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Policy Purpose and Scope

1.1Purpose

The implementation of Self-Measured Blood Pressure (SMBP) monitoring in community
pharmacies represents a paradigm shift in how we approach hypertension management.
Hypertension affects over 116 million American adults, yet only one in four have their
hypertension under control, creating an urgent public health imperative that extends far
beyond traditional clinical settings.!Community pharmacies, with their unique accessibility and
frequent patient interactions, are positioned to bridge this critical gap in cardiovascular care.
This policy recognizes that pharmacists see patients more frequently than any other healthcare
provider, often multiple times per month, creating unprecedented opportunities for continuous
monitoring and intervention. The evidence is compelling: when SMBP monitoring is combined
with clinical support and team-based care, patients experience significant reductions in blood
pressure, with studies showing average decreases of 17 mmHg systolic and 12 mmHg diastolic
pressure.>3 This translates to meaningful reductions in cardiovascular events, stroke risk, and
mortality, as well as significant healthcare savings.*

1.2 Goals

e Improve accuracy of hypertension diagnosis through out-of-office blood pressure
monitoring

e Enhance medication titration and management for hypertensive patients

e Increase patient engagement in hypertension self-management

e Reduce cardiovascular morbidity and mortality through improved blood pressure

control
e Support team-based care coordination between pharmacists and other healthcare
providers
1.3 Scope

This policy applies to all pharmacy staff involved in SMBP services, including pharmacists,
pharmacy technicians, and support staff.

Definitions
Self-Measured Blood Regular measurement of blood pressure by patients outside
Pressure (SMBP) the clinical setting, typically at home, using validated
devices.
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Complete SMBP Cycle Two measurements taken one minute apart, twice daily
(morning and evening) for seven consecutive days, totaling
28 measurements.

SMBP Average The mean of all valid measurements from a complete SMBP
cycle, calculated separately for systolic and diastolic
pressures.

Validated Device Blood pressure monitors that have been tested and

validated according to established protocols (refer to
validatebp.org).

White Coat Hypertension | Elevated blood pressure readings in clinical settings
normalize outside the healthcare environment.

Masked Hypertension Normal blood pressure readings in clinical settings with
elevated readings outside the healthcare environment.

Regulatory Framework

The regulatory landscape governing pharmacy-based SMBP programs is complex and
multifaceted, requiring careful navigation of federal healthcare regulations, state pharmacy
practice laws, professional liability considerations, and patient privacy requirements. Unlike
traditional pharmacy services that focus primarily on medication dispensing, SMBP programs
involve ongoing clinical monitoring, data collection, and potentially medication management,
activities that may fall under expanded scope of practice provisions in many states.

3.10verview

This section defines the legal, regulatory, and programmatic requirements governing
pharmacist participation in the furnishing, dispensing, and billing of blood pressure (BP)
monitoring devices and cuffs within the State of California.

All pharmacy activities related to Self-Measured Blood Pressure Monitoring (SMBP) shall
comply with California Business and Professions Code, Medi-Cal Rx Medical Supply Billing
Policy, and the Department of Health Care Services (DHCS) guidance on covered personal
medical devices.

3.2 Pharmacist Scope of Practice

3.2.1General Authority

Under Senate Bill 493 (SB 493), Assembly Bill 1503 (AB 1503), and related statutes, California
pharmacists are granted independent prescriptive and furnishing authorities enabling them to

u PPI—
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function as autonomous clinicians responsible for initiating, managing, and monitoring therapy
using accepted standards of care. Business and Professions Code Sections 4050, 4051, and 4052
have transitioned pharmacist practice from a protocol-based model to a standard of care

model, establishing pharmacists as accountable providers capable of delivering comprehensive
patient care through independent clinical judgment, rather than solely dispensing medications.

Under California Business and Professions Code §4050, 4051, and 4052, pharmacists are
authorized to:

e |Initiate, adjust, or discontinue drug therapy pursuant to a Collaborative Practice
Agreement (CPA) with a prescriber who holds independent prescriptive authority; and

e Participate in the evaluation and management of disease states in collaboration with
other healthcare providers.

Through these pathways, pharmacists may independently furnish or initiate a range of
therapies and clinical services explicitly authorized by the California Board of Pharmacy (e.g.,
hormonal and emergency contraception; travel medications; nicotine replacement therapy;
PrEP/PEP; preventive antivirals; naloxone and SUD medications; epinephrine; COVID-19
therapeutics; immunizations for individuals three years of age and older; laboratory test
ordering and interpretation; and completion of noncontrolled prescriptions when supported by
evidence).

3.2.2 Limitation on Prescriptive Authority for Devices

Pharmacists are not currently authorized to independently prescribe or furnish medical devices
such as blood pressure monitors or cuffs. Although the California Pharmacy Law (§4022) defines
certain “Rx-only” instruments as Dangerous Devices, current state law does not extend
prescriptive or furnishing authority for these devices to pharmacists, including those practicing
under a CPA or as Advanced Practice Pharmacists (APh). As such, pharmacists must receive a
valid prescription or order from a licensed prescriber prior to dispensing a blood pressure
monitoring device or cuff.

3.3 Medi-Cal Rx Coverage for Blood Pressure Monitoring Devices

3.3.1Covered Benefit (Effective June 1, 2022)

The California Department of Health Care Services (DHCS) designates personal-use blood
pressure monitors and cuffs as covered items under Medi-Cal Rx when billed through a licensed
pharmacy.

Covered items must appear on the List of Covered Personal Blood Pressure Monitoring Devices
and Blood Pressure Cuffs maintained by DHCS.

Quantity and frequency limits include:

e One (1) blood pressure monitoring kit (monitor + cuff) every five (5) years; and
e One (1) replacement cuff every twelve (12) months.

Additional quantities require prior authorization to document medical necessity.

u PP
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Pharmacies shall verify product eligibility and maintain documentation consistent with Medi-Cal
Rx billing requirements.

3.3.2 Billing Policy Update (Effective Retroactive to January 1, 2024)

Per DHCS Medical Supplies Update (May 2, 2024), the Coordination of Benefits (COB) process
for contracted blood pressure monitoring devices and cuffs has been revised to improve claim
adjudication for dual-eligible Medicare and Medi-Cal beneficiaries

Under this update:

e Contracted devices may be billed directly to Medi-Cal Rx without COB information;

e Previously denied COB claims on or after January 1, 2024, may be resubmitted for
reimbursement;

e Utilization management edits may apply to prevent over-dispensing; and

e Devices not on the contracted list or denied by Medi-Cal Rx must be billed via CMS-1500
form under the applicable HCPCS code to the beneficiary’s managed care plan or fee-
for-service Medi-Cal.

Pharmacies shall maintain current access to the DHCS resource library for the latest covered
device lists and billing guidance:

e Medi-Cal Rx Web Portal
e List of Covered BP Monitoring Devices and Cuffs

3.4 Pharmacy Responsibilities and Implementation
Participating pharmacies engaged in SMBP program implementation shall:

1. Verify Prescriber Orders — Confirm all blood pressure monitoring devices and cuffs are
prescribed by a licensed practitioner prior to dispensing.

2. Confirm Product Eligibility — Ensure that each dispensed device is included on the
DHCS-approved covered product list.

3. Document Medical Necessity — Obtain or file documentation supporting prior
authorization requests when dispensing beyond quantity limits.

4. Educate Patients — Provide written or verbal information regarding Medi-Cal coverage,
replacement schedules, and instructions for obtaining prescriber orders.

5. Train Staff — Establish internal billing workflows consistent with Medi-Cal Rx claim
submission requirements and ensure staff familiarity with COB and utilization
management edits.

6. Collaborate with Health Partners — Work with prescribers, clinics, and care
coordinators to facilitate SMBP enrollment, device access, and data integration into
patient care plans.

3.5 Policy Position

Until further legislative action expands pharmacist scope of practice:
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e Pharmacists shall not independently prescribe or furnish blood pressure cuffs or
monitors;

e Pharmacies may dispense covered devices upon receipt of a valid prescription,
consistent with Medi-Cal Rx coverage and billing guidance; and

e All activities related to SMBP device dispensing must remain compliant with DHCS
policies, Board of Pharmacy regulations, and current Medi-Cal benefit criteria.

Patient Eligibility and Enroliment

Patient selection for SMBP programs requires a delicate balance between clinical
appropriateness, safety considerations, and practical implementation factors. The goal is to
identify patients who will benefit most from self-monitoring while ensuring that those with
acute or complex conditions receive appropriate medical attention. Pharmacists must consider
not only the clinical indications for SMBP but also the patient’s physical capabilities, cognitive
function, living situation, and support systems.

The enrollment process serves multiple critical functions: it establishes informed consent, sets
realistic expectations, creates accountability mechanisms, and initiates the therapeutic
relationship that will sustain the monitoring program. The process must also account for
potential disparities in health literacy, language barriers, and socioeconomic factors that might
affect a patient’s ability to successfully participate in the program. By establishing clear,
evidence-based criteria for inclusion and exclusion, pharmacies can maximize the clinical
benefit of their SMBP programs while minimizing safety risks and resource waste.

4.1Inclusion and Exclusion Criteria

Inclusion Criteria
Primary Candidates Secondary Candidates

e Patients with multiple elevated BP
readings without a formal hypertension
diagnosis

e Individuals with cardiovascular risk factors
requiring BP monitoring

e Patients preferring home-based
monitoring for access or convenience

e Adults (218 years) with diagnosed
hypertension requiring ongoing monitoring

e Patients with suspected hypertension based
on elevated office readings

e Patients undergoing antihypertensive
medication initiation or adjustment

e Individuals with suspected white coat or
masked hypertension
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Exclusion Criteria

Absolute Exclusions Relative Exclusions

e Irregular heart rhythms not excluded by
program protocol

e Patients requiring specialized BP devices
not available in the program

e Individuals without reliable
communication methods for result
reporting
Patients with history of non-adherence to
medical recommendations
Pregnant patients (with special
monitoring)

e Hypertensive crisis (SBP 2180 mmHg or DBP
2120 mmHg)

e Acute symptoms (chest pain, shortness of
breath, severe headache)

e Recent cardiac event within the past 12
months (M, stroke, unstable angina)

e Atrial fibrillation or significant arrhythmias
that interfere with accurate BP
measurement

e Individuals at risk for lymphedema affecting
cuff placement

e Individuals unable to safely perform self-
monitoring due to physical or cognitive
limitations

4.2 Enroliment Process

1. Patient Identification: Use clinical decision support tools, registry queries, or point-of-
care screening

2. Eligibility Assessment: Review medical history, current medications, and physical

capabilities

Informed Consent: Obtain written consent for SMBP program participation

4. Baseline Documentation: Record current medications, recent BP readings, and relevant
medical history

5. Goal Setting: Establish target BP goals in consultation with patient’s healthcare provider

w

Equipment and Technology Requirements

The technological foundation of SMBP programs extends beyond selecting a blood pressure
monitor. It encompasses a complex ecosystem of devices, software platforms, communication
systems, and data management tools that must work seamlessly together to deliver effective
patient care. The choice of equipment directly impacts not only the accuracy of clinical data but
also patient engagement, staff efficiency, and overall sustainability of the program.

Modern SMBP programs increasingly rely on connected devices that can automatically transmit
readings to clinical platforms, reducing transcription errors and enabling real-time monitoring,
but this connectivity introduces new considerations around device compatibility, network
reliability, and cybersecurity.

The selection process must balance clinical requirements with practical considerations such as
patient usability, cost-effectiveness, and integration of capabilities with existing pharmacy
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systems. The technology infrastructure must also support the collaborative nature of
pharmacy-based care, enabling communication with other healthcare providers.

5.1Blood Pressure Monitors
Device Selection Criteria:

e FDA-cleared and validated (listed on validatebp.org)
1. Go to www.validatebp.org
2. Click “Devices” at the top of the homepage
3. Select the “Home” filter on the right side to view at-home device types
4. Use filters to narrow results by:
o Price
o Connectivity (e.g., Bluetooth/app capability)
o Cuff size compatibility
Confirm the device is listed as validated for clinical accuracy
Select an upper-arm cuff monitor (avoid wrist devices)
Ensure the device offers appropriate cuff sizes (standard, large, extra-large)
Document the selected model in the patient’s record

O N oW

5.2 Cuff Sizing Requirements

e Standard/Large Cuffs: Arm circumference 8.75” — 16.5”
e Extra-Large Cuffs: Arm circumference 15.75” — 21.25”
e Stock recommendation: 50% extra-large cuffs based on patient population needs

Clinical Protocol

The clinical protocol serves as the scientific backbone of pharmacy-based SMBP programs,
translating decades of cardiovascular research into practical, standardized procedures that
ensure consistent, evidence-based care across all patient encounters. The protocol must
address the fundamental challenge of SMBP: how to reliably collect accurate blood pressure
data in uncontrolled home environments and transform that data into clinically meaningful
information that guides therapeutic decisions.

6.1 SMBP Measurement Protocol
Standard Protocol (7-Day Cycle):

e Two measurements, one minute apart

e Twice daily: morning (before medications) and evening

e Seven consecutive days

e Minimum 12 measurements required for valid assessment

e Calculate average systolic/diastolic pressures and heartrate from all readings

Measurement Technique Standards:

May, 2026  © 2026, V1.0 9 !“'\ California Department of
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1. Avoid caffeine, tobacco, alcohol and exercise 30 minutes before
2. 5-minute rest period before measurement
3. Proper positioning (7 Simple Tips protocol):
a. Don’t Have a Conversation
Support Back
Empty Bladder
Keep Legs Uncrossed
Support Arm at Heart Level
Put Cuff on Bare Arm
Support Feet

@m0 a0 T

6.2 Clinical Decision Guidelines*
Target Blood Pressure Goals:

e General population: <130/80 mmHg (SMBP average)
e Adjust goals based on patient-specific factors and provider recommendations

Action Thresholds:

e Normal: <120/80 mmHg - Continue monitoring every 3-6 months

e Elevated: 120-129/<80 mmHg - Lifestyle modifications, reassess in 3-6 months

e Stage 1 HTN: 130-139/80-89 mmHg - Medication consideration based on cardiovascular
risk

e Stage 2 HTN: 2140/90 mmHg - Medication therapy recommended

e Crisis: 2180/120 mmHg - Immediate medical attention required

*Please see Appendix B for a printable Blood Pressure Workflow Handout.
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6.3 Medication Management

For Pharmacists with Prescriptive Authority:

e Follow evidence-based hypertension treatment protocols
e Document all medication changes and rationale

e Monitor for drug interactions and contraindications

e Coordinate with primary care providers

For Pharmacists without Prescriptive Authority:

e Provide recommendations to prescribing providers

e Monitor medication adherence and side effects

e Counsel patients on proper medication administration
e Support medication optimization efforts

Workflow and Staff Responsibilities

Effective SMBP implementation requires a carefully orchestrated workflow that maximizes the
unique strengths of each pharmacy team member while ensuring seamless patient experiences
and consistent clinical outcomes. The workflow must accommodate the realities of pharmacy
practice, including varying staffing levels, peak demand periods, and the need to integrate
SMBP activities with traditional pharmacy services without compromising either function. The
workflow design must also be flexible enough to adapt to different patient needs, from tech-
savvy individuals who prefer digital communication to patients requiring hands-on support and
frequent check-ins.

7.1 SMBP Coordinator Responsibilities

e Overall program management and coordination

e Staff training and competency assessment

e Quality assurance and performance monitoring

e Provider communication and relationship management
e Data analysis and reporting

7.2 Pharmacist Responsibilities
Primary Duties:

e Patient assessment and enrollment

e SMBP data interpretation and clinical decision-making
e Medication therapy management

e Provider communication and care coordination

e Patient counseling on complex issues

Documentation Requirements:
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e Clinical assessments and decisions

e Medication changes and rationale

e Provider communications

e Patient counseling sessions

e Adverse events or concerns Support medication optimization efforts

7.3 Pharmacy Technician or Support Staff Responsibilities
Delegated Tasks:

e Patient enrollment and consent documentation
e Device setup and basic training

e Data collection and entry

e Appointment scheduling

e Basic patient communication and follow-up

Training Requirements:

e SMBP protocol understanding

e Device operation and troubleshooting

e Patient communication skills

e Privacy and confidentiality requirements

7.4 Patient Visit Workflow

Initial Visit Monitoring Phase Follow-up Visit

S I e Daily patient data collection e Datareview and
e Patient identification A 4l ¢ ; int tati
and eligibility screening utomate .a ert‘s or qut—o - |n.e'rpre ation
range readings (if applicable) e (Clinical assessment

e Informed consent and

enrollment . Manuallrewew of self-recorded an.d medication
. BP readings and respond to adjustment
e Baseline assessment . ) .
. out-of-range readings e Lifestyle counseling
and goal setting Technical A ded Next cvele planni
. . L] L]
e Device selection and ec .nICéf support as neede ext cycle planning
fitting e Medication adherence or program
. monitoring graduation
e Comprehensive .
e Weekly progress assessment e Provider

training session

e First measurement
demonstration

e Follow-up scheduling

communication
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Patient Training and Education

Patient education represents the cornerstone of successful SMBP programs, as the quality of
self-measured data depends entirely on the patient’s understanding of proper techniques,
commitment to consistent measurement practices, and ability to recognize when readings
require immediate attention.

The educational approach must also recognize that learning continues throughout the
monitoring period, requiring ongoing reinforcement, troubleshooting support, and adaptation
to individual patient needs and preferences.

8.1Initial Training Session (30-45 minutes)
Educational Components:

e Hypertension overview and risks

e SMBP benefits and importance

e Proper measurement technique

e When to seek immediate medical attention

Hands-On Training:

e Cuff sizing and placement

Proper positioning demonstration
Multiple practice measurements
Troubleshooting common issues
Data review and interpretation

8.2 Competency Assessment
Patient must demonstrate:

e Correct cuff application

e Proper positioning

e Accurate device operation

e Understanding of measurement schedule

e Knowledge of when to contact pharmacy/provide

Data Management and Documentation

The volume and frequency of patient-generated health data in SMBP programs creates
unprecedented challenges for traditional pharmacy documentation systems, as a single patient
may generate hundreds of data points over the course of their monitoring period. This data
must be accurately captured, securely stored, meaningfully analyzed, and seamlessly integrated
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into clinical workflows while maintaining full compliance with privacy regulations and
professional standards.

9.1 Required Documentation Elements
Patient Records:

e Demographics and contact information

e Medical history and current medications

e BP device type and cuff size

e Training completion date and competency assessment
e All SMBP readings with dates and times

e Clinical interpretations and decisions

e Provider communications

e Patient counseling sessions

9.2 Required Documentation Elements
SMBP Readings:

e Date and time of measurement

e Systolic and diastolic values

e Heart rate (if available)

e Patient-reported symptoms or concerns

e Medication adherence status

e Environmental factors (stress, illness, etc.)

9.3 Data Storage

Data Retention:

e Maintain records per state pharmacy regulations
e Minimum 3-year retention recommended
e Secure disposal procedures for expired records

Follow-up and Care Coordination

Follow-up and care coordination represent the dynamic, ongoing components of SMBP
programs that transform initial patient engagement into sustained therapeutic relationships
and improved health outcomes.

The coordination challenge is particularly complex in SMBP programs because patients interact
with multiple healthcare providers, use various technologies, and generate continuous streams
of data that must be synthesized into actionable clinical insights. Successful programs establish
clear communication pathways, defined roles and responsibilities, and systematic processes for
escalating care when needed.
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10.1 Follow-up Schedule

Initial Follow-up:

e Within 7-14 days for all new enrollees
e Review first week of measurements

e Address technical issues or concerns
e Reinforce proper technique

Ongoing Follow-up:

e Every 2-4 weeks during medication titration

e Every 30 days for uncontrolled hypertension

e Every 60 days for controlled hypertension

e Every 3-6 months for maintenance monitoring

10.2 Provider Communication
Required Communications:

e SMBP enrollment notification

o Weekly data summaries during active monitoring
e Medication change recommendations

e Concerning readings or trends

e Program completion reports

Monitoring and Maintenance

Regular assessment of both clinical outcomes and operational processes enables healthcare
teams to identify areas for improvement, maintain equipment reliability, and optimize patient
care delivery throughout the program’s lifecycle.

11.1 Performance Metrics
Clinical Outcomes:

e Percentage of patients achieving BP goal

e Average BP reduction from baseline

e Medication adherence rates via Prescription Days Covered (PDC)
e Time to BP control

e Cardiovascular events

Process Measures:

e Patient enrollment rates
e Completion rates for SMBP cycles
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e Follow-up appointment adherence
e Provider communication timeliness
e Patient satisfaction scores

11.2 Equipment Maintenance
Regular Maintenance:

e Monthly accuracy checks against standard device
e Annual professional calibration

e Battery replacement schedules

e Cuff inspection for wear and damage

e Software updates for connected devices

11.3 Continuous Improvement
Monthly Reviews:

e Clinical outcome analysis

e Process improvement opportunities
e Staff feedback and training needs

e Patient feedback incorporation

e Technology optimization

Patient Education Materials

Patient education materials serve as the bridge between clinical expertise and patient
empowerment, translating complex medical concepts into accessible, actionable information
that enables patients to become effective partners in their own care. The development and
deployment of high-quality educational resources is particularly critical in SMBP programs
because patients must independently perform clinical procedures, interpret their results, and
make appropriate decisions about when to seek additional care.
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UNDERSTANDING HYPERTENSION

The Silent Killer Monitor Regularly

Checking your blood pressure regularly is
crucial for early detection and better
management.

Hypertension is often symptomless and
can quietly damage your body over time.

Healthy lifestyle choices, including diet, Taking prescribed medications consistently is
exercise, and stress management, can vital in effectively controlling blood pressure.
significantly impact blood pressure.

Protect Your Brain

Managing blood pressure has been shown to lower
the risk of dementia.

Long-Term Risks

Uncontrolled hypertension can lead to heart
disease, stroke, kidney damage, and dementia.

+
G
@ Lifestyle Matters & Medication Adherence

7 Simple Tips for Accurate Readings

Before You Start During Measurement

Empty bladder first Use correct cuffsize
+10 mmHg +2-10 mmHg
Keep legs uncrossed Put cuff on bare arm
+2-8 mmHg +b-b0mmHg
Support back and feet Support arm at heart level
+6 mmHg +10 mmHg

b | Don't have conversations

+6 mmHg
. J
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Patient Responsibilities

KEEP IT WORKING

+ Clean your device regularly « Keepinadry, saf e place + Check batteries regularl y
« Wipe cuff + monitor surface | | « Avoid heat, moisture, or damage ||« Replace when low
A vy
[ N
CHECK YOUR DEVICE KNOW WHEN TOGET HELP
+ Perform regular accur acy checks + Device not working properly
+ Compare with pharmacy or clinic readings + Readings seem unusual or inconsistent
vy

p.

Call 911 or seek immediate care if:

2180 /7 2120

Systolic 2180 mmHg OR Diastolic 2120 mmHg

« Chest pain or pressure « Shortness of breath

» Severe headache + Vision changes
« Numbness or weakness
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Optimize lifestyle habits
(non-pharmacological
treatment)

}

Optional:
Enroll in SMBP to confirm

Stage 1 HTN

SBP 130-139
OR
DBP 80-89 mmHg

!

Perform 10-Year Risk

Assessment using
PREVENT Calculator

Stage 2 HTN

SBP 2140
OR
DBP 290 mmHg

!

Enroll in SMBP

Clinical ASCVD, Diabetes,

Pharmacological therapy
and optimize lifestyle habits
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diagnosis OR reassess in 3—6 months
Estimated 10-yr CVD risk
Consider referral to Behavioral
" 27.5%7?
Health and/or Nutrition
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Enroll in SMBP
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Pharmacological therapy
and optimize lifestyle habits

Review SMBP results
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and reassess in 3—6 months

If BP not improved after 3—-6 months

+ Review SMBP results
in 4 weeks

Start pharmacological therapy

and continue lifestyle optimization

Assess and optimize Instruct patient to take BP

adherence to treatment 1-2 days/week for 1 month

v v

Consider intensification of therapy BP stable at or below goal?

and/or assign a new cadence for SMBP

( Nno ) YES

Assess adherence & Continue SMBP

consider intensification

1-2 times/week
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