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Definition of Ambulatory Care Pharmacy Practice—
A Specialty in Medication Use for Preventive and Chronic Care

Ambulatory care pharmacy practice is the provision of integrated,
accessible healthcare services by pharmacists who are accountable
for addressing medication needs, developing sustained partnerships
with patients, and practicing in the context of family and community.

This is accomplished through direct patient care and medication

management for ambulatory patients, long-term relationships,
coordination of care, patient advocacy, wellness and health
promotion, triage and referral, and patient education and self-
management.
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CRITERION A: Need

The area of specialization shall be one for which specifically trained
practitioners are needed to fulfill the responsibilities of the profession of
pharmacy in improving the health and welfare of the public, which
responsibilities may not otherwise be effectively fulfilled. This criterion
addresses NEED. BPS defines NEED as a condition of requiring supply.

Introduction

In recent decades, improvements in medical science and technology have provided
opportunities for people to live longer, healthier lives. New medications and technologies
are discovered and employed with increasing frequency. Nonetheless, the United States is
faced with the paradox of increasing life expectancy at the same time that chronic disease
morbidity and mortality are also on the rise. Compounding the situation are escalating
health expenditures that are not translating into better overall healthcare or health status.

Chronic Diseases and Complex Medication Therapy

Chronic diseases are the leading cause of death and disability in the United States. Seventy
percent of all deaths (1.7 million Americans annually) are a result of chronic diseases and
their complications. The incidence of major chronic diseases such as diabetes, asthma,
heart disease, preventable cancers, and obesity—and their corresponding complications—
is rising, despite advances in health information and technology. Nearly half of all
Americans live with at least one chronic condition.! Chronic diseases and their
complications impose major limitations on daily living for 25 million Americans. While these
diseases are common and costly, many are also preventable—through strategies such as
eating a nutritious diet, being physically active, using medications safely and appropriately,
and avoiding tobacco use.

The lag time between discovery of new evidence and implementation into practice
contributes to this problem. It takes an average of 17 years following the completion of
original research for new evidence to be widely integrated as a standard of care within the
healthcare system.? In the interim, the opportunities to help patients lead healthier lives and
attain better outcomes while reducing the costs of suboptimal care are lost. The medical
costs for people with chronic diseases account for more than 75 percent of the
nation’s $2 trillion annual healthcare expenditures.

Medications play a significant role in the treatment, management, and prevention of chronic
diseases, and they are being taken by a greater proportion of the population than ever
before. It comes as no surprise that medication use is highest among the senior population,
which accounts for approximately 34 percent of all prescriptions. Among adults over 65
years of age, 28 percent use five or more chronic medications each month, and more than
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75 percent have at least one chronic health condition that requires ongoing care and
management.’

A recent study evaluating prescription data of 2.5 million Americans that was conducted by
Medco Health Solutions shows that more than half of all insured Americans take at least
one chronic medication.* Moreover, increased medication use is growing faster in young
adults than in other segments of the population. Thirty percent of children under age 19 take
at least one chronic medication for conditions such as asthma, allergies, attention-deficit
hyperactivity disorder, diabetes, or depression.* Seventy percent of walk-in physician visits
and outpatient clinic visits result in at least one prescription medication.> The complexity of
treatment regimens requires patients to have access to knowledgeable health professionals
who can help manage their medication therapy.

Medication Errors, Misuse, and Adherence Challenges

With this increased use of chronic medications comes a heightened potential for errors and
misuse, underscoring the need for well-coordinated medication therapy management
(MTM). Within the current healthcare system, there are serious shortcomings in the
provision of safe and effective medication management. In 2000, the costs of drug-related
illness and death in ambulatory care settings alone were estimated at more than $177
billion.° These data are eight years old, and the costs continue to rise steadily. A 2007 Call
to Action by the Institute for Safe Medication Practices (ISMP)’ and the 2006 Institute of
Medicine (IOM) Quality Chasm Series report Preventing Medication Errors demonstrate the
critical need for ambulatory care pharmacist specialists to help patients use medications
safely and appropriately. In addition to helping ensure appropriate medication use and
preventing errors, pharmacists are needed to coordinate, manage, and integrate ambulatory
patients’ chronic disease care, and the acute episodes that surface in association with
chronic diseases, in order to prevent disease progression and to optimize outcomes.

Knapp has projected that by 2020, nearly 300,000 pharmacists will be needed to perform
patient-care functions beyond provision of medication—165,000 of these in primary care.’
This figure is based upon the services that the population will require for medication
management in 2020 given projections of medication utilization, characteristics of the
population, and the unmet need of today. This projected need is 50 percent higher than the
entire population of practicing pharmacists today. Importantly, this figure is independent of
the service needs associated with dispensing of medications.

Compounding each of these issues is the fact that today’s ambulatory patients are sicker
than ever before. Technology now enables many procedures and surgeries to be performed
on an outpatient, rather than inpatient, basis. Cost-containment efforts to shorten hospital
stays result in the discharge of patients earlier in the course of treatment, recovery, and
postsurgical procedures, thus resulting in greater acuity of patients in ambulatory settings.
In addition, because new medication therapy is often initiated during inpatient care, early
discharge increases the likelihood that adverse drug-related effects (ADES) might occur in
the ambulatory setting and may go undetected. Continuity of care related to the exchange
of information and to management of medication therapy throughout the continuum of
pharmacy services delivery remains a challenge.
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Pending Healthcare Reform

The nation is frequently described as “facing a healthcare crisis,” and another national
health reform effort is pending. Both candidates in the 2008 presidential election campaign
included health care as a top priority for their administrations. In June 2008, Senate Finance
Committee leaders Max Baucus (D—Montana), chair, and Charles Grassley (R-lowa),
ranking member, held Prepare for Launch—Health Reform Summit to initiate a process to
gain knowledge and begin discussions for reforming the U.S. healthcare system.

Healthcare costs make up more than 15 percent of the gross domestic product (GDP) and
are growing 2.5 percent faster than the GDP. Should this rate of growth continue,
healthcare spending will exceed 22 percent of GDP by 2020 and reach almost 30 percent of
GDP by 2030.2 According to the Congressional Budget Office, this exceeds our country’s
spending on food or housing—a level viewed by many as unsustainable. These senate
leaders concluded that our healthcare system is “broken (and) endangering families and
sapping this country’s ability to compete economically.” Health policy leaders will be looking
for solutions, especially in the areas of chronic disease, wellness, prevention, and
optimization of medication use.

Ambulatory Care Pharmacist Specialists

Many pharmacists who practice in ambulatory care settings have distinguished themselves
by gaining in-depth knowledge, advanced training, and expertise to provide optimal care to
patients who are at risk for chronic diseases. These ambulatory care pharmacist specialists
are in a position to be part of the solution to our nation’s healthcare crisis. In specialized
practices that span a variety of outpatient environments, they assist patients in screening
and monitoring their conditions, collaboratively manage their medications, and support them
in their efforts to engage in positive health behaviors aimed at improving their overall health,
preventing diseases and disease progression, and minimizing avoidable complications of
their disease. Ambulatory care pharmacist specialists are already demonstrating improved
outcomes of medication therapy, reduced complications, and improvement in health
status.>*%

Patients with complex diseases, problems, and medication regimens require care by
pharmacists with specialized training, knowledge, and experience to help them achieve
positive therapeutic outcomes. Health policy makers and society need a mechanism for
identifying, recognizing, and providing access to pharmacists who can meet patient needs
for specialized medication management, including recognizing individuals who have
obtained specialist recognition and have attained the additional training, experience, and
expertise to lead patients, the profession, other healthcare providers, and society to better
health by managing their disease and reducing preventable conditions, complications, and
sequelae. Specialty recognition of ambulatory care pharmacy practice by the Board of
Pharmaceutical Specialties (BPS) would provide a mechanism through which pharmacists
could attain voluntary certification that recognizes achievement of a focused and distinct
level of knowledge, experience, and skill in serving the unique needs of ambulatory
patients.

Guideline 1. Identify specific public health and/or patient care needs which are not
being met currently and which pharmacists in the proposed specialty can meet
effectively.
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Seriously unmet needs exist in the areas of chronic diseases, medication adherence,
medication therapy management of the underserved, preventive care, and wellness.
Among the chronic conditions in which the need is greatest are asthma, diabetes,
cardiovascular disease and stroke, cancer, obesity and inactivity, and chronic renal disease.
Many of these chronic diseases are interrelated and coexist in patients, complicating their
health status and requiring complex treatment regimens.

Unmet Needs in Medication Adherence and Medication Error Prevention

Medication errors occur frequently in the U.S. healthcare system—nboth in inpatient and
ambulatory care settings. Many of these errors are preventable and often result in patient
injury and added costs to the healthcare system. In recent years, national initiatives aimed
at researching, raising awareness of, and preventing problems with medication use have
been launched by the IOM, the National Council for Patient information and Education
(NCPIE), and the Institute for Safe Medication Practices, as well as independent
researchers. IOM has estimated national annual costs associated with preventable ADEs
events in the ambulatory care setting at $887 million, equating roughly to $1,983 per ADE.
Authors of the IOM report suggest this figure is underestimated, as it does not include costs
of nonadherence to prescribed regimens, use of drugs without an appropriate indication, or
lack of use (i.e., a patient did not receive medications that should have been prescribed
based on medical evidence). This figure also does not account for lost earnings or lost
productivity.

12

Gandhi et al. reported the prevalence and impact of preventable ADEs in the ambulatory
care setting in a 2007 article published in the New England Journal of Medicine.*® This
prospective study, which involved direct patient interviews and three-month follow-up,
demonstrated a 27 percent occurrence of ADEs in the ambulatory setting—four times
higher than that estimated for inpatients (accounted for in part by the longer duration of
therapy in the ambulatory setting and the fact that this study’s methods involved patient
interviews in addition to chart reviews). Thirty-nine percent of these ADEs were determined
to be preventable or ameliorable. Notably, in 63 percent of the ameliorable ADESs, patients
reported ADE-related symptoms to physicians; however, the ADEs went undetected and no
change in therapy was made during the three-month study period. (In the other 37 percent,
patients did not report symptoms to their physicians.) Interestingly, three times as many
ADEs were detected through patient interviews as from chart reviews—underscoring the
importance of direct communication with patients and long-term patient/provider
relationships.

In August 2007, NCPIE released a national action plan for improving prescription
medication adherence. This initiative was aimed at addressing “America’s ‘other’ drug
problem” that leads to disease progression, unnecessary complications, reduced functional
abilities, and lower quality of life. The total direct and indirect health care costs associated
with consequences of medication nonadherence are estimated to be $177 billion annually.**

As more and more Americans of all ages use medications to manage chronic conditions,
the need for coordinated, integrated medication therapy management increases. Over the
next 22 years, the number of Americans over age 65 years is expected to reach an all-time
high of 71.5 million—roughly 20 percent of the population and nearly double the total in
2003. Older adults are prescribed multiple medications; roughly 28 percent take five or
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more chronic medications. Polypharmacy and the potential for ADEs and medication
errors, as well as associated problems, will be even more prevalent.

MTM is an important component of the Medicare Part D drug benefit, and one for which
pharmacists are being compensated as drug therapy managers. An estimated 11 percent
of Medicare beneficiaries qualify for MTM services, and the demand for these services will
increase with the aging population. The need for MTM extends well beyond the Medicare
population to all patients with chronic diseases and conditions, including diabetes,
hypertension, dyslipidemias, asthma, and thromboembolic disease. Ambulatory care
pharmacist specialists manage complex medication regimens for patients with chronic
disease, help prevent complications, identify ADEs, and intervene as needed, while
motivating patients to adhere to medication therapy and care plans.

The need for expanded preventive care and wellness efforts aimed at preventing chronic
diseases and their associated complications is well documented. For example, national
public health efforts like Healthy People 2010, Healthy People 2020, and Steps to a
HealthierUS encourage healthy choices that may prevent development of diabetes, heart
disease, and other chronic conditions. Ambulatory care pharmacist specialists are actively
engaged in specialty practices to meet the chronic and preventive care needs of patients.

Unmet Need of Patients with Diabetes

An estimated 18 million patients of all ages have been diagnosed with diabetes.®> The
incidence of diabetes and related complications is increasing. The rate of diabetes among
people between the ages 30 and 39 has risen by 70 percent in recent years; among
children, the incidence of type 2 diabetes is dramatically increasing. Societal trends of
eating diets higher in fat and sugar, consuming larger serving sizes, and living less active,
more sedentary lifestyles are introducing diabetes complications, including heart disease, at
much earlier ages than seen in previous generations. In addition, of the 23.6 million people
estimated to have diabetes, 5.7 million are unaware that they have the disease.™

Undiagnosed or inadequately managed diabetes may lead to complications such as
cardiovascular disease, retinopathy, blindness, renal failure, neuropathies, dental and
periodontal disease, foot ulcers, and dermatologic problems. These complications are also
increasingly prevalent, demonstrating that the needs of many patients with diabetes are not
being met. Patient outcomes in the short and long term are highly dependent on the
effective use of medications, integration of diet and exercise, self-monitoring of blood
glucose, self-care, and patient understanding of their care plans. A related unmet need is
the integration of diabetes care and treatment for other acute problems (e.g., influenza,
gastrointestinal viral infections) that have the potential to significantly influence hydration
status and blood glucose levels in patients with diabetes.

The total cost of diabetes and related complication in the United States in 2007 was $174
billion.* Nearly one-third of patients with diabetes experience severe complications that
result in two or more hospitalizations per year. An estimated $2.5 billion could be saved
annually through better management of patients with diabetes and complications in
ambulatory care and through prevention of complications that require hospitalization.*®
Ambulatory care pharmacist specialists educate these patients in the use of medications
and devices for treating and monitoring their disease. They also develop and refine care
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plans to ensure patients are prepared to manage hyper- and hypoglycemic episodes and
prevent complications.

Unmet Need of Patients with Asthma

Asthma affects an estimated 22.2 million people in the United States.’” In 2004, there were
14.7 million outpatient asthma-related visits to physicians’ offices and hospital outpatient
departments and 1.8 million visits to emergency departments (EDs). There also were
497,000 asthma-related hospitalizations and 4,055 deaths. Children aged four years and
younger had the highest incidence of ED visits and hospitalizations associated with asthma.

When asthma is not effectively managed, acute exacerbations are more frequent. Such
episodes require emergent treatment and result in 12.8 million missed days of school and
10.1 million missed days of work each year.*” Better understanding of the pathophysiology
and pathogenesis of asthma has led to improved treatment approaches and higher-quality
evidence for preventing exacerbations, improving quality of life, and reducing asthma-related
morbidity and mortality. Prescription medications, self-monitoring, and self-treatment are
integral to improved asthma management. Patient education, follow-up, and adherence are
critical to maintaining control of the disease and preventing or adequately managing
exacerbations. In addition, evidence now suggests that early anti-inflammatory intervention
may prevent airway remodeling—providing additional opportunities for long-term outcome
improvement. An estimated 80 percent of costs associated with asthma are generated by the 20
percent of patients whose asthma is not well managed in the ambulatory care setting.'®
Ambulatory care pharmacist specialists educate patients in the use of medications and
devices. They also create and adjust action plans to help patients with asthma maintain
control and prevent exacerbations.

Unmet Need of Patients with Cardiovascular Disease

Heart disease is the leading cause of death in the United States and a major cause of
disability. AlImost 700,000 people die of heart disease in the United States each year.
Medications are the mainstay of treatment for hypertension, dyslipidemias, arrhythmias,
angina, and congestive heart failure, as well as for primary or secondary prevention of
cardiovascular disease, coronary artery disease, myocardial infarction, and stroke.

With advances in medical technology and the coexistence of many of these problems with
other chronic diseases, medication therapy for patients with cardiovascular diseases has
become increasingly complex. Ambulatory care pharmacist specialists manage these
complex medications, provide individualized clinical pharmacokinetic dosing when needed,
and help patients adhere to therapy and achieve desired medication and health outcomes.

Unmet Need in Preventing and Managing Renal Disease

The primary causes of chronic renal disease are hypertension and diabetes. Twenty-six
million Americans have chronic renal disease, and 20 million more are at increased risk for
the disease. Optimal disease management of hypertension and diabetes and early
detection can help prevent the progression of renal disease. Adherence with medication
regimens is crucial to keeping these diseases in check and preventing the development, or
slowing the progression, of renal disease. Ambulatory care pharmacist specialists
contribute significantly to prevention and management of chronic renal disease.
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Unmet Needs in Preventive Care—Helping Patients to Make Healthy Behavior Choices
Preventive interventions focusing on such areas as adult immunizations, smoking
cessation, weight loss, healthy diet, and physical activity are known to improve health,
prevent disease, and slow disease progression. Despite the data supporting these activities,
they are not routinely sought or embraced by most Americans. Pharmacists who develop
long-standing relationships with their patients and interact with them at regular intervals are
well positioned to influence healthy lifestyle choices and encourage behavior change. With
the required knowledge and skills, pharmacists can significantly contribute to improved
health of their patients. Ambulatory care pharmacist specialists often provide leadership
within the profession by establishing preventive care programs, implementing innovative
services, and educating and training pharmacists to engage in preventive care activities.

Immunization. Among the objectives of Healthy People 2010 is to “prevent disease,
disability, and death from infectious diseases, including vaccine-preventable diseases.”
Immunizations are now available to address many diseases. However, patients are still
suffering from the morbidity and mortality associated with these diseases because they are
unaware of, or do not have access to, these vaccines. Pharmacists are acquiring
specialized knowledge, training, and legal authority to screen patients and administer these
vaccines in nearly all states. Ambulatory care pharmacist specialists often lead efforts to
provide pharmacist training and implement immunization programs.

Smoking Cessation and Prevention. Some 46.5 million adults in the United States
smoke cigarettes; this single behavior will result in disability and premature death for half of
them. For individuals who quit smoking, the risk of smoking-related morbidity declines and
eventually is similar to that of a nonsmoker. These statistics underscore the importance of
efforts aimed at smoking cessation for any patients who smoke and for smoking prevention
among teens and young adults.

Healthy Diet and Weight Loss. Another objective of Healthy People 2010 is to reduce the
prevalence of obesity among adults to less than 15 percent. Despite this goal, current data
indicate that the situation is worsening rather than improving. Since the 1970s, the
prevalence of overweight and obesity has increased sharply, from 15 percent to 32.9
percent in adults aged 20—74 years. During that same period, the prevalence of overweight
increased from 5 percent to 13.9 percent in children aged 2 to 5 years; for those aged 6 to
11 years, prevalence increased from 6.5 percent to 18.8 percent; and for those between the
ages of 12 and 19, prevalence increased from 5.0 percent to 17.4 percent.'® An increasing
number of pharmacists are successfully helping patients achieve a healthier weight.

Exercise/lnactivity. More than 60 percent of American adults do not get enough physical
activity, and more than one-fourth are not active at all. Exercise, along with a healthy diet, is
important in optimizing outcomes in diabetes, cardiovascular wellness, and weight control.
In addition, poor dietary choices and inactivity lead to obesity, type 2 diabetes, and
cardiovascular diseases, especially in patients at risk for such diseases because of family
history or other factors.

Many diseases and conditions, such as hypertension, osteoarthritis, dyslipidemias, type 2
diabetes, coronary heart disease, stroke, gallbladder disease, sleep apnea, respiratory
problems, and certain types of cancer (e.g., endometrial, breast, colon), are associated with
or worsened by obesity and inactivity.
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Unmet Needs in Cancer Prevention and Early Detection

The association between unhealthy behaviors and certain types of cancer is well
documented. For example smoking and tobacco use are associated with development of
lung, oral, esophageal, and pancreatic cancer. Unprotected sexual activity with multiple
partners is associated with cervical cancer caused by the human papilloma virus. Certain
cancers, such as colorectal, breast, prostate, and cervical, have much better outcomes
when detected and treated early. Through ongoing trusting relationships with their patients,
pharmacists can encourage screening and other wellness activities aimed at cancer
detection and prevention.

The unmet public health needs of patients with or at risk for chronic diseases and their
complications are significant, especially among complex patients with multiple diseases on
multiple medications. Ambulatory care pharmacist specialists provide particular value to
patients and the healthcare system in managing medications, chronic and preventive care,
and transitions between settings of care for these complex patients. Specialized functions
performed by ambulatory care pharmacist specialists to actively and effectively help these
patients manage their diseases are described and documented in Guideline 2.

Guideline 2. Specify how the functions performed by pharmacists in the proposed
specialty address these specific needs of the public's health and well-being.

Many ambulatory care pharmacist specialists have distinguished themselves by gaining in-
depth knowledge, advanced training through residencies and certificate training programs,
and expertise to provide advanced care to patients. Ambulatory care pharmacist specialists
practice in many different settings—including community pharmacies, ambulatory clinics,
physicians’ offices, hospital outpatient departments, HMOs, and managed care
organizations. In their specialized practices, these pharmacists establish long-term
relationships with patients, caregivers, and providers that form a foundation of trust,
education, motivation, and support. Ambulatory care pharmacist specialists assist patients
in screening and monitoring their conditions, collaboratively managing their medications,
and supporting them in their efforts to engage in positive health behaviors aimed at
improving their overall health, preventing diseases and disease progression, and minimizing
avoidable complications of their disease. Many pharmacists providing this specialized care
are demonstrating improved outcomes of medication therapy, reduced complications, and
improvement in health status.?®*???% They publish their work in peer-reviewed journals,
and many also engage in practice-based research.

Ambulatory care pharmacist specialists work directly with complex patients in collaboration
with other members of the healthcare team to develop and refine individualized care plans
and educate patients about self-monitoring and self-management of their disease including
symptoms of exacerbation. When their patients experience other health issues, with or
without transitioning between care settings, these pharmacists work with them to ensure
that management of their acute condition is correlated with ongoing care of their chronic
conditions, and that patients know what to look for and what to do if problems occur.

Ambulatory care pharmacist specialists routinely provide continuity of care for ambulatory

patients who are under the care of multiple physicians in various settings. Following patient
discharge from hospitalization for an acute problem, the ambulatory pharmacist specialist
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ensures that their patient transitions smoothly back to daily living, and that any new
regimens are well coordinated with existing regimens and pre-existing diseases. These
pharmacists identify and prevent possible drug therapy problems, and proactively manage
problems when they do occur.

Ambulatory care pharmacist specialists provide specialized care to patients with diabetes,
cardiovascular disease, asthma, renal disease, and other chronic diseases. They provide
individualized dosing of anticoagulation therapy for patients with thromboembolic disease
and educate patients with asthma in the use of peak flow meters, inhalers, spacers, and
nebulizers. They also create and adjust asthma action plans. They educate patients with
diabetes in the use of medications, blood glucose monitors, insulin measurement and
injection techniques, pumps, carbohydrate counting, and care plans—including how to
manage hyper- and hypoglycemic episodes and what to do when they become sick with
viral illnesses and other problems that influence control of their diabetes. Ambulatory care
pharmacist specialists also work with their patients to monitor and prevent cardiovascular
and common infectious diseases. Ambulatory care specialists build relationships with
patients and caregivers. They perform periodic assessments to monitor their patients’
conditions and prevent exacerbations and to ensure new medications or changes in therapy
are well tolerated and effective. They actively and adeptly manage medication therapy for
their patients in the context of current and ongoing therapy, prevent and detect drug therapy
problems, and skillfully work with patients to motivate behaviors (and when necessary
behavior changes) that improve their health.

Many ambulatory care pharmacist specialists are engaged in collaborative practice
arrangements. They review laboratory data and adjust therapy as indicated, in
collaboration with other care providers. They assume responsibility for managing complex
regimens and work to ensure that desired medication-related outcomes are met. They
advocate for their patients and provide public health education and screenings.

In August 2008, the petitioning organizations conducted a survey of ambulatory care
pharmacist specialists. The survey was fielded to 5,434 pharmacists in ambulatory care
practice identified through membership records within ACCP, APhA, and ASHP. The
response rate was 14 percent. A copy of the survey instrument is attached as Appendix A-
1. A majority of respondents (55.2 percent) reported that in an average week, they devote
more than 70 percent of their time performing specialized functions.

Guideline 3. Describe and document with references how the public's health and well
being may be at risk if the services of practitioners in the proposed specialty are not
provided.

Public Health Risks of Medication-Related Problems

One and a half million preventable ADEs, including errors resulting in drug mix-ups and
unintentional overdoses, occur in the United States each year.”**™** Between 1995 and
2005, the number of prescriptions per year increased 60 percent, to 3.4 billion prescriptions.
According to ISMP, half of the outpatient prescriptions taken each year in the United States
are used improperly. Only 4 percent of patients ask questions to ensure they understand
how to appropriately use their medications. The risk of inappropriate medication use is high
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and increasing in prevalence; in 2000, costs associated with medication-related injury and
death totaled $177 billion.”**7**

One-third of patients who experience ameliorable ADEs following an outpatient visit do not
report symptoms to their prescribers. In a prospective study evaluating ADEs in ambulatory
patients, more than 60 percent of patients who experienced symptoms of ADEs that could
be resolved with intervention and reported the symptoms to their physician were left to
endure the symptoms; the ADE was not detected as a source of their problem.*®* The same
study revealed that three times as many ADEs were detected via direct patient interviews
as opposed to chart reviews by trained professionals. With increases in the use of chronic
medications in ambulatory patients—especially in children and young adults—the potential
for medication errors and ADEs is likely to increase.

Ambulatory care pharmacist specialists are adept at managing the complex drug regimens
of patients with chronic diseases, as well as in detecting and addressing drug therapy
problems, including errors and ADEs. With a solid relationship of trust as a foundation,
these pharmacists motivate their patients to adhere to their treatment regimens and to
actively and accurately monitor their disease. These relationships provide the foundation for
prompt detection and resolution of medication- and disease-related problems experienced
by ambulatory patients. Without a sufficient supply of pharmacist specialists who devote
the majority of their time to direct, specialized patient care activities, medication-related
problems will continue to rise and persist undetected by other health professionals or
pharmacists who interface with these patients episodically, or who spend the majority of
their time engaged in administrative, dispensing, or general patient-care functions.
Undetected preventable or ameliorable drug therapy problems lead to nonadherence,
disease progression, morbidity, or reduced quality of life for patients.®

Public Health Risks of Chronic Diseases

Ambulatory care pharmacist specialists are needed to mitigate public health risks
associated with chronic diseases, unhealthy behavior choices, and preventable chronic and
infectious diseases through skillful management of increasingly complex medications,
immunizations, collaborative care, and motivation of positive health choices.

Diabetes poses significant public health risks to Americans. If not well managed, it may lead
to heart disease and stroke, hypertension, blindness, renal disease, diabetic neuropathy,
amputation, periodontal disease, pregnancy complications, and sexual dysfunction. The
total cost of diabetes in 2007 was estimated to be $174 billion—a cost that has been
increasing at a rate of $8 billion per year since 2002 as a result of inadequate management,
increases in preventable complications, and greater prevalence of the disease.™®

The public health is at risk from cardiovascular disease and related complications and from
misuse and nonadherence of medications for the treatment of cardiovascular disease.
Uncontrolled cardiovascular disease progresses to coronary heart disease, acute
myocardial infarction, heart failure, stroke, and renal disease. Ambulatory care pharmacist
specialists manage complex cardiovascular medication regimens and provide risk
assessment, patient education, individualized monitoring, and adherence support. They
also encourage their patients to engage in behaviors that promote wellness. Patients with
poorly managed hypertension, dyslipidemias, and high risk factors are at serious risk for
complications, morbidity, and mortality. Medication technologies offer significantly improved
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options for controlling, and preventing, cardiovascular disease; however, the regimens are
increasingly complex and require careful, knowledgeable management to achieve desired
results.

The public health is also at risk from the effects of smoking and obesity and certain types of
cancer that are preventable through healthy choices or more easily treatable through early
detection. Cigarette smoking causes 87 percent of lung cancer deaths. Lung cancer is the
leading cause of cancer death in both men and women. Smoking is also responsible for
most cancers of the larynx, oral cavity and pharynx, esophagus, and bladder. In addition,
smoking is a cause of kidney, pancreatic, cervical, and stomach cancers, as well as acute
myeloid leukemia. Smoking contributes to significant morbidity such as chronic lung
disease (emphysema and chronic bronchitis), cardiovascular disease, stroke, and cataracts.
Smoking during pregnancy can cause stillbirth, low birth weight, sudden infant death
syndrome, and other serious pregnancy complications. Obesity contributes to the
development, progression, and exacerbation of cardiovascular disease, diabetes, chronic
gastrointestinal disorders, and arthritis, and may be associated with certain cancers.

Quitting smoking greatly reduces a person’s risk of developing these diseases. Quitting
during pregnancy can limit adverse health effects on the developing fetus. Healthy diet and
weight loss in overweight/obese patients have been shown to improve disease control, slow
progression, and reduce medication needs, particularly in patients with type 2 diabetes.

Through strong patient relationships, coupled with skills in motivational interviewing and
other techniques, ambulatory care pharmacist specialists optimize complex medication
regimens and support patients over time in transitioning to positive health behaviors such as
smoking cessation, healthy diet, and weight loss.

Each year 60,000 or more people die from vaccine-preventable diseases, and more suffer
from related complications. Pharmacists’ recommendations to patients regarding
immunizations are highly regarded and followed up on in one-half to 94 percent of cases.*
Chronic diseases and their negative health consequences are rising, despite the
introduction of new medications and treatment technologies. Increases in medication use
are leading to higher incidence of errors, ADEs, misuse, and inefficient, ineffective
medication management, particularly among ambulatory patients with chronic diseases. As
the health of our younger population (including children under age 19 and younger adults)
continues to decline, more Americans of all ages will rely on chronic medications and
increasingly complex regimens. The risks of harm from errors, ADEs, and nonadherence
will rise unless more pharmacists gain specialized knowledge and training to effectively
manage and monitor these patients in collaboration with other members of the healthcare
team and are positioned to devote the majority of their professional time to performing these
critical functions.

Guideline 4. Describe how functions provided by the practitioners in the proposed
specialty will fulfill the responsibility of the profession of pharmacy in improving the
public's health.
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The mission of pharmacy is to serve society as the profession responsible for the
appropriate use of medications, devices, and services to achieve optimal therapeutic
outcomes.

The vision of pharmacy states that by 2015, pharmacists “... will be the patient care
providers that healthcare system and payers recognize as being responsible for
ensuring desired medication use outcomes.” [Joint Commission of Pharmacy
Practitioners (JCPP)]*°

Pharmacists have a responsibility to the American public to ensure that medications are
used appropriately and desired medication outcomes are achieved. Achieving the JCCP
vision will require expansion in the number of specialized pharmacists with the knowledge,
skills, and abilities to care for the growing population of patients with complex medication
therapy regimens for treating their multiple chronic diseases. Ambulatory care pharmacist
specialists adeptly manage complex medication regimens, develop and refine individualized
patient care plans, work collaboratively as members of the healthcare team, conduct and
publish research, and maintain long-term relationships with even the most complex of
patients—becoming their medication-use coaches and motivating them to adhere to care
plans and engage in healthful behaviors.

Ambulatory care pharmacist specialists also serve as leaders in chronic and preventive care
within the profession. They often implement patient care programs; educate and train
pharmacists to deliver innovative clinical services (e.g., diabetes care, immunizations,
health screening and point-of-care testing) in outpatient settings; and conduct practice-
based research. In addition, they serve as practice-based educators within pharmacy, often
serving as preceptors for the required undergraduate advanced pharmacy practice
experiences and the growing number of post-graduate community and ambulatory care
residency programs.

A new specialty in preventive and chronic care for ambulatory patients would be consistent
with the mission of the Board of Pharmaceutical Specialties: “to improve patient care
through recognition and promotion of high-level training, knowledge, and skills in pharmacy
through board certification of pharmacists.””® BPS specialty certification is not only the
pharmacist’s path to advancement in contemporary medicine but also a roadmap for
pharmacists who desire to gain additional training and knowledge to differentiate
themselves by achieving certification. The complexities of care for ambulatory patients
continue to multiply. Advances in medication technology, increased acuity, and chronic
diseases are driving a need for specialty-trained pharmacists to expand their scope of
practice to integrate and manage highly complex medication therapy for patients with
multiple chronic diseases.

As the profession moves forward to achieve the JCPP 2015 Vision for Pharmacy Practice,

there will be an increasing emphasis on pharmacist provision of more sophisticated and
specialized direct patient care services in ambulatory care settings.

November 14, 2008 Page 24



Guideline 5. Describe the reasons why the needs as described above are not or
cannot be met by pharmacists who do not have specialized education and training.

Regrettably, neither the general practice of pharmacy nor of medicine is currently meeting
patients’ and society’s preventive and chronic care medication management needs. As a
result, the nation is facing significant public health problems, including preventable morbidity
and mortality from chronic diseases, medication nonadherence, medication errors, and
reduced cost effectiveness of care. Today’s patients have complicated health conditions
and comorbidities with complex medication regimens. There are pockets of excellence
throughout the country, where individual pharmacists practicing in community pharmacies,
ambulatory clinics, managed care organizations, hospital outpatient clinics, and physicians’
offices have distinguished themselves in the care of ambulatory patients through a variety of
avenues. These pharmacists should be recognized for the additional knowledge,
experience, and training they have acquired and for the work they are doing to improve the
health and medication outcomes of their patients.

Public health data over the past 10 years demonstrate increasing prevalence of chronic
diseases and use of chronic medications in much younger Americans, including children
and young adults. This trend, coupled with the projected doubling of the population aged 65
and older by 2030, will likely result in an exponential increase in the specialized needs of
ambulatory patients. The pharmacy profession is not fully meeting the growing medication
needs of these complex patients in the current healthcare paradigm, and there are no signs
that it will be prepared to meet projected needs. In order to realize its potential as a health
profession, pharmacy needs mechanisms through which employers, payers, and patients
will be able to discern who can provide these needed specialized services.

Lists of healthcare settings where complex medication management and preventive and
chronic care needs of ambulatory patients are being met with tremendous success often
include examples like the Veterans Health Administration, Kaiser Permanente, and others
where concerted efforts are undertaken to employ pharmacists with specialized experience
and where pharmacists’ time is purposefully devoted to medication management and
patient assessment functions.

Licensure examinations by state boards of pharmacy evaluate some of the core functions
performed by ambulatory care pharmacist specialists, but do so at a generalist level that
does not evaluate abilities to manage complex needs.?’ Pharmacists in general practice
perform important medication management, screening, and patient education functions.
However, management of complex ambulatory patients frequently requires the advanced
knowledge and skills of the specialized practitioner.

Data gathered from ambulatory care pharmacist specialists about their practice functions
and knowledge that they apply in patient care illustrate the implications of additional training
and credentials. Based on follow-up analyses of data gathered through the Report of the
Role Delineation Study of Ambulatory Care Pharmacists,? pharmacists who have
completed residency training or who have acquired additional credentials beyond licensure
(e.g., certified diabetes educator [CDE], certified disease manager [CDM], certified geriatric
pharmacist [CGP], BCPS) more frequently apply specialized knowledge and perform
specialized care functions than do pharmacists who have not acquired these advanced
credentials. For example, pharmacists with advanced training or credentials more
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frequently developed individualized care plans, coordinated care among health
professionals, and used laboratory data to adjust medication therapy. Pharmacists without
additional training or credentials were more likely to engage in functions related to work
flow, drug procurement, and important, yet less specialized, care functions such as general
health screenings. The petitioners acknowledge there are other mechanisms for acquiring
necessary training and education to perform specialized functions. Nevertheless, the data
linking specialized care to known types of advanced training and knowledge show a clear
distinction between functions performed in the specialized care of ambulatory patients and
functions performed by a generalist pharmacist with training and knowledge demonstrated
by licensure examination.

A similar trend was seen in the survey of ambulatory care pharmacists conducted by the
petitioners (N = 772). Pharmacists who report spending 60 percent or more of their time in
specialized direct patient care functions were more than three times as likely to have
completed a residency as were those who spent less time providing specialized care (76.6
percent versus 23.4 percent). Conversely, while the percentage of ambulatory care
pharmacists surveyed overall who spent the majority of their time in nonspecialized,
administrative, or dispensing functions was low (15 percent), 59 percent of respondents
who spent 60 percent or more of their time in these nonspecialized functions had not
completed a residency, compared with 41 percent who were residency trained.

Pharmacists whose practices are centered primarily on generalized dispensing or
administrative functions generally do not perform specialized ambulatory care functions.

Several thousand pharmacists have prepared themselves to meet public health needs by
providing specialized care for ambulatory patients that involves managing complex
medication regimens, improving outcomes in collaboration with other healthcare providers,
providing health-promotion and disease-prevention services, and addressing a broad range
of other health-related needs for their ambulatory patients. In addition, these ambulatory
care pharmacist specialists provide leadership among the profession in establishing patient
care services, precepting student pharmacists in required advanced pharmacy practice
experiences in ambulatory care, and training other pharmacists through residencies,
certificate training programs, and continuing professional development programs.

By any measure, the health challenges facing today’s ambulatory patients—increased
acuity of disease; declining health status of children and young adults; an expanding elderly
population; increasing prevalence, morbidity, and mortality associated with chronic diseases
and medication use; and the costs of medications and medication-related problems—are
not being adequately addressed by pharmacists in general practice or by other types of
pharmacist specialists. BPS certification of ambulatory care pharmacist specialists will lay
the groundwork for other committed and interested pharmacists to focus their professional
development, training, and educational efforts on preparing themselves to fully meet this
public health need.
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Guideline 6. Describe in detail how the needs as described above are not or cannot
be met by pharmacists in those pharmacy specialties already recognized by BPS.

The health and medication management needs of ambulatory patients with chronic
diseases are complex, and effective management requires long-term relationships and
distinct knowledge, training, and skills. Ambulatory patients have specialized needs that are
unlike those of patients cared for in inpatient or institutionalized settings.

While there is some overlap between specialized ambulatory care and the existing BPS
pharmacotherapy specialty, the knowledge and functions of ambulatory care pharmacist
specialists are distinct. The petitioners acknowledge the existence of a mechanism for
added emphasis in certain areas of “added qualifications” within BPS (e.g., infectious
diseases and cardiology within the Board-certified specialty in pharmacotherapy (BCPS);
however, there are important differences between the specialized practices of ambulatory
care and pharmacotherapy that make it important to recognize the ambulatory care
specialty independently. Precedent for such separate recognition can be found by looking
to medicine’s specialization structure.

A Comparison with Specialization in Medicine

It has long been recognized for decades that the base of knowledge and skills in medicine
far exceeds an individual's ability to master every facet of medicine. Currently physicians
may become certified in any of 145 medical specialties or subspecialties.*

Among the specialties in medicine, overlap is apparent in many areas. This overlap is
unavoidable given the complexities and commonalities within patient care. In comparison
with ambulatory care pharmacy and pharmacotherapy specialties, separate and distinct
medical specialties (i.e., not subspecialties) exist in family medicine, internal medicine, and
public health/preventive care.

Other specialized areas, such as cardiology and infectious diseases, are defined as
subspecialties of the specialty of internal medicine. Despite significant overlap, practice in
family medicine and internal medicine is recognized separately; distinct areas of focus set
them apart from each other and from the area of preventive care and public health. A case
could be made that internal medicine is the adult subspecialty of family medicine, or that
preventive care/public health is a subspecialty of either; nonetheless, the emphasis of each
is sufficiently distinctive to require separate recognition.

Likewise, in pharmacy, the breadth and depth of knowledge exceed an individual's ability to
master content and skills at an advanced level in all areas of practice and
pharmacotherapy. Specialty ambulatory care pharmacy practice is distinct from other BPS
specialties in its emphasis in chronic disease prevention and management and its focus on
monitoring and medication therapy management through long-standing relationships with
patients and other providers longitudinally. These relationships are aimed at minimizing
complications and improving outcomes through education, adherence, motivation, and
monitoring.

While certain elements of practice in the recognized specialty of pharmacotherapy do

overlap with those of specialized ambulatory care pharmacy practice (e.g., individualized
pharmacokinetic dosing for patients receiving anticoagulation therapy, and interpretation of
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associated laboratory values), there are functions important to each specialty that are less
relevant, or even nonapplicable, to the other specialty. The long-term patient relationships
that must be established for longitudinal management of medication therapy in specialized
ambulatory care practice are rarely, if ever, achieved with patients in secondary or tertiary
care institutional practice; outcomes for patients are defined and measured in shorter
segments of time. In addition, skills associated with physical assessment and motivating
patients to adhere to drug regimens, to actively monitor their disease, and to engage in
long-term healthy behaviors and choices are central functions performed by ambulatory
care pharmacist specialists that receive little emphasis by specialists in pharmacotherapy.

In addition, while ambulatory care includes acute and chronic disease management, the
functions related to managing inpatient acute care problems within a controlled institutional
setting are not performed at all by pharmacists specializing in ambulatory care. In the
ambulatory care pharmacist survey conducted by the petitioners, a number of responding
pharmacists chose to use the “write-in” comment function to share their perspective that the
current BCPS specialty does not meet their needs, and that the BCPS requirements for
advanced knowledge and skills related to inpatient care prevent them from pursuing
specialization in pharmacotherapy.

Demographics of BCPS Pharmacists

Opponents of a specialty in ambulatory care claim that close to 50 percent of the
pharmacotherapy examination is reflective of ambulatory care and thus prepares BCPS
pharmacists for specialized ambulatory care practice. In fact, according to BPS
demographic data collected during certification examinations, most Board-certified
pharmacotherapy specialists do not practice in ambulatory care. The specialized knowledge
and functions they possess are often viewed as better suited to hospital-based practice or
academia. BPS data reveal that more than 70 percent of pharmacists who were certified or
recertified in pharmacotherapy practice in hospitals pr institutions (see Table A-1). Only 10
percent of those certified in 2007 indicated they practiced in a community or ambulatory
care setting.

Table A-1: Demographics of Board-Certified Pharmacotherapy Specialists

Number Who Passed Ambulatory- Institutional Practice and
BCPS Certification/ /Community-Based Academia
Recertification Practice
2007 (of 868 who passed) | 89 pharmacists (10%) 665 (77%)
e 79 ambulatory care * 612 institutional (71%)
clinic * 53 academia (6%)
e 3 chain
» 7 independent
Cumulative—All Years 522 out of 4,887 (11%) 3,623 out of 4,887 (74%)
(4,887 who passed) « 3,195 institutional
(65%)
» 428 academia (9%)

In addition to pharmacotherapy specialists, pharmacists who specialize in psychiatric,
oncology, nutritional support, and nuclear pharmacy possess highly specialized knowledge
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and skills that are suitable to their specialties but are not adequate to prepare them for
specialized practice in ambulatory care pharmacy.

Guideline 7. Describe the reasons why the needs as described above are not or
cannot be met by other health professionals.

Many of the chronic diseases and conditions common in ambulatory patients are managed
primarily through complex medication therapy, requiring a health professional with expertise
in medication use and management, along with specialized knowledge and skills, to achieve
optimal outcomes. Pharmacists are uniquely qualified among all health professionals as the
medication-use experts on the healthcare team. Physicians, nurses, physician assistants,
nurse practitioners, and others do not have the pharmacologic and therapeutic expertise to
identify drug therapy problems and manage nuances of medication use with the perspective
and understanding of the pharmacist. Pharmacists with specialized knowledge, skills, and
practices in ambulatory care are best positioned to meet the complex medication
management and chronic and preventive care needs of ambulatory patients,

The unmet medication management and chronic and preventive care needs of ambulatory
patients are significant, increasing, and growing in complexity. Current public health data
and epidemiologic trends show these needs are not adequately being met—nor can they be
met—>by health professionals who lack the specialized expertise of ambulatory care
pharmacist specialists. Physicians and other health professionals look to pharmacists who
specialize in ambulatory care to partner with them and guide complex medication use in
ambulatory patients with chronic diseases. This reliance is commonly seen in Veterans
Health Administration clinics and health organizations like Kaiser Permanente where health
professionals are aware of and seek out the expertise brought by these pharmacists.

The “Joint Principles of the Patient-Centered Medical Home,” issued in March 2007 by the
American College of Physicians, American Academy of Family Physicians, and the
American Osteopathic Association, identifies the need for a team of health professionals at
the practice level who collectively take responsibility for the ongoing care of patients at all
stages of life, including chronic and preventive care.*® The petitioners believe pharmacists,
and especially ambulatory care pharmacy specialists, are and will increasingly play an
important role on these teams.

Guideline 8. If these needs are currently being met by other areas of pharmacy
practice, or by other health professionals, describe how these needs can be met
more effectively by pharmacists in the proposed specialty.

Pharmacists in community pharmacies, ambulatory care clinics, managed care
organizations, and other ambulatory settings where ambulatory patients receive care are
providing medication management, providing screening and monitoring, and performing
important functions to optimize medication use. There are pockets of excellence with
regional variation throughout the United States. Patients with less complicated needs are
being served more effectively than are the increasing numbers of patients with complicated
needs. The successes contribute to some of the emerging, impressive data being gathered
in demonstrations of the value of pharmacists’ services.
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The demands on pharmacists’ time and focus in some ambulatory practice environments
influence the amount of time and emphasis they choose to spend on integrated, complex
medication therapy management and interdisciplinary collaboration. Furthermore,
pharmacists with general training and knowledge perform generalized patient care
functions. Pharmacists with additional training, knowledge, and experience in the
management of complex patients with and at risk for chronic diseases and associated
complications provide care at a specialized level and can detect, manage, and motivate
necessary changes to an extent that other pharmacists are not equipped to perform, in the
absence of additional training or experience. As reported under Guideline 3 of this criterion,
pharmacists with specialized skills and knowledge perform important specialized
ambulatory care functions more frequently, and with greater emphasis, than do pharmacists
with generalized knowledge, training, and skills.

All pharmacists perform important patient care functions in serving the public health needs
of the people in our country. By definition, pharmacists who voluntarily choose to earn BPS
certification are prepared to meet the needs of patients within their respective specialty
areas more effectively than pharmacists without specialized knowledge and training. In all
areas, collaboration with other members of the healthcare team is critical in partnering with
patients to prevent medication errors, ensure appropriate medication use, and ensure that
desired therapeutic outcomes are achieved.

Ambulatory patients have complex preventive and chronic care needs. The needs are
dictated by the patient’s condition and expectations; they are not a function of a particular
practice setting. The fact that the patients are ambulatory, and not inpatient or
institutionalized, is significant, as societal influences and trends have a strong impact on
patients’ adherence, self-care, and self-monitoring of their chronic diseases. While there is
some overlap among specialty areas, the needs of ambulatory patients with and at risk for
chronic disease are significant and growing, and are sufficiently unique to support
recognition of ambulatory care pharmacy practice as a distinct specialty. Effective,
successful, high-quality care for these patients will require the full application of specialized
knowledge and skills of today’s ambulatory care pharmacist specialists and those who
would seek to achieve specialty recognition in ambulatory care.
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CRITERION C: Number and Time

The area of specialization shall include a reasonable number of
individuals who devote most of the time of their practice to the specialty
area. This criterion relates to the NUMBER of practitioners and the
amount of TIME spent in the practice of the specialty.

To determine the number of practitioners and the time spent in ambulatory care practice, we
developed a web-based survey and fielded it to pharmacists in ambulatory care practice
identified through membership records of ACCP, APhA, and ASHP. After removing
duplicate entries and undeliverable e-mail addresses, we defined 5,434 individuals as
currently working in an ambulatory care setting, having an expressed interest in ambulatory
care practice, or having completed a PGY2 ambulatory care practice residency. Clearly this
number is underestimated because not all pharmacists practicing in ambulatory care are
members of the three organizations from whose records names were drawn; however, we
believe that those pharmacists who are more professionally engaged are more likely to
pursue specialty recognition.

The survey was fielded in mid-August 2008, and the response rate was 14 percent. Over
40 percent of respondents took the initiative to sign the online petition in support of specialty
recognition for ambulatory care pharmacists. A copy of the survey instrument is attached as
Appendix A-1.

Guideline 1: Estimate the number of pharmacists currently practicing in the
proposed specialty. Identify the types of practice settings for these pharmacists
(e.g., academic, hospital, managed health care, community). Describe the sources
and methods used to determine these estimates.

Specialty practice in ambulatory care has experienced significant growth over the past 10
years in multiple pharmacy practice settings. One indicator of this is the growing number of
PGY2 (specialty) residency programs in ambulatory care. Ten years ago, there were 33
ASHP-accredited specialty residency programs in ambulatory care (previously called
primary care); today, these programs number 45—an increase of 36 percent. In
comparison, there are currently 47 PGY2 residency programs in oncology. Specialty
residencies in ambulatory care graduate about 48 ambulatory care specialists each year,
fully 19 percent of all PGY2 residency graduates.

Community pharmacy residency programs were in their infancy 10 years ago; today, there
are 54 accredited programs with 80 positions. Individuals completing community pharmacy
residency programs assume patient care practice roles at the level described within the
proposed specialty definition. As described in the JCPP 2015 vision statement, the shift
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toward greater patient-care roles will continue, and the number of these pharmacists
practicing at the specialty level will likewise increase.

Of the pharmacists surveyed, over 87 percent indicated that they are practicing at a
specialty level according to the following definition, which was developed jointly by ACCP,
APhA, and ASHP, the three organizations that partnered to develop this petition.

Definition of Ambulatory Care Pharmacy Practice—

A Specialty in Medication Use for Preventive and Chronic Care
Ambulatory care pharmacy practice is the provision of integrated, accessible healthcare
services by pharmacists who are accountable for addressing medication needs, developing
sustained partnerships with patients, and practicing in the context of family and community.
This is accomplished through direct patient care and medication management for
ambulatory patients, long-term relationships, coordination of care, patient advocacy,
wellness and health promotion, triage and referral, and patient education and self-
management.

Based upon survey results, we estimate that 4,728 pharmacists are currently
engaged in specialized ambulatory care practice.

The survey revealed that ambulatory care pharmacist specialists practice in a variety of
settings, as shown in Figure C-1.

Figure C-1: Practice Settings for Ambulatory Care Pharmacist Specialists

#

Result Responses Percentage Graph
Academic—teaching and practice
(ambulatory care clinic) 265 343
|Ambu|atory care clinic ||108 ||13.9 |'| |
|Community pharmacy practice ||108 ||13.9 |'| |
Academic—teaching and practice 69 8.9 —
(physicians' office-based) '
[Other 55 7.1 = |
| do not have an ambulatory care 50 6.4 —
practice '
IManaged care practice |47 6.0 = |
Academic—teaching and practice 32 41 —
(community pharmacy) '
IPhysicians’ office 130 3.8 = |
Academic—teaching and practice 8 10 —
(managed care) ' e

Guideline 2: For the pharmacists identified in Guideline 1 (immediately above),
estimate the percentage of time they devote exclusively to the practice of the
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proposed specialty. Describe the sources and methods used to determine these
estimates.

As part of the survey, we asked pharmacists to quantify the amount of time that they spend
in specialized ambulatory care practice and the types of functions that they perform in their
ambulatory care practice. Results indicate that over 40 percent of pharmacists work at least
40 hours per week in their ambulatory care practice site. The average number of hours that

responding pharmacists spend in ambulatory care practice per week is shown in Figure C-

Figure C-2: Average Number of Hours per Week Spent Practicing in an Ambulatory

Care Practice Site (N =772)

Result Responses Percentage Graph
nours per week | 314 406

31-39 hours per week 62 8.0

25—-30 hours per week 53 6.8

21-24 hours per week 63 8.1

15—-20 hours per week 85 11.0

10—14 hours per week 60 7.7

1-9 hours per week 74 9.5

I do not practice in 61 79

ambulatory care

Almost 64 percent of the pharmacists who indicated that they are practicing at a specialty
level spent over 50 percent of their time spent engaged in patient-care functions of
specialized ambulatory care practice. Almost one-quarter of respondents indicated that
they spent 90 to 100 percent of their time performing specialized ambulatory care functions

(see Figure C-3).

November 14, 2008

Page 48



Figure C-3: Percentage of Time Devoted Exclusively to Practicing Specialized
Ambulatory Care Pharmacy Practice

Pharmacists were also asked to quantify the percentage of time in an average week that
they spend engaged in direct patient care activities such as the following:

e managing medication use

e developing/implementing individualized treatment goals and plans

e gathering information from and assessing patients

e integrating care of acute illnesses in the context of patients' underlying chronic
disease(s) and health status

e performing roles in patient education, health promotion, wellness, and/or self-
management

e coordinating care among members of the health team

» advocating for patients

These results, highlighted in Figure C-4, show that over 55 percent of survey respondents
spent at least half of their time engaged in direct-care activities.
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Figure C-4: Percentage of Time Spent in Direct Patient Care Activities

Guideline 3: Estimate the number of pharmacists who would likely seek board
certification in the proposed specialty during the first five years in which board
certification would be available. Describe the sources and methods used to
determine these estimates.

Our survey asked respondents to indicate whether, if the petition to recognize ambulatory
care pharmacy practice as a specialty is approved, how likely they would be to pursue this
specialty recognition within the next five years. Almost 56 percent of respondents, or 432
pharmacists, indicated that they would be “highly likely” or “somewhat likely” to pursue
specialty recognition in ambulatory care (see Figure C-5).
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Figure C-5: Likelihood of Pursuing Specialty Recognition within the Next Five Years

50 100 150 20 2530 i) -

Since this survey sampled only a small proportion of the individuals who may be practicing
as ambulatory care pharmacist specialists, it is likely that the number of individuals who
would seek certification is underrepresented. The growth and number of residency
programs and the number of individuals who have indicated that they would be interested in
certification are comparable to those of specialties currently recognized by BPS.
Recognition of an ambulatory care specialty that has broad acceptance across many
practice settings will certainly increase the numbers of individuals who are likely to seek
certification.
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CRITERION D: Specialized Knowledge

The area of specialization shall be based on specialized knowledge
of one or more of the pharmaceutical sciences and the biological,
physical, behavioral, and administrative sciences which underlie
them. Procedural or technical services and the specific environment
in which pharmacy is practiced are not applicable to this criterion.
This criterion relates to specialized knowledge.

Specialized pharmacy practice in ambulatory care requires the acquisition and application
of specialized knowledge to meet the complex medication management needs of patients
with chronic diseases and to perform the specialized functions detailed in Criterion E.
Ambulatory care pharmacist specialists obtain this knowledge through a variety of means,
which are discussed in detail under Criterion F (Education and Training) and Criterion G
(Transmission of Knowledge).

The specialized pharmaceutical sciences knowledge required to practice in this specialty is
outlined in Guideline 1 below. Guideline 2 associates this knowledge with the biological,
physical, and behavioral sciences. Guidelines 3 and 4 explain how the specialized
knowledge applied by the ambulatory care pharmacist specialist differs from that of the
generalist pharmacist and of pharmacist specialists in other recognized specialty areas of
pharmacy practice.

In 2006, a role delineation study was conducted to describe and empirically validate the
domains, tasks, and knowledge that comprise specialty practice in ambulatory care.* (The
complete study is attached as Appendix D-1: Report of the Role Delineation Study of
Ambulatory Care Pharmacists.)

The role delineation study identified and validated five domains of specialty practice in
ambulatory care and the knowledge areas associated with each domain. The domains are

e direct patient care

e practice management

e public health

 medical informatics and professional development
e patient advocacy

This criterion documents the specialized knowledge required for professional practice in the
role of ambulatory care pharmacist specialist. In order to perform functions of specialized
ambulatory care practice, pharmacists must attain specialized knowledge in each of the five
domains. This knowledge is unique, or required at a deeper level, in comparison with the
knowledge required by individuals in general practice or in other BPS-recognized
specialties.
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Exhibit 3 in the Role Delineation Study lists 102 areas of knowledge identified within the five
domains of ambulatory care practice. In May 2007, a joint task force of ambulatory care

pharmacist specialists convened by the petitioning organizations reviewed the role
delineation study results and further segmented these areas of knowledge into those that

are unique to specialty practice or that are required with greater depth or emphasis in

ambulatory care pharmacist specialists’ practice. The determinations of this joint task force
are summarized in Table D-1.

Table D-1: Specialized Knowledge Unique to or Applied with Greater Emphasis
and/or Depth by Ambulatory Care Pharmacist Specialists

Domain

Knowledge Unique or Required with Greater Emphasis/Depth by
Ambulatory Care Pharmacist Specialists

Domain 1: Direct
Patient Care

5 Knowledge of physical assessment techniques
13 Knowledge of common immunizations
16 Knowledge of recent advances related to pharmacotherapy in ambulatory
practice
17 Knowledge of factors affecting medication and treatment adherence
18 Knowledge of effective interventions to address medication and treatment
nonadherence
19 Knowledge of the techniques for use of point-of-care testing (for example,
blood glucose, cholesterol, INR)
21 Knowledge of patient interviewing skills
22 Knowledge of motivational interviewing techniques
23 Knowledge of how to assess the patient’s readiness and/or willingness to
participate in their own care
32 Knowledge of how to prioritize patient needs and/or drug-related problems
36 Knowledge of how to implement an effective individualized treatment plan,
38 Knowledge of the format for documentation of patient-care activities, plans
and recommendations (for example, SOAP notes)
39 Knowledge of the types, indications, and uses of health-related screening
tests (for example, home pregnancy tests, hemoccult tests)
40 Knowledge of the types, indications, and uses of self-care devices for
monitoring chronic diseases (for example, blood glucose meters, peak flow
meters, blood pressure monitors)
43 Knowledge of how to effectively communicate with the patient
44 Knowledge of the principles and practices of wellness and prevention

Domain 2:
Practice
Management

1 Knowledge of the collaborative care relationships necessary in fulfillment of the
pharmacist’s role in a successful ambulatory care practice

3 Knowledge of the regulations surrounding collaborative drug therapy
agreements

4 Knowledge of the strategies and resources necessary for establishing a
collaborative care agreement and referral process

6 Knowledge of implementation strategies for ambulatory care pharmacy
services

9 Knowledge of procedures for coding and billing as relevant to pharmacy
practice

10 Knowledge of tasks involved in managing the implementation of a new service
or program

11 Knowledge of effective marketing strategies for initiating or expanding
ambulatory pharmacy services

12 Knowledge of systems for patient referral and follow up

14 Knowledge of regulations with regard to point-of-care testing (for example,
OSHA, CLIA, state board of pharmacy, other state laws)
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18 Knowledge of cost-effective alternative and therapeutic interchange options
20 Knowledge of service development process (for example, needs assessment,
business plan, SWOT [strengths, weaknesses, opportunities, and threats]

analysis)
22 Knowledge of process necessary for evaluation, analysis, and justification of
services
Domain 3: 2 Knowledge of resources available through relevant groups, organizations, and
Public Health agencies (for example, ADA, AHA, NIH, CDC, AAAAI)

3 Knowledge of disease prevention strategies
4 Knowledge of disease screening guidelines

Domain 4: 2 Knowledge of common resources of biomedical literature applicable to
Medical ambulatory pharmacy practice

Informatics and | 13 Knowledge of the ethical principles surrounding research on human subjects
Professional 14 Knowledge of elements of informed consent

Development

Domain 5: 2 Knowledge of patient-specific factors that may have an impact on access to
Patient medications (for example, socioeconomic)
Advocacy 3 Knowledge of the structure, guidelines, and process of patient and/or

medication assistance programs

7 Knowledge of the healthcare resources and services available to ambulatory
care patients (for example, disease-specific websites, medication assistance
programs, social services).

8 Knowledge of collaborative relationships necessary to enable case
management of ambulatory care patients

9 Knowledge of the scope and limitations of ambulatory care pharmacy practice

Guideline 1. Describe in detail the specialized knowledge of pharmaceutical sciences
required for the proposed specialty.

Patients with a broad range of diseases and conditions are managed in ambulatory settings.
Many of these conditions coexist and thus require complicated medication therapy and
other interventions. To effectively care for these complex patients and take responsibility for
achieving intended therapeutic outcomes, ambulatory care pharmacist specialists rely on a
specialized body of knowledge that is distinct in both breadth and depth.

Related to pharmaceutical sciences, in-depth knowledge of drugs used in cardiovascular,
endocrine, respiratory, allergy/immunology, musculoskeletal, gastrointestinal, infectious
disease, and mental health, and other diseases prevalent in ambulatory care is required.
Knowledge of integrated pharmacotherapeutic principles associated with medications and
diseases managed in ambulatory care—and the interplay of each—is also required in
specialty ambulatory care pharmacy practice. Specialized knowledge of pharmaceutical
sciences in ambulatory care requires a solid foundation of knowledge, such as that acquired
through entry-level doctor of pharmacy programs and defined in the Accreditation Council
for Pharmacy Education (ACPE) Standards 2007.> Ambulatory care pharmacist specialists
build on a foundation of knowledge in medicinal chemistry, including the chemical basis of
pharmacology and therapeutics and structural activity relationships that lead to drug-target

November 14, 2008 Page 54



interactions, and chemical pathways of drug metabolism, coupled with a broad
understanding of pharmacology. Pharmacologic principles of medications used in
ambulatory care, including mechanism of action, pharmacodynamics, pharmacokinetics,
bioavailability, bioequivalence, potential ADEs and side effects, and interactions between
drug-target, drug-drug, drug-food, and drug-lab tests underpin these pharmacists’ ability to
analyze individual patient situations and make determinations regarding drug treatment. In
addition, knowledge of natural products and supplements allow pharmacists to prevent and
detect safety problems and interactions of medications with complementary and alternative
treatments and to advise patients in self-management of their disease and symptoms.
Knowledge of pharmaceutics and biopharmaceutics provides important insights into drug
delivery through varying dosage forms and their associated physical-chemical properties,
which may influence adherence and product selection for patients. A knowledge of
toxicology, exposure, and poison control, and a baseline understanding of pharmaco-
genomics, extemporaneous compounding, and enteral nutrition adds to this foundation.

Bloom’s taxonomy of learning states that acquiring knowledge and understanding is only
the first step in the hierarchy of cognitive learning that enables critical thinking, synthesis,
and problem solving.® Specialized knowledge provides the foundation—the means to the
desired end that enables pharmacist specialists to perform the sPecialized tasks and
functions required to identify and solve drug therapy problems.*

Ambulatory care pharmacist specialists have expanded their knowledge in the
pharmaceutical sciences to encompass the depth of understanding required for synthesis of
individualized dosing and care plans for patients with coexisting, overlapping, and
sometimes interacting drug therapy regimens. Their specialized knowledge enables them
to develop expertise in the comparative use of alternative therapies in subsets of
ambulatory patients with chronic diseases, as well as their concomitant use in patients with
multiple and overlapping disease states. A specialized knowledge of clinical
pharmacokinetics, and of its interface with pharmacodynamics, is important to the
ambulatory care pharmacist specialist. In providing care of patients with anticoagulation
needs, these pharmacists must understand the principles associated with individualizing
therapy (e.g., warfarin) and interpret and act on patients’ laboratory results by adjusting
therapy, often in the context of multiple conflicting problems. The fundamentals of
laboratory medicine and their application in screening and monitoring patients with and at
risk for chronic diseases and in managing their medication therapy are another specialized
area of knowledge in ambulatory care.

Ambulatory care pharmacist specialists enhance their ability to prevent, detect, or
ameliorate ADEs, which reportedly occur at a rate of 27 percent in ambulatory patients,’
through acquiring and maintaining specialized knowledge of potential ADEs associated with
medications and of combinations of medications used in the management of ambulatory
patients with complex chronic conditions. In addition, because patients in ambulatory care
have control over decisions related to their diets, in-depth knowledge of dietary influences
on absorption, distribution, metabolism, and excretion are essential in ambulatory care
practice. Specialized knowledge of immunizations from a pharmacologic, patient screening,
and drug administration standpoint is required to enable ambulatory care pharmacist
specialists to advise patients and help prevent iliness, as well as to train other pharmacists
to participate in patient immunization programs. Ambulatory care pharmacist specialists
often provide care for patients with diseases or problems where drug metabolism and
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elimination are altered and where therapy for one chronic disease complicates treatment for
another.

Much of the specialized pharmaceutical sciences knowledge required for specialized
practice in ambulatory care therefore lies in the depth and breadth of the combined use of
medications relative to others in treating a variety of chronic diseases (e.g., diabetes,
asthma, cardiovascular disease) and associated complications concurrently. Rarely do
ambulatory patients with chronic diseases present with a single problem; as such the
specialists providing care must be able to draw upon a strong knowledge base that enables
them to integrate the care for one problem within the context of the whole patient and to
coordinate care with multiple caregivers.

Guideline 2. Explain fully the relationship of this specialized knowledge to the
biological, physical and behavioral sciences.

A broad-based, in-depth, specialized knowledge of the pharmaceutical sciences provides
the critical underpinning of the complex knowledge in the biological, physical, and
behavioral and social sciences required to manage the chronic and preventive care needs
of ambulatory patients. Increasing attention is being given to the importance of knowled%e
acquisition and maintenance and its influence on healthcare quality in the United States.

Ambulatory care pharmacist specialists must possess specialized knowledge in anatomy
and physiology, pathophysiology, and pathogenesis of chronic diseases and conditions
commonly experienced by patients in ambulatory care, along with knowledge of physical
and clinical assessment techniques. They must keep abreast of changes in technology
associated with detecting, diagnosing, and managing patients, and integrate knowledge of
laboratory analyses and their relation to health status and drug therapy. They must also
gain specialized knowledge of the coexistence of chronic diseases and the interplay of
medication therapy in treating them. To ensure quality, ambulatory care pharmacist
specialists must maintain specialized and up-to-date knowledge of evidence-based
medicine, clinical practice guidelines, and clinical research; they must also understand
systems and processes in practice-based research. The ability to interpret the published
literature to determine the validity of the research methods, results, and outcomes and to
make judgments regarding the relative merits of conflicting information is a foundational skill
used by the ambulatory care pharmacist specialist.

In the behavioral sciences, ambulatory care pharmacist specialists must understand theory
and strategies of motivational interviewing, interpersonal communication, listening,
negotiation, cultural competence, and health literacy. This knowledge is essential for
developing the long-standing, trusting relationships required in ambulatory care. This
knowledge also underpins skills required to motivate patients to adhere to prescribed
therapies, to make choices that have a positive influence on their health, and to detect
ADEs or other medication problems. Ambulatory care pharmacist specialists need to
understand the costs of various therapeutic options, particularly the out-of-pocket costs
borne by patients, and methods for sensitively discussing these issues with their patients.
In this regard, specialized knowledge in bioequivalence of alternative treatments is
important to ensure that cost-reducing strategies result in positive or equivalent effects on
the patients’ health status.
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Biological and social sciences knowledge also includes the impact of behavior and lifestyle
choices on chronic diseases and their complications. Knowledge of technology for
screening and monitoring diseases is also required in specialized ambulatory care, as is
knowledge of disease prevention and screening guidelines. Moreover, the ambulatory care
pharmacist specialist must be adept at using information resources produced and
disseminated by national health organizations and agencies, such as the Centers for
Disease Control and Prevention, the Agency for Healthcare Research and Quality, and
National Heart, Lung and Blood Institute. Familiarity with medical and medication
assistance programs and services is required, as is knowledge of program qualifications
and structure.

Collaboration with prescribers and other members of the healthcare team in managing
complex ambulatory patients with chronic diseases requires specialized knowledge in
communication and negotiation strategies with peers, subordinates, or superiors, as well as
understanding of legal and practical requirements for establishing a collaborative practice.
In addition, the ambulatory care pharmacist specialist must be knowledgeable regarding the
methods and systems for documenting patient-care activities and plans (e.g., through
SOAP notes, electronic communication systems).

Discussion

The body of specialized knowledge described in Guidelines 1 and 2 provides the required
foundation for the development of the analysis, synthesis, and g)roblem-solving skills
required by ambulatory care pharmacist specialists. As Bloom” suggests, learning is
hierarchical. Learning and performance at high levels, such as that required for the
management of complex chronic diseases and associated drug therapy follows a process
that begins with obtaining knowledge (i.e., learning facts) and comprehending that
knowledge. Applying the knowledge is an interim step, leading ultimately to the ability to
fully use the knowledge in analysis, synthesis, and evaluation. The skills and functions
performed by ambulatory care pharmacist specialists that demonstrate the highest levels of
specialized knowledge acquisition that are needed to make determinations regarding drug
choice, treatment of complex diseases, and synthesis of care plans are described in
Criterion E.

A subanalysis of the role delineation study data (Appendix D-2) revealed greater emphasis
on core sets of knowledge by ambulatory care pharmacists who had acquired additional
training and/or credentials through various mechanisms (e.g., residency). These individuals
relied more heavily on specialized knowledge to support important functions related to
chronic and preventive medication management issues for complex ambulatory patients.

Guideline 3. Discuss in detail how this specialized knowledge differs from the
knowledge base of a recent graduate with a Doctor of Pharmacy degree.

An individual who has earned a doctor of pharmacy degree is educated to provide care in
generalized practice in a variety of patient care settings. The scope of practice defined by
licensure examination (though the North American Pharmacy Licensure Examination
[NAPLEX] in most states) assures that a licensed pharmacist has met the baseline,
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minimum standards to practice pharmacy. An earned degree from an accredited school or
college of pharmacy and licensure by examination prepare an entry-level pharmacist to
deliver generalized pharmaceutical care better than any other type of health professional in
the U.S. healthcare system.

The licensure examination, by definition, sets a minimum competency standard. Specialty
certification, by contrast, confirms the acquisition of specialized knowledge that prepares a
pharmacist specialist to “contribute at ... evolving, advanced practice levels.”” As
established under Criterion A, increasing numbers of ambulatory patients have multiple
chronic conditions and are on complex medication regimens to treat disease, prevent
complications, maintain wellness, and address lifestyle problems. The incidence of chronic
diseases and medication use among younger and older segments of the U.S. population is
rising, as are the daunting statistics and associated consequences of medication errors,
drug misuse, ADEs, and nonadherence.>®° A growing number of patients who receive care
in ambulatory settings require the skillful, specialized knowledge and medication therapy
management provided by ambulatory care pharmacist specialists in order to reach their
desired health outcomes.

The NAPLEX Blueprint'® (see Appendix D-3) is a list of competency statements describing
the knowledge, judgment, and skills expected of an entry-level pharmacist. The licensure
examination establishes the acquisition, comprehension, and application of basic, general
pharmacy practice knowledge, but not the analysis, synthesis, and evaluation of specialized
knowledge in relation to complex medication therapy. The minimum competency standards
set by licensure fall short of the validated knowledge and expertise required of an
ambulatory care pharmacist specialist.

Ambulatory care pharmacist specialists apply specialized knowledge in the domains of
direct patient care, practice management, public health, medical informatics and
professional development, and patient advocacy. These domains include specialized
knowledge in the pharmaceutical, biological, and behavioral sciences associated with
managing and optimizing medication use, developing individualized care plans (including
clinical pharmacokinetic dosing when necessary), and developing long-term relationships
with patients and other health professionals. Required specialized knowledge also includes
expertise associated with the conduct and evaluation of research; evidence-based medicine
and clinical guidelines; and communication, motivation, and negotiation strategies. In
addition, the knowledge underpinning immunizations and health promotion and disease
prevention are required to support specialized practice. While many of these concepts are
introduced in the doctor of pharmacy curriculum, they are neither mastered at a specialty
level during entry-level education nor measured by the licensure examination.

Guideline 4. Discuss in detail how this specialized knowledge differs from the
knowledge base of those specialty areas already recognized by BPS.

No currently recognized BPS specialty encompasses the domains and specialized areas of
knowledge required of ambulatory care pharmacist specialists. Nuclear pharmacy lacks the
fundamental pharmacotherapeutic, medication management, and direct patient care—
related knowledge of ambulatory care and the related emphasis on chronic disease states.
Specialties in nutritional support, psychiatry, and oncology focus on relatively narrow
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segments of ambulatory care patients and therefore lack the required breadth. Further,
these specialties do not emphasize preventive and chronic care. The sole BPS specialty
that initially appears to require specialized knowledge in areas that overlap with those of the
proposed ambulatory care specialty is pharmacotherapy. A close look at the domains and
specialized areas of knowledge for both specialty areas, however, reveals significant
differences.

The BPS-recognized specialty in pharmacotherapy is divided into three domains: patient-
specific pharmacotherapy; retrieval, generation, interpretation and dissemination of
knowledge in pharmacotherapy; and health system-related pharmacotherapy. Table D-2
compares these domains with the five domains of the proposed ambulatory care specialty.

Table D-2: Comparison of Domains in Ambulatory Care Pharmacy and
Pharmacotherapy

Ambulatory Care Pharmacist Pharmacotherapy Specialist
Specialist Domains (Proposed Domains (Examination Percentage)
Examination Percentage)

Direct patient care Patient-specific pharmacotherapy
(50 percent) (55 percent)

Practice management Retrieval, generation, interpretation, and
(18 percent) dissemination of knowledge in
pharmacotherapy

(30 percent)
Medical informatics and Health system—related pharmacotherapy
professional development (15 percent)
(17 percent)

Patient advocacy
(11 percent)
Public health

(4 percent)

While some overlap in knowledge domains exists, the differences between the domains in
the two specialty areas are significant. Ambulatory care pharmacist specialists require
defined knowledge in patient advocacy and public health, as well as practice management
outside of the health systems. While both specialties emphasize medical informatics,
pharmacotherapy specialists require the knowledge necessary to serve as research
investigators in institutional settings, whereas ambulatory care pharmacist specialists
require knowledge to engage in ambulatory practice—based research activities. While the
pharmacotherapy specialist must possess in-depth knowledge regarding acute care
pharmacotherapeutics, the ambulatory care pharmacist does not. Indeed, as the role
delineation survey reveals, the ambulatory care pharmacist specialist possesses a greater
depth of knowledge areas that underlie a breadth of direct patient-care skills, including
patient interviewing and assessment, physical examination techniques, point-of-care and
self-testing devices, motivational interviewing, and documentation practices and systems.
Significant differences in the knowledge areas within each of these domains differentiate
these two specialties. Table D-3 lists the knowledge areas defined by the pharmacotherapy
exam content outline and the specialized areas of knowledge listed in Table D-1 that are
required with greater depth and emphasis by ambulatory care pharmacist specialists.
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Table D-3: Contrast in Knowledge Areas between Ambulatory Care Pharmacy and

Pharmacotherapy

Ambulatory Care Pharmacist Specialist

Pharmacotherapy Specialist

Domain 1: Direct Patient Care
< Knowledge of physical assessment
techniques
» Knowledge of common immunizations
« Knowledge of recent advances related to
pharmacotherapy in ambulatory practice
» Knowledge of factors affecting medication
and treatment adherence
» Knowledge of effective interventions to
address medication and treatment
nonadherence
Knowledge of the techniques for use of point
of care testing (for example, blood glucose,
cholesterol, INR)
Knowledge of patient interviewing skills
Knowledge of motivational interviewing
techniques
Knowledge of how to assess the patient’s
readiness and/or willingness to participate in
their own care
Knowledge of how to prioritize patient needs
and/or drug-related problems
Knowledge of how to implement an effective,
individualized treatment plan
Knowledge of the format for documentation of
patient-care activities, plans, and
recommendations (for example, SOAP notes)
Knowledge of the types, indications, and
uses of health-related screening tests (for
example, home pregnancy tests, hemoccult
tests)
Knowledge of the types, indications, and
uses of self-care devices for monitoring
chronic diseases (for example, blood glucose
meters, peak flow meters, blood pressure
monitors)
< Knowledge of how to effectively communicate
with the patient
« Knowledge of the principles and practices of
wellness and prevention

Domain 2: Practice Management

» Knowledge of the collaborative care
relationships necessary in fulfillment of the
pharmacist’s role in a successful ambulatory
care practice

» Knowledge of the regulations surrounding
collaborative drug therapy agreements

< Knowledge of the strategies and resources
necessary for establishing a collaborative
care agreement and referral process

< Knowledge of implementation strategies for
ambulatory care pharmacy services

« Knowledge of procedures for coding and

Domain 1: Patient-Specific Pharmacotherapy

« Anatomy and physiology

« Pathophysiology

« Pharmacotherapy

» Laboratory and disease/drug monitoring
parameters, including point-of-care testing and
regulations

* Recent advances related to pharmacotherapy

» Patient education principles and methods

* Pharmacogenomics

« Formats used to document pharmacotherapy
recommendations and follow-up

* Humanistic factors or outcomes

Domain 2: Retrieval, Generation, Interpretation,
and Dissemination of Knowledge in
Pharmacotherapy
« Primary (e.g., original research reports),
secondary (e.g., indexing and abstracting
services), and tertiary (e.g., textbook review
articles) references
» How to formulate a search strategy to retrieve
information from the biomedical literature
* Research methodology to interpret study validity
in assessing the objective of research reports
(e.g., study design, population selection,
blinding, statistical analysis)
» Strengths and limitations of various study
methods
« Clinical vs. statistical significance
e How data from a study or multiple studies can
be applied to pharmacotherapy practices
« Principles and methods of educating healthcare
students and professionals
» How to define a research hypothesis
» Appropriate research methodology to design
studies to assess a research hypothesis
= Granting agencies and their application
procedures
< Regulatory requirements for the coordination of
research (e.g., HIPAA, IRB, OSHA)
» Elements of informed consent
 Survey procedures
» Data management
» Data analysis and statistical methods
» Uniform requirements (developed by the
International Committee of Medical Journal
Editors) for manuscripts submitted to biomedical
journals
« Components of well-written research abstracts,
reports, and monographs
« Structure and interrelationships within the
organization for a practice setting (e.g.,
interdepartmental and intradepartmental) in
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billing as relevant to pharmacy practice

« Knowledge of tasks involved in managing the
implementation of a new service or program

« Knowledge of effective marketing strategies
for initiating or expanding ambulatory
pharmacy services

« Knowledge of systems for patient referral and
follow up

« Knowledge of regulations with regard to
point-of-care testing (for example, OSHA,
CLIA, state board of pharmacy, other state
laws)

» Knowledge of cost-effective alternative and
therapeutic interchange options

« Knowledge of service development process
(for example, needs assessment, business
plan, SWOT [strengths, weaknesses,
opportunities, and threats] analysis)

« Knowledge of process necessary for
evaluation, analysis, and justification of
services

Domain 3: Public Health
* Knowledge of resources available through
relevant groups, organizations, and agencies
(for example, ADA, AHA, NIH, CDC, AAAAI)
* Knowledge of disease prevention strategies
» Knowledge of disease screening guidelines

Domain 4: Medical Informatics and
Professional Development
* Knowledge of common resources of
biomedical literature applicable to ambulatory
pharmacy practice
» Knowledge of the ethical principles
surrounding research on human subjects
« Knowledge of elements of informed consent

Domain 5: Patient Advocacy

« Knowledge of patient-specific factors that
may impact access to medications (for
example, socioeconomic)

» Knowledge of the structure, guidelines, and
process of patient and/or medication
assistance programs

« Knowledge of the healthcare resources and
services available to ambulatory care patients
(for example, disease-specific websites,
medication assistance programs, social
services).

« Knowledge of collaborative relationships
necessary to enable case management of
ambulatory care patients

adverse drug event reporting

» Process/procedures for reporting to the FDA
new, unusual, or severe adverse drug events
and problems observed with drug products

» Process/procedures for reporting to the USP
problems observed with medical devices and
laboratory products

» Process/procedures for reporting in the
biomedical literature adverse drug reactions,
and problems observed with drug products,
medical devices, and laboratory products

Domain 3: Health System—Related
Pharmacotherapy

» Evidence-based clinical practice and patient-
care standards

» Health system—based standards (e.g., JCAHO,
NCQA, OSHA, CMS, HEDIS, LEAPFROG)

« Local, state, and federal regulations

 Principles of medication-use evaluation, adverse
drug event and medication errors surveillance

« Elements of regulations pertaining to healthcare
related data security and privacy (e.g., HIPAA)

* Regulatory authority of the FDA (i.e., NDA
process, oversight of marketing plans, generic
drugs)

« Compensation policies of federal and private
agencies

* Healthcare system models

« Principles of formulary decision
making/management

« Structure and interrelationships within the
organization for a practice setting (e.g.,
interdepartmental and intradepartmental)
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Criterion E: Specialized Functions

The area of specialization shall represent an identifiable field of
pharmacy practice which requires specialized functioning by the
practitioner and which is distinct from other BPS-recognized pharmacy
specialties. This criterion refers to SPECIALIZED FUNCTIONS.

Guideline 1. Specify and describe in detail, specialized functions performed routinely
by practitioners in the proposed specialty which are not performed by pharmacists in
general.

Ambulatory care pharmacy services provided by ambulatory care pharmacist specialists are
gualitatively different from those provided by generalist pharmacist practitioners. While
ambulatory care pharmacist specialists may routinely perform some of the same functions
as a generalist pharmacist practitioner, certain functions performed by a specialist are
distinctly different. Likewise, the generalist pharmacist practitioner may at times perform
functions that could be identified as specialist ambulatory care functions. However,
pharmacists in specialized ambulatory care practice routinely perform these and other
unique functions and additional functions at greater depth, or with greater emphasis, than
do their generalist pharmacist counterparts.

BPS analyzed these functions in its Role Delineation of Ambulatory Care Pharmacists,
which describes and empirically validates the domains, tasks, and knowledge that comprise
ambulatory care pharmacy practice.” According to the BPS task analysis, the following are
the domains of ambulatory care pharmacy specialty practice that are performed, regardless
of practice site:

e direct patient care

e practice management

e public health functions

 medical informatics and professional development
e patient advocacy

Within these domains the role delineation study presents 97 tasks that have been validated
on the basis of the importance of the task statement and the frequency that the tasks are
performed. The full list of Validated Tasks and Knowledge in Ambulatory Care Practice can
be found in Exhibit 3 of Appendix D-1.

In 2007, the petitioning organizations convened joint task force of ambulatory care

pharmacist specialists to review the results of the BPS role delineation study. Task force
participants further segmented the 97 validated tasks to determine those that are unique to
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specialized practice or that are required at greater depth or with greater emphasis within the
five domains. These recommendations are reported in Table E-1.

Table E-1: Functions that are unique or emphasized in specialized ambulatory care
pharmacy practice

Domain Functions that are unique or are performed at a greater
depth/emphasis in specialized ambulatory care pharmacy
practice

Domain 1: 1.1 Establish a caregiver relationship with the patient that fosters trust

Direct Patient and open communication, and encourages patient self-management.
Care
1.6 Perform pertinent physical assessments as they relate to patient's
current condition and/or therapies (for example, vital signs, weight,
palpation, auscultation, visual inspection).

1.7 Perform point-of-care testing (for example, blood glucose,
cholesterol, INR, bone mineral density, peak flow).

1.8 Determine patient's willingness to work with an ambulatory care
pharmacy specialist on health- and medication-related issues.

1.9 Assess patient's self-management knowledge, understanding,
skills, and willingness and ability to actively participate in his/her own
care.

1.13 Identify and refer (i.e., triage) patients with needs beyond the
scope of the ambulatory care pharmacy specialist.

1.14 Recognize patient-specific barriers to successful drug therapy
(for example, social situations, patient denial, literacy, mental
capacity, culture, language) and implement a plan to overcome these
(involving, for example, home visits, an interpreter, picture-based
education).

1.16 Evaluate the patient's technique for administering medications
that are not administered orally (for example, nasal inhalers, oral
inhalers, eyedrops, eardrops, subcutaneous injections).

1.18 Provide wellness and prevention education/counseling (for
example, lifestyle modifications, immunizations).

1.20 Administer appropriate immunizations to specific patients.

1.22 Perform collaborative drug therapy management via protocol or
signed collaborative agreements with healthcare providers.

1.23 Provide integrated disease-state management (for example,
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pharmacotherapy clinics or primary care clinics where more than one
disease may be addressed in a visit).

1.24 Provide focused disease-state management (for example,
diabetes, hypertension, asthma, heart failure, anticoagulation,
dyslipidemia, mental health, chronic pain).

1.25 Provide wellness and preventive programs for individual patients
(for example, weight management, tobacco cessation, immunization).

1.28 Recommend appropriate self-care devices for monitoring
chronic diseases (for example, blood glucose meters, peak flow
meters, blood pressure monitors).

1.29 Teach patients how to use self-care devices for monitoring
chronic diseases (for example, blood glucose meters, peak flow
meters, blood pressure monitors).

1.30 Recommend appropriate health-related screening tests (for
example, home pregnancy tests, hemoccult tests).

1.31 Teach patients how to use appropriate health-related screening
tests (for example, home pregnancy tests, hemoccult tests).

1.32 Define treatment goals in collaboration with the patient and other
healthcare providers.

1.33 Determine patient's ability and willingness to pay for services
(for example, insurance coverage, out-of-pocket expenses).

1.40 Conduct follow-up visits to assess response to drug and non-
drug therapy and to assure safety.

1.43 Determine patient-specific reasons for lack of adherence to
recommended treatment and, in collaboration with the patient,
develop a plan for improving adherence.

Domain 2: 2.1 ldentify the need for ambulatory clinical pharmacy services in
Practice response to patient care needs and/or business potential (for
Management example, medication therapy management, focused or integrated

disease-state management programs/clinics).

2.2 Establish new ambulatory clinical pharmacy services in response
to patient care needs and/or business potential (for example,
medication therapy management, focused or integrated disease-state
management programs/clinics).

2.4 Promote and market patient care services to patients and
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healthcare providers.
2.5 Establish and maintain a system for patient referral.
2.6 Establish and maintain a system for patient follow-up.

2.11 Organize the practice in a manner that supports efficient work
flow and integration of care, and assures timely patient visits and
follow-up (for example, use of ancillary personnel, group visits,
disciplined appointment system, technology, coordination of care
between clinical and medication dispensing functions).

2.12 Manage a financially viable practice (for example, cash-flow
management, cash-payment systems, insurance contracting,
accounting systems, pricing, expense analysis).

2.13 Develop systems to obtain reimbursement for ambulatory clinical
pharmacy services.

2.16 Manage point-of-care testing in accordance with regulatory
requirements (for example, Occupational Safety and Health
Administration [OSHA], Clinical Laboratory Improvement
Amendments [CLIA]).

Domain 3: 3.1 Provide general information to the public regarding preventive
Public Health health issues (for example, cardiovascular disease, tobacco
Functions cessation, immunizations).

3.3 Advise and direct the public and consumers to appropriate
resource groups, organizations, and agencies (for example,
Alzheimer's Association, American Cancer Society).

3.4 Participate in community health screening programs.

3.6 Advocate to ensure appropriate healthcare policy for ambulatory
care pharmacy practice.

Guideline 2. Describe the special skills required to perform functions specified
above.

All pharmacists are educated to obtain, interpret, and evaluate patient information to
appropriately manage drug therapy, assess the need for treatment and/or referral, and
identify patient-specific factors that affect health, pharmacotherapy, and/or disease
management. Ambulatory care pharmacist specialists have refined and expanded these
skills, often through additional training, experience, and credentials, and more frequently
perform specialized functions in caring for patients suffering from chronic disease and those
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who manage complex medical therapies. The specialized functions described in Guideline 1
are the foundation for the analytic and problem-solving skills required by ambulatory care
pharmacist specialists.

Based on a review of the follow-up analysis of the Role Delineation of Ambulatory Care
Pharmacist (see Appendix D-2) and the educational outcomes of residents who have
completed a PGY2 ambulatory care pharmacy residency program, the following are skills
required to perform the specialized functions outlined in the BPS role delineation report:

Manage the drug regimen by monitoring and assessing the patient and/or patient
information, developing individualized care plans, collaborating with other health care
professionals, and providing patient education.

Specialists treat and appropriately triage ambulatory patients with the most complex
chronic and acute illnesses, including individuals those with multiple disease states
and serious complications. Specialists identify, evaluate, and communicate to the
patient or healthcare provider information on the appropriateness of the patient’s
pharmacotherapeutic agents, dosing regimens, dosage forms, routes of
administration, and delivery systems. They reconcile issues with drug therapy. This
skill requires specialists to gather and assess complete information related to drug
problems and response to therapy.

1. Communicate in ways that foster the development of effective, collaborative, long-
term relationships with patients and their caregivers, peers, and other healthcare
professionals.

Specialists employ exceptional communications skills, negotiation skills, and conflict-
resolution techniques that motivate patients to adhere to prescribed therapies and
make choices that have a positive influence on their health status, and to detect
ADEs or other medication problems. They possess interviewing skills that enable
them to obtain information relevant to the care of the patient, discover pertinent
elements of the patient’s history, assess information to identify nonmedication
factors that may affect patient outcomes, and determine potential issues with health
literacy or cultural competency.

Ambulatory care pharmacist specialists rely on close collaboration with prescribers
and other members of the healthcare team in managing ambulatory patients. These
professional interactions require performance of specialized functions in
communication and negotiation strategies both with peers and subordinates, as well
as knowledge of legal and practical activities associated with collaborative practice
development.

2. Conduct physical assessments, administer medications, and perform point-of-care
testing for patients at risk for disease and for the purpose of monitoring and adjusting
drug therapy.

Specialists have the knowledge and skills to employ specific physical assessments

during the evaluation, assessment, and management of patients and of medication
use problems. Specialists understand and use point-of-care technology associated
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with screening, detecting, and managing patients. Specialists are able to integrate
knowledge of laboratory analyses and their relation to health status and drug therapy
into therapeutic care plans. Ambulatory care pharmacist specialists administer
medications and train patients on the use of medication administration devices (for
example, inhalers, nebulizers, syringes, pumps).

3. Design and implement clinical services and take full responsibility for the ongoing
management of and planning for those services.

Ambulatory care pharmacy specialists employ evidence-based medicine and clinical
guidelines to plan, develop, and implement patient care programs. They must
demonstrate the ability to secure the agreements necessary for the establishment of
a collaborative, interdisciplinary ambulatory practice and understand methods and
systems for documenting patient care activities and plans (for example, through
SOAP notes or electronic communication systems). Specialists also have the skills
necessary to evaluate the success of patient-care programs and to plan for program
expansion or improvement.

4. Retrieve and assess relevant medical information.

Specialists must have the skills to investigate, search for, and retrieve information
from a variety of sources, including patient sources, medical records, the
professional literature, clinical guidelines, screening guidelines, and information and
resources for patients and health professionals that are available through national
organizations such as the Centers for Disease Control and Prevention, the Agency
for Healthcare Research and Quality, the National Heart, Lung and Blood Institute,
and others. Specialists are able to analyze medical information and apply it to the
management of individual patients.

5. Model ambulatory practice leadership.

This skill includes the ability to perceive the need for and to deliver a wide range of
programs that contribute to the public health, active participation in professional
organizations, mentoring skills, and an advanced capability to provide insightful
education or training for student pharmacists, pharmacy residents, pharmacy
colleagues, nurses, physicians, and medical residents. The leadership skills of
ambulatory care pharmacist specialists reinforce their role as the medication
management experts for ambulatory patients.

Guideline 3. Discuss in detail how these specialized functions differ from the
functioning of a recent graduate with a Doctor of Pharmacy degree.

A recent graduate with a doctor of pharmacy (PharmD) degree is educated to provide care
in generalized practice in a variety of settings. The scope of practice defined by the
licensure examination assures that a licensed pharmacist has met the baseline, minimum
standards to practice pharmacy. The licensure examination, by definition, sets a minimum
competency standard. BPS certification confirms the acquisition of specialized knowledge
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that prepares a pharmacist specialist to “contribute at ... evolving, advanced practice
levels.”

As established under Criterion A, increasing numbers of ambulatory patients take multiple
chronic medications to treat and prevent chronic diseases and complications. The
Incidence of chronic diseases and medication use is rising among both younger and older
segments of the U.S. population, as are the associated consequences of medication errors,
drug misuse, ADEs, and nonadherence.>*>® A growing number of patients who receive
care in ambulatory settings require the specialized skills provided by ambulatory care
pharmacist specialists in order to reach their desired health and medication-use outcomes.

The NAPLEX Blueprint’ (see Appendix D-3) is a list of competency statements describing
the knowledge, judgment, and skills expected of an entry-level pharmacist. Achieving a
passing score on the licensure examination confirms the acquisition, comprehension, and
application of basic, general pharmacy practice skills; it does not indicate the ability to
engage in the specialized tasks or functions in relation to complex medication therapy that
are outlined in the Role Delineation for Ambulatory Care Pharmacists. These minimum
competency standards do not encompass the validated functions and skills required of the
ambulatory care pharmacist specialist.

Ambulatory care pharmacist specialists engaged in specialized functions have obtained
competencies in the domains of direct patient care, practice management, public health,
medical informatics, professional development, and patient advocacy. The functions and
skills associated with these domains include managing and optimizing medication use,
developing individualized care plans, and developing effective long-term relationships with
patients and other health professionals. Additional skills include conducting and/or
evaluating research; employing evidence-based medicine and clinical guidelines; and
communication, motivation, and negotiation strategies. While pharmacy students acquire
and practice some of these skills and functions during their PharmD program, they are
neither mastered at a specialty level during entry-level education nor measured by the
licensure examination.

Guideline 4. Discuss in detail how these specialized functions differ from the
functions required in those pharmacy specialties already recognized by BPS.

No currently recognized BPS specialty encompasses the specialized functions required of
the ambulatory care pharmacist specialist. For example, specialists in nuclear pharmacy
lack the fundamental pharmacotherapeutic, medication management, and direct patient-
care skills of ambulatory care pharmacist specialists and the related emphasis on
management of patients with chronic disease. Specialties in nutritional support, psychiatry,
and oncology focus on the relatively narrow segments of ambulatory care and consequently
lack the required breadth. Furthermore, these specialties do not emphasize preventive and
chronic care.

The sole currently recognized specialty area that appears to require specialized knowledge
in areas that overlap with those of the proposed ambulatory care specialty is
pharmacotherapy. A closer look at the domains and specialized areas of knowledge for
both specialty areas, however, reveals significant differences.
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The BPS-recognized specialty in pharmacotherapy is divided into three domains:
1. patient-specific pharmacotherapy
2. retrieval, generation, interpretation, and dissemination of knowledge in
pharmacotherapy
3. health system-related pharmacotherapy

Table E-2 compares the pharmacotherapy specialist domains with those outlined in the

Role Delineation Study of Ambulatory Care Pharmacists.

Table E-2: Comparison of Domains in Ambulatory Care Pharmacy and
Pharmacotherapy

Ambulatory Care Pharmacist Pharmacotherapy Specialist
Specialist Domains (Proposed | Domains (Exam Percentage)
Exam Percentage)

Direct patient care Patient-specific pharmacotherapy
(50 percent) (55 percent)
Medical informatics and Retrieval, generation, interpretation, and
professional development dissemination of knowledge in
(17 percent) pharmacotherapy
(30 percent)
Practice management (18 Health system-related pharmacotherapy
percent) (15 percent)

Patient advocacy (11 percent)

Public health
(4 percent)

While some overlap in functional domains exist, the differences are significant. Ambulatory
care pharmacist specialists require skills that allow them to engage in defined and important
tasks and functions in patient advocacy and public health, as well as in practice
management outside of health systems. Most important, ambulatory care pharmacist
specialists perform a broad range of skills related to direct patient care. Although these
skills are required to some degree in other specialties, they are not performed in the same
frequency, or with the same depth, as they are in ambulatory care specialty pharmacy..

While pharmacotherapy specialists must perform functions related to acute care
pharmacotherapeutics, the ambulatory care pharmacist does not. Indeed, as the role
delineation survey reveals, the ambulatory care pharmacist specialist performs in depth a
significant range of direct patient care functions, such as patient interviewing and
assessment techniques, employing point-of-care and self-testing devices, and implementing
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practices and systems. These specialists also possess exceptional communication skills
that foster strong, long-term relationships with patients and caregivers, conduct motivational
interviewing that is conducive to behavioral change, and assess patient self-management
and skills. Significant differences in the functional areas within each of these domains

differentiate the two specialties.

In addition, while both specialties emphasize medical informatics, pharmacotherapy
specialists often function as primary investigators of studies primarily in institutional settings.
Ambulatory care pharmacist specialists, by contrast, engage in ambulatory practice—based
research activities. Very little of the pharmacotherapy specialist's domain of health system—
related pharmacotherapy applies to the ambulatory care pharmacist specialist. Significant
differences in the functional areas within each of these domains further differentiate the two
specialty areas. Table E-3 lists the tasks defined by the pharmacotherapy examination
content outline and the specialized functions listed in Table E-1 that are unique to, or that
require greater depth and emphasis, by ambulatory care pharmacist specialists.

Table E-3: Contrast in Functional Areas between Ambulatory Care and

Pharmacotherapy

Functions of the Ambulatory Care
Pharmacist Specialist

Functions of the Pharmacotherapy
Specialist

Domain 1: Direct Patient Care

1.1 Establish a caregiver relationship with
the patient that fosters trust and open
communication, and encourages patient
self-management.

1.6 Perform pertinent physical assessments
as they relate to patient's current condition
and/or therapies (for example, vital signs,
weight, palpation, auscultation, visual
inspection).

1.7 Perform point-of-care testing (for
example, blood glucose, cholesterol, INR,
bone mineral density, peak flow).

1.8 Determine patient's willingness to work
with an ambulatory care pharmacy specialist
on health- and medication-related issues.

1.9 Assess patient's self-management
knowledge, understanding, skills, and
willingness and ability to actively participate
in his/her own care.

Domain 1: Patient-Specific
Pharmacotherapy

1. Collect patient-specific data to identify
problems and individualize care
a. Review patient data generated by
others regarding history (including
social and review of systems),
physical assessment, working
diagnosis, laboratory and other
diagnostic tests, and orders regarding
drug therapy
b. Perform relevant physical
assessments
c. Interview patient, family, and
healthcare team members to
augment patient’'s medical history,
medication history, and review of
systems
d. Request additional pertinent data.

2. Interpret data to identify problems and
individualize care
a. Identify the known or possible
therapeutic outcomes by assessing
known data with regard to the
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1.13 Identify and refer (i.e., triage) patients
with needs beyond the scope of the
ambulatory care pharmacy specialist.

1.14 Recognize patient-specific barriers to
successful drug therapy (for example, social
situations, patient denial, literacy, mental
capacity, culture, language) and implement
a plan to overcome these (involving, for
example, home visits, use of an interpreter,
picture-based education).

1.16 Evaluate the patient's administration
technique for medications that are not
administered orally (for example, nasal
inhalers, oral inhalers, eyedrops, eardrops,
subcutaneous injections).

1.18 Provide wellness and prevention
education/counseling (for example, lifestyle
modifications, immunizations).

1.20 Administer appropriate immunizations
to specific patients.

1.22 Perform collaborative drug therapy
management via protocol or signed
collaborative agreements with healthcare
providers.

1.23 Provide integrated disease-state
management (for example,
pharmacotherapy clinics, primary care
clinics where more than one disease may be
addressed in a visit).

1.24 Provide focused disease-state
management (for example, diabetes,
hypertension, asthma, heart failure,
anticoagulation, dyslipidemia, mental health,
chronic pain).

1.25 Provide wellness and preventive
programs for individual patients (for
example, weight management, tobacco
cessation, immunization).

biomedical literature, standards of
health care, and prior experience

b. Interpret laboratory data

c. ldentify drug-induced abnormalities
and medication errors

d. Develop a problem list.

3. Design a therapeutic plan for patient-
specific problem(s) through the integration of
pathophysiologic, pharmacotherapeutic,
pharmacokinetic, pharmacodynamic,
pharmacogenomic, pharmaoeconomic,
quality of life, patient-safety, technological,
and ethical/legal considerations

a. Determine and prioritize treatment

goals

b. Determine ethical/legal, economic,

quality of life. and safety priorities

c. Select appropriate drug and/or

non-drug interventions based on risk-

benefit analysis

d. Identify drugs with potential for

drug-drug, drug-disease, drug-

nutrient, and/or drug-laboratory

interactions

e. Select appropriate monitoring

parameters and timing of follow-up.

4. Communicate the therapeutic plan
a. Communicate the recommended
therapeutic plan to healthcare
practitioners in a manner appropriate
to their training, skills, and needs
b. Document the recommended
therapeutic plan in a manner
appropriate for the medical record,
health professionals, patients, lay
people, and healthcare managers.

5. Implement the therapeutic plan
a. Evaluate and resolve potential
and/or actual patient or healthcare-
system problems in the
implementation of the patient’s
therapeutic plan
b. Prescribe drug therapy
c. Order laboratory tests
d. Administer drugs or biological
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1.28 Recommend appropriate self-care
devices for monitoring chronic diseases (for
example, blood glucose meters, peak flow
meters, blood pressure monitors).

1.29 Teach patients how to use self-care
devices for monitoring chronic diseases (for
example, blood glucose meters, peak flow
meters, blood pressure monitors).

1.30 Recommend appropriate health-
related screening tests (for example, home
pregnancy tests, hemoccult tests).

1.31 Teach patients how to use appropriate
health-related screening tests (for example,
home pregnancy tests, hemoccult tests).

1.32 Define treatment goals in collaboration
with the patient and other healthcare
providers.

1.33 Determine patient's ability and
willingness to pay for services (for example,
insurance coverage, out-of-pocket
expenses).

1.40 Conduct follow-up visits in order to
assess response to both drug and non-drug
therapy and assure safety.

1.43 Determine patient-specific reasons for
lack of adherence to recommended
treatment and, in collaboration with the
patient, develop a plan for improving
adherence to therapy.

(e.g., immunizations, parenteral
contraceptives)

e. Perform laboratory tests (e.g.,
venipuncture, pulmonary function
testing, point-of-care testing)

f. Supervise administration of
medicine by technical personnel.

6. Educate patients regarding initial or
modified therapeutic plans
a. ldentify appropriate patient
education needs
b. Recognize patient education
barriers
c. Select and use appropriate
educational method(s) to educate
patients’ regarding drug therapy
d. Assess patients’ knowledge/skill
acquisition.

7. Monitor/modify the therapeutic plan
a. Monitor the therapeutic plan by
collecting and interpreting data
b. Modify the therapeutic plan as
needed.

8. Document patient-care outcomes
a. ldentify appropriate documentation
methods
b. Select the relevant information to
document patient-care outcomes
consistent with the therapeutic plan.

Domain 2: Practice Management

2.1 Identify the need for ambulatory clinical
pharmacy services in response to patient
care needs and/or business potential (for
example, medication therapy management,
focused or integrated disease-state
management programs/clinics).

Domain 2: Retrieval, Generation,
Interpretation, and Dissemination of
Knowledge in Pharmacotherapy

1. Retrieve biomedical literature by use of
appropriate manual and computerized
techniques.

2. Interpret biomedical literature with regard
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2.2 Establish new ambulatory clinical
pharmacy services in response to patient
care needs and/or business potential (for
example, medication therapy management,
focused or integrated disease-state
management programs/clinics).

2.4 Promote and market patient care
services to patients and healthcare
providers.

2.5 Establish and maintain a system for
patient referral.

2.6 Establish and maintain a system for
patient follow-up.

2.11 Organize the practice in a manner that
supports efficient work flow and integration
of care, and assures timely patient visits and
follow-up (for example, use of ancillary
personnel, group visits, disciplined
appointment system, use of technology,
coordination of care between clinical and
medication-dispensing functions).

2.12 Manage a financially viable practice
(for example, cash-flow management, cash-
payment systems, insurance contracting,
accounting systems, pricing, expense
analysis).

2.13 Develop systems to obtain
reimbursement for ambulatory clinical
pharmacy services.

2.16 Manage point of care testing in
accordance with regulatory requirements (for
example, OSHA, CLIA).

to study design and methodology,
statistical analysis, and significance of
reported data and conclusions.

3. Educate pharmacists, physicians and
other allied health care professionals and
students in the principles and practice of
pharmacotherapy.

4. Conduct research as principal
investigator or subinvestigator to
generate clinical, economic, humanistic
or translational knowledge applicable to
patient care.

5. Prepare and disseminate results of
investigations (including case reports,
abstracts, reviews, and monographs)
through publications.

6. Document and report new, unusual, or
severe pharmacotherapeutic events
(e.g., adverse reactions, drug
interactions, medication errors,
drug/device/assay defects).

Domain 3: Public Health

3.1 Provide general information to the public
regarding preventive health issues (for
example, cardiovascular disease, tobacco
cessation, immunizations).

3.3 Advise and direct the public and

Domain 3: Health System—Related

Pharmacotherapy

1. Collect date to characterize/identify health
system—related problems in providing
optimal health care.

2. Interpret data to characterize health
system-related problems.
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consumers to appropriate resource groups,
organizations, and agencies (for example,
Alzheimer's Association, American Cancer
Society).

3.5 Participate in community health-
screening programs.

3.6 Advocate to ensure appropriate
healthcare policy for ambulatory care
pharmacy practice.

3. Design a plan to improve the delivery and
quality of pharmacotherapy.

4. Develop justification for and garner
support for the implementation of the plan.

5. Design measures to monitor the success
of the plan during and following
implementation.

6. Collaborate to implement the plan.

7. Monitor the plan and implement
appropriate modifications.

8. Educate appropriate audiences on results
of health system—related pharmacotherapy
problems assessment and recommended
solutions.
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