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INSTRUCTIONS FOR USE

Coverage Policies are intended to provide guidance in interpreting certain standard CIGNA HealthCare benefit plans. Please note, the
terms of a customer’s particular benefit plan document [Group Service Agreement (GSA), Evidence of Coverage, Certificate of Coverage,
Summary Plan Description (SPD) or similar plan document] may differ significantly from the standard benefit plans upon which these
Coverage Policies are based. For example, a customer’s benefit plan document may contain a specific exclusion related to a topic
addressed in a Coverage Policy. In the event of a conflict, a customer’s benefit plan document always supercedes the information in the
Coverage Policies. In the absence of a controlling federal or state coverage mandate, benefits are ultimately determined by the terms of the
applicable benefit plan document. Coverage determinations in each specific instance require consideration of 1) the terms of the applicable
benefit plan document in effect on the date of service; 2) any applicable laws/regulations; 3) any relevant collateral source materials
including Coverage Policies and; 4) the specific facts of the particular situation. Coverage Policies relate exclusively to the administration of
health benefit plans. Coverage Policies are not recommendations for treatment and should never be used as treatment guidelines.
Proprietary information of CIGNA. Copyright ©2011 CIGNA

Coverage Policy

Coverage for home sphygmomanometers (i.e., blood pressure (BP) cuff and stethoscope) is subject to
the terms, conditions and limitations of the applicable benefit plan’s Durable Medical Equipment (DME)
benefit and schedule of copayments. In addition, BP cuffs and stethoscopes are specifically excluded
under some benefit plans. Please refer to the applicable benefit plan document to determine benefit
availability and the terms, conditions and limitations of coverage. Under many benefit plans, coverage
for DME is limited to the lowest-cost alternative.

If coverage for home sphygmomanometers is available, the following conditions of coverage apply.

CIGNA covers home sphygmomanometers as medically necessary for individuals with gestational
hypertension and those treated with home dialysis.

General Background

Hypertension is a risk factor for cardiovascular diseases (CVD) and kidney disease. The National Heart, Lung,
and Blood Institute’s (NHLBI) Joint National Committee (JNC) on Prevention, Detection, Evaluation, and
Treatment of High Blood Pressure defines hypertension as: stage one, systolic pressure of 140-159 mm Hg or
diastolic pressure of 90-99 mm Hg; or stage two, systolic pressure greater than or equal to 160 mm Hg or
diastolic pressure greater than or equal to 100 mm Hg. The JNC states that individuals with a mean BP of more
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than 135/85 mm Hg measured at home are generally considered to be hypertensive. BP measurement is the
basis for diagnosing and classifying hypertensive patients (NHLBI, 2004).

BP Measurement Methods
Noninvasive BP measurement methods include the auscultatory (i.e., mercury, aneroid and hybrid
sphygmomanometers) and oscillometric methods. (Pickering, et al., 2005).

The mercury sphygmomanometer has been the gold standard for clinical measurement of BP. It is easy to read
and requires no adjustment. The simplicity of the mercury sphygmomanometer design means there is negligible
difference between different brands. There has been a push to replace mercury sphygmomanometers due to
the mercury contamination that can occur if the device is broken (Pickering, et al., 2005).

The oscillometric technique refers to the measurement of the oscillations of pressure in a BP cuff recorded
during deflation. An algorithm is used to estimate systolic and diastolic BP. No stethoscope is needed, so
placement of the BP cuff is not critical. This method is less susceptible to external noise. A problem with this
method is that the amplitude of the oscillation depends on the stiffness of the arteries. In older people with stiff
arteries, the readings may be underestimated. The oscillometric technique is used in ambulatory BP monitors
and home monitors (Pickering, et al., 2005).

Additional alternatives to the mercury sphygmomanometer are the aneroid and electronic or hybrid
sphygmomanometers. Aneroid sphygmomanometers measure pressure by a mechanical system of metal
bellows that expand as the cuff pressure increases and a series of levers that register the pressure on a circular
scale. They are less accurate than mercury sphygmomanometers due to the instability of the system. Wall
devices are more accurate than mobile devices. Electronic sphygmomanometers combine electronic and
auscultatory devices. The mercury column has been replaced by an electronic gauge. A stethoscope is used in
the same way as with the mercury and aneroid sphygmomanometers. The concern with aneroid and electronic
devices is their accuracy. They must be regularly calibrated to avoid erroneous reading errors. Other methods of
measuring BP include the finger cuff, ultrasound, and tonometry. Most of these techniques are not suitable for
clinical use at this time due to their inaccuracies (Pickering, et al., 2005).

Home BP Monitoring

Auscultatory office BP measurement is the preferred setting for the diagnosis and treatment of hypertension. BP
measurements in other settings include acute care, public places and home self-monitoring. The standard type
of BP monitor for home use is an oscillometric device, although only a few of these devices have been properly
validated through testing. Validation of the device does not mean accuracy of BP measurement by the
individual. The device must be checked on each individual before the readings are considered valid. It is
recommended that the accuracy of the home BP devices be evaluated every 1-2 years. Home self-monitoring
requires the individual to accurately record and report BP readings. It is recommended that when readings are
taken, the patient needs be resting in a comfortable chair for 3-5 minutes with the upper arm at heart level. It is
recommended that three readings be taken in succession, separated by one minute, using the average as the
BP reading (Pickering, et al., 2005).

The clinical applications of home sphygmomanometers are evolving as the technique becomes more widely
used and scientific data are gathered. Various professional societies and organizations have general
recommendations for clinical indications for self-BP monitoring, which home BP devices are used, and how the
measurements should be taken. There are limited studies available with long-term health outcomes. Some of
the proposed clinical indications for home BP monitoring include: detection of white-coat hypertension; guiding
antihypertensive medication; the elderly, pregnancy, diabetes, resistant hypertension; improving compliance to
treatment; and predicting cardiovascular outcome in hypertension. At this time, self-monitoring with home
sphygmomanometers (i.e., BP cuff and stethoscope) is commonly recommended by healthcare professionals
for patients with gestational hypertension and those treated with home dialysis.

U.S. Food and Drug Administration (FDA)

Non-automated sphygmomanometers require 510(k) premarket approval and are categorized as Class I
devices. The FDA Compliance Policy Guide (CPG) Sec. 310.210 Blood Pressure Measurement Devices
(Sphygmomanometers) Accuracy (CPG 7124.23) provides recommendations concerning accuracy and exhaust
rate criteria for sphygmomanometers. The policy guide recommends that blood pressure measurement devices
which do not meet accuracy and exhaust rate criteria in the American National Standards Institute (ANSI) or the
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Association for the Advancement of Medical Instrumentation (AAMI) voluntary standards for non-automated,
electronic and automated sphygmomanometers may, after an evaluation of all relevant facts, be recommended
for legal action (FDA, 2005).

Literature Review

Agarwal and Andersen (2006) conducted a prospective cohort study of 217 veterans with chronic kidney
disease (CKD) to determine the role of out-of-clinic recordings of BP in predicting end-stage renal disease
(ESRD) and death. BP was measured at home and in the clinic. Patients were followed over a median of 3.5
years to assess the end points of total mortality, ESRD or the composite outcome of ESRD or death. The
authors concluded that home BP monitoring provides additional prognostic information concerning ESRD and
the composite end point of ESRD and death and would complement clinic BP monitoring in patients with CKD.

In a randomized controlled trial, Staeesen et al. (2004) compared the use of BP measurements taken in
physician offices and at home in the treatment of patients with hypertension. Four hundred participants with a
diastolic BP of 95 mm Hg, or more, as measured in the physicians’ offices, were enrolled for up to one year.
After a year, home BP levels were lower than office BP levels. Adjustment of antihypertensive treatment on the
basis of home BP instead of office BP led to less intensive drug treatment and lower costs but also to less BP
control. The authors stated their findings support a strategy for the evaluation of BP in which self-measurement
and ambulatory monitoring are complementary to conventional office measurement. The authors noted there is
a need for prospective outcome studies to determine the normal range of home-measured BP.

Cappuccio et al. (2004) performed a meta-analysis of 18 randomized trials to determine the effect of home BP
monitoring on BP levels and the proportion of people with essential hypertension who achieved targets. For this
study, 1359 individuals with essential hypertension received home BP monitoring and 1355 individuals in the
control group were seen in the healthcare system. The authors concluded that for unknown reasons, BP control
in people with hypertension (assessed in the clinic) and the proportion achieving targets are increased when
home BP monitoring is used rather than standard BP monitoring in the healthcare system.

Professional Societies/Organizations

American Heart Association (AHA): The AHA Scientific Statement, Recommendations for BP Measurement in
Humans and Experimental Animals, states the standard for home BP monitoring is an oscillometric device that
records pressure from the brachial artery. The devices must be properly validated by protocols such as the
AAMI and the British Hypertension Society (BHS) protocols. The accuracy of home monitoring devices must be
tested at least every 1-2 years. Home monitoring of BP has not been widely accepted due to the lack of
prognostic data. There is some evidence that home BP monitoring predicts morbid events and may help predict
organ damage better than clinical BP measurements. Mercury sphygmomanometry is the recommended
method for BP measurement in pregnancy. Self-monitoring may be useful to evaluate BP changes during
pregnancy. The authors noted that “as with office BP, a lower home BP is advisable for certain patients,
including diabetic patients, pregnant women, and patients with renal failure” (Pickering, et al., 2005). There has
been no update to this statement since 2005.

European Society of Hypertension (ESH) and European Society of Cardiology (ESC): In 2007, the ESH
and the ESC updated their 2003 recommendations for conventional, ambulatory and home BP measurement.
The 2007 guidelines for the management of arterial hypertension state that when advising self-measurement of
blood pressure at home: (Mancia, et al., 2007):

e Suggest the use of validated devices.

e Prefer semiautomatic devices rather than a mercury sphygmomanometer to avoid the difficulty posed by
having to educate the patient on its use and the error derived from hearing problems in elderly
individuals.

e Instruct the patient to make measurements in the sitting position after several minutes rest, preferably in
the morning and in the evening. Inform him or her that values may differ between measurements
because of spontaneous blood pressure variability.

e Avoid requesting that an excessive humber of values are measured and ensure that those
measurements include the period prior to drug intake so as to have information on the duration of
treatment effects.
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¢ Remember that, as for ambulatory blood pressure, normal values are lower for home than for office
blood pressure. Take 130-135/85 mmHg as the values that approximately correspond to 140/90 mmHg
measured in the office or clinic.

e Give the patient clear instructions on the need to provide the doctor with proper documentation of the
measured values and to avoid self-alterations of the treatment regimens.

National Heart, Lung, and Blood Institute (NHLBI): The Seventh Report of the Joint National Committee on
Prevention, Detection, Evaluation, and Treatment of High BP states self-measurement of BP may benefit
patients by providing information on response to antihypertensive medications, therefore improving patient
compliance with therapy. Self-measurement of BP can evaluate white-coat hypertension. The report states that
home measurement devices need to be regularly checked for accuracy (Chobanian, et al., 2003). There has
been no update to this report since 2003.

National Institutes of Health (NIH): In 2000, the NIH published the National High BP Education Program
Working Group Report on High BP in Pregnancy. The report states early recognition of impending preeclampsia
is based primarily on BP increases in the late second and early third trimesters. When BP starts to rise, this may
be the first sign of developing preeclampsia. In selected patients, BP may be checked at home. Preeclampsia is
a pregnancy-specific syndrome that usually occurs after 20 weeks of gestation. It is determined by increased BP
(gestational BP elevation) accompanied by proteinuria. Gestational BP elevation is defined as BP greater than
140 mm Hg systolic or 90 mm Hg diastolic in a woman normotensive before 20 weeks. Preeclampsia always
presents potential danger to mother and baby. BP of 160 mm Hg or more systolic, or 110 mm Hg or more
diastolic, increases the certainty of the diagnosis of the preeclampsia syndrome and indicates the need for
follow-up. Gestational hypertension refers to BP elevation that is detected for the first time after midpregnancy,
without proteinuria. Gestational hypertension includes women with preeclampsia syndrome who have not
manifested proteinuria, as well as women who do not have the syndrome. There has been no update to this
guideline since 2000.

U.S. Preventive Services Task Force (USPSTF): The USPSTF recommendations for screening for high BP
states that office BP measurements are considered the standard screening tests for high BP (USPSTF, 2007).
The USPSTF does not provide recommendations for use of home sphygmomanometers.

Summary

The clinical utility of self-monitoring with home sphygmomanometers has been recognized by professional
organizations and in the peer-reviewed literature for a certain subset of patients. At this time, self-monitoring
with home sphygmomanometers (i.e., BP cuff and stethoscope) is commonly recommended by healthcare
professionals for patients with gestational hypertension and those treated with home dialysis. Additional clinical
applications of home sphygmomanometers need to be evaluated through well-designed prospective outcome
studies. Additional clinical research is needed to evaluate the association between cardiovascular outcome and
self-monitoring of blood pressure (BP).

Coding/Billing Information
Note: This list of codes may not be all-inclusive.

Covered when medically necessary:

HCPCS Description

Codes

A4660 Sphygmomanometer/blood pressure apparatus with cuff and stethoscope

ICD-9-CM Description

Diagnosis

Codes

403.11 Benign hypertensive renal disease

403.91 Unspecified hypertensive renal disease

404.12- Benign hypertensive heart and kidney disease with chronic kidney disease or
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404.13 with heart failure and chronic kidney disease

404.92— Unspecified hypertensive heart and kidney disease with chronic kidney disease
404.93 or with heart failure and chronic kidney disease

584.5-586 Renal failure

642.30 Transient hypertension of pregnancy

V45.11 Renal dialysis status

V45,12 Noncompliance with renal dialysis

*Current Procedural Terminology (CPT®) ©2010 American Medical Association: Chicago, IL.
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