

Introduction

The Medicare Prescription Drug, Improvement and Modernization Act (MMA) of 2003 covers cardiovascular screening
blood tests for the first time. From its inception in 1965, Congress stipulated that Medicare would cover only acute
care (e.g., hospital and physician services), explicitly excluding health screening and preventive services. In recent
years, however, Congress has added screening benefits to identify conditions like heart disease, which, if treated
early, can save Medicare billions of dollars annually. The 2003 MMA added three screening benefits effective January
2005: (1) cardiovascular screening blood tests, (2) diabetes screening tests, and (3) preventive physical examinations.

On November 2, 2004, the Centers for Medicare and Medicaid Services (CMS) issued final rules covering the
cardiovascular screening benefit. For reference, consult http://www.cms.hhs.gov/ regulations/pfs/2005/142%fc.asp
pages 254 - 276 of CMS-1429-FC.

Cardiovascular Screening

Summary of Section 612: Effective January 1, 2005, Medicare will cover cardiovascular (CV) screening blood tests for
the early detection of CV disease or abnormalities associated with elevated risk for that disease. The following tests
are covered individually or as a combination (as a panel) every 5 years:

* Total cholesterol * HDL cholesterol e Triglycerides

Conditions of Coverage

(1) The tests are covered as a lipid panel. (2) The tests are performed after a 12-hour fasting period. (3) The Secretary
of Health and Human Services (HHS) may add coverage of other blood and non-invasive tests, as determined
through a National Coverage Determination (NCD) process. (4) The tests must be ordered by a physician who is
treating the beneficiary for the purpose of early detection of cardiovascular disease in persons with no apparent signs
or symptoms of cardiovascular disease. (5) Payments may be made for asymptomatic persons only if the person has
not had the screening tests paid for by Medicare during the preceding 59 months following the month in which the
last cardiovascular screening tests were performed.

Coding/Payment

The following procedure and diagnostic codes are required. Payment will be based on the Clinical Diagnostic
Laboratory Fee Schedule.

CPT Code Title National Payment Rate
82465 Cholesterol, serum or whole blood, total $6.08
83718 Lipoprotein, direct measurement, $11.44
high density cholesterol (HDL cholesterol)
84478 Triglycerides $8.04
80061 Lipid Panel $18.72

* 11/16/2004 updated fee schedule.
* Reminder: the QW modifier is required for these CPT codes when done in a CLIA-waived physician’s office

To indicate screening, include the following ICD-9-CM diagnostic codes, as appropriate, in Boxes 21 and 24-E of the
CMS 1500 claim form:

* V/81.0: Special screening for ischemic heart disease CHOLESTECH =

* VV81.1: Special screening for Hypertension
. . o 3347 Investment Blvd.
* VV81.2: Special screening for other and unspecified Hayward, CA 94545-3808 USA

cardiovascular conditions Tel (800) 733-0404
Fax (510) 732-7227
© 2005 Cholestech Corporation. Cholestech LDX is a registered trademark of Cholestech Corporation. MKT 13018 Rev. A www.cholestech.com




