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Pharmacy Practice Management
Final Exam Study Guide
Regulatory Affairs in Pharmacy
A. General

a. State and federal regulatory bodies: departments that manage these (aspect of management)

B. Regulatory Agencies in Pharmacy

a. Centers for Medicare and Medicaid Services (CMS)

i. FEDERAL AGENCY
ii. Medicare: federal funded program

iii. Medicaid: state funded program (federal has some regulation over it)

iv. LBJ signed Medicare Bill (1965) – created CMS and social security

v. HIPAA

b. Food and Drug Administration (FDA)

c. Board of Pharmacy

i. NABP

ii. NJ Board of Pharmacy

d. Drug Enforcement Administration (DEA)

e. NJ Drug Control Unit

i. NJ Prescription Monitoring Program 

f. Department of Health

i. US DHHS

ii. NJ DHHS

C. Center for Medicare and Medicaid Services (CMS)

a. Federal agency within the US Dept. of Health and Human Services (US DHHS)

b. Medicare Modernization Act (MMA) – 2003: aid outpatient Rx benefit to Medicare

i. IMPORTANT: added outpatient Rx benefits to Medicare (before 2003, not much Rx dealt with Medicare) ( MEDICARE PART D

c. HQ in Woodlawn, Maryland; Washington DC, 10 regional offices

d. Role & Responsibilities

i. Administers Medicare program

ii. Works with STATE governments to administer

1. Medicaid
2. State Children’s Health Insurance Program (SCHIP)
3. Health insurance portability standards
iii. Health Insurance Portability and Accountability Act (HIPAA) – privacy laws

iv. Quality standards in long-term care facilities

v. Clinical laboratory quality standards under the Clinical Laboratory Improvement Amendment (CLIA) 

1. Related to lab tests
2. If pharmacy does any health testing ( need to get a CLIA waiver

D. HIPAA

a. Enacted August 1996 (not in effect till years later)

b. Provides federal protection for protected health information (PHI) held by covered entities

i. Covered entities: every healthcare provider who electronically transmits health info

c. Gives patients rights with respect to their PHI

d. Permits disclosure of PHI needed for patient care (disclosure to other healthcare providers)

e. only applies to providing information to non-authorized people

f. limits use, requests for, disclosure of PHI

i. prescriptions, patient record profiles, recorded comments relevant to patient therapy

1. need to document people that receive the information (signature)

g. bottom line: patient records must be secure & not readily avail to anyone who has no reason

h. enforced: clinics, hospitals, MD, RPh provide written privacy notice to each patient

E. Food and Drug Administration (FDA) - Background

a. FEDERAL AGENCY
b. Within US Dept of Health (USDHHS)

c. known has FDA in 1930

d. started in 1848: Lewis Caleb Beck in patent office to carry out chem analysis of agri product

e. 1906: Pure Food and Drug Act

i. prohibited interstate commerce in adulterated & misbranded food and drugs

ii. adulterated drug = change of dosage form

iii. misbranded: false or misleading packaging

iv. more on SAFETY not EFFICACY
f. 1938: Food, Drug and Cosmetic Act

i. required that new drug couldn’t be marketed unless proven safe when used by the label

ii. gave power to the FDA

g. 1951: Durham-Humphrey Amendment

i. established 2 classes of drugs

ii. “legend” or Rx drugs: would carry a legend on the label ( said it can only be used under direction of physician

iii. OTC drugs

h. 1962: Kefauver-Harris Amendment

i. required that all new drugs marketed be shown to be safe AND effective
1. before, only had to approve safety ( now you need efficacy (Robitussin reform)

ii. Rx drug advertising: regulated by FDA

iii. Created Good Manufacturing Practice (GMP) requirements

i. 1976: Medical Device Amendment

i. better classification of medical devices according to function and SAFETY
ii. performance standards & premarket approval requirements

j. 1983: Orphan Drug Act

i. orphan drugs: drugs that are used to treat diseases that are RARE
ii. affects less than 200,000 people in the US (gave PI motivation for these diseases)

iii. tax/licensing incentives to manufacturers ( make dvlpmt. of orphan drugs appealing

k. 1987: Prescription Drug Marketing Act

i. more stringent controls on distribution of Rx drug products & samples

ii. banned sale, trade, purchase of drug samples

iii. specified storage, handling, recordkeeping requirements for drug samples
l. 1997: FDA Modernization Act

m. 2003: Medicare Prescription Drug Improvement, and Modernization Act

n. 2010: Patient Protection and Affordable Care Act (Health Care Reform Act)

F. Food and Drug Administration

a. Led by the Commissioner of Food & Drugs

i. Appointed by President, advice and consent of the Senate

ii. Provides agency-wide program direction and management services 
iii. Puts available resources to the most efficient use
b. 4 Directorates overseeing

c. Medical Products & Tobacco

i. Provides high-level coordination & leadership across the centers for drug, biologics, medical devices, and tobacco products

ii. Oversees the agency’s special medical programs
d. Foods

i. Foods program that addresses food safety and nutrition; achieve public health goals
e. Global Regulatory Operations & Policy (many drugs being made overseas)

i. Executive oversight, leadership, policy direction to FDA’s domestic and intl product quality and safety efforts 

ii. FDA responsible for what is consumed in this country (not just made in this country)

1. Have absolute and complete authority

f. Operations

i. Direction, leadership, coordination, guidance for overall day-to-day admin operations

g. protect and promote public health through regulating and supervising

i. food safety, cosmetics, tobacco products, veterinary products

ii. dietary supplements, OTC products, vaccines, prescription products

1. dietary supplements do not have to show efficacy, but needs safety

iii. biopharmaceuticals, blood transfusions, medical devices

h. Legal Authority

i. Laws are part of Food, Drug, and Cosmetic Act (1938)

1. meningitis outbreak (FDA blamed)

ii. Public Health Service Act

iii. Controlled Substances Act

iv. Federal Anti-Tampering Act

v. If they stop manufacturing then the SBOP takes over

G. National Association of Boards of Pharmacy (NABP)

a. International, professional association that assists state licensing boards in developing, implementing and enforcing uniform standards in pharmacy

b. Founded in 1904 in the US

c. All state pharmacy licensing exams go through this ( need to take the NAPLEX

d. Membership: USA, 2 Australian states, 9 Canadian provinces, DC, 3 US territories

e. 8 districts: lot of different standards in other areas

f. governed by Executive Committee

i. officers and member elected during Association’s Annual Meeting

g. standardized tests

i. Multistate Pharmacy Jurisprudence Examination (MPJE)

1. Law, about half is federal and half is state, federal is hard portion

ii. North American Pharmacist Licensure Examination (NAPLEX) – clinical

h. Verified Internet Pharmacy Practice Sites (VIPPS) program

i. To accredit online pharmacies

H. NJ Board of Pharmacy

a. Role and Responsibility

i. Ensures public’s health and safety 

ii. Licenses and regulates pharmacies, pharmacists, pharm techs, interns (licenses out of state pharmacies)

iii. Every state has one

b. Leadership & Organization

i. 11 members (appointed by governor – like every board)

1. 2 public members

2. 1 State Executive Department Member (usually Dept of Health)

3. 8 Pharmacists

a. >5 years of experience in practice of pharmacy in NJ

b. >1 pharmacist employed by chain (with >7sites), 1 by health care system, 1 who owns a pharmacy practice site in NJ

4. as of now there are no public members, no body from state, 2 chain pharmacists, 2 independent, and some others

ii. meet once a month
iii. used to be a law preventing academia members
iv. public member is that they have no ties

c. Members

i. Appointed for 5 year term

ii. Staggered terms: no more than 3 pharmacist terms expiring in 1 year

iii. No more than 2 consecutive full terms

d. Governor

i. Appoints members

ii. May remove member after hearing for: misconduct, incompetency, neglect of duty

e. Elections

i. Annual election for president and vice-president

f. Meetings

i. Meet once-twice a month and sometimes call addition meetings

1. Addition meetings may be called by the president or by 2/3 of the members of the board

ii. The morning portion is public and afternoon is closed (drug problems, Medicaid fraud)

I. Drug Enforcement Administration (DEA)

a. 1973: Nixon signed Executive Order creating the DEA (“all out, global war on drug menace”

b. have control at any level

c. FEDERAL AGENCY

J. DEA Background

a. Dedicated to drug law enforcement under US DOJ

b. 1,470 special agents ($75 M) ( 5,000 agents ($2.02 B)

c. medical marijuana can be shut down

K. DEA Role & Responsibilities

a. Identify, investigate, disrupt, and dismantle major drug trafficking organizations 

b. Remove drugs & violent criminals

c. Fight diversion of illicit drugs 

d. Rx drug abuse kills more people than coke + heroin combined

e. Started closing pharmacies (we have to check Rx) – allows DEA to close down stores

L. DEA Leadership

a. Administrator & Deputy Admin

b. Assistant Administrator

i. Chief of Operations, Chief of Intelligence, Operational Support Division, Human Resources

c. Chief Inspector 

d. Chief Financial Officer

e. Chief Counsel

M. Controlled Substances Act (CSA)

a. Comprehensive Drug Abuse Prevention and Control Act of 1970

b. Federal US Drug Policy 

i. Created controlled substance policy

ii. Manufacture, importation, possession, use/distribution is regulated
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created 5 schedules for controlled substances

d. 2 Fed Agencies determine which substances are added/removed from schedules = DEA + FDA
i. DEA: determines abuse potential
ii. FDA: determines medical use
e. CI and CII have same abuse potential
f. Cocaine (nasal surgeries), Tylenol #3 (with codeine), CV (some cough syrups)

N. NJ Drug Control unit

a. Established by NJ as part of Dept of law and Public Safety

b. Role: assist in the enforcement of the provisions of the NJ Controlled Dangerous Substances (CDS) Act

c. NJ Prescription Monitoring Program (PMP)

O. NJ PMP

a. An electronic system for monitoring CDS that are dispensed in or into NJ by a pharmacist in an outpatient setting

b. Monitor, prevent, and detect diversion and abuse of prescription CDS

c. Identify patients for possible treatment

d. Report Rx of CS drugs to a central database and it’s avail to all pharmacists and can be requested under law

e. PMP will collect data on dispensing II-V CDS and Human Growth Hormone (HGH)

f. Pharmacies will report info to private contractor who collects pertinent data on behalf of DIvison

g. ALL permitted and registered pharmacies will be quired to report info about CDS Rx or HGH AT LEAST TWICE A MONTH
h. Established by the Dept of Law and Public Safety through Division of Consumer Affairs

i. Most states have PMPs now 
j. Have to look at the PMP to check for doctor shopping

P. US Dept. of Health and Human Services (HHS)

a. A US government department – a federal level

b. Cabinet Department of US Government

c. Protect the health of all Americans & providing essential human services

d. Work closely with state and local governments

e. Leadership

i. Office of the Secretary, Public Health & Science, HHS Inspector General, HHS Office for Civil Rights

f. US Public Health Services (PHS): led by the Assistant Secretary for Health

g. US Public Health Services Commissioned Corps

i. Led by Surgeon General

ii. Responsible for addressing matters concerning public health

h. Office of Inspector General: investigates criminal activity for HHS

Q. NJ Dept of Health and Senior Services (NJDHSS)

a. STATE LEVEL

b. Role: improve health through leadership and innovation

c. Leadership: Office of the Commissioner, Office of Policy and Strategic Planning, Public Health Services, Senior Services and Health Systems

R. Summary

a. Pharmacy laws and regulations are implemented by various regulatory agencies (both federal and state)

b. Each agency plays unique role in ensuring that pharmacists deliver the best healthcares services

Essentials of Business Management

A. Management and the Organization

a. Definition of Manager: coordinates resources to achieve organizational goals

B. Levels of Managers

a. Top Level (CEO, Vice Presidents)

b. Middle Level (directors, managers)

c. Low Levels (supervisors, team leaders)

C. Manager Functions

a. Planning (long and short range)

b. Organizing (assigning resources and tasks)

i. Full time equivalent = 96 FTIs allowed to run dept.

ii. $60 million budget

iii. People: most valuable resource

c. Staffing (recruiting, selecting, training, developing)

i. Lot of people interview new pharmacist

ii. Training: efficient and effective

iii. Leadership: advance beyond staff level

iv. Manager entrusted to develop staff clinically, managerial 
d. Leading (motivating, coaching, communication, problem solving)

i. Important function of a manager

e. Controlling (checking results) – control the process

f. Full time equivalent = 96 FTIs allowed to run dept.

g. $60 million budget 
D. Roles of Managers

a. As defined in Henry Mintzberg’s The Nature of Managerial Work
b. Interpersonal (interactions with individuals)

c. Informational (sharing and analyzing)

d. Decision making (decision making)

e. Patient & employee satisfaction
E. Skills Required of Managers

a. Technical: where are you taking the dept., adapt to the environment)

b. Human

c. Conceptual

F. Characteristics of Our Future Leaders 
a. Excellent leadership skills (from a mentor)

b. Analytical skills

c. Communication skills

d. Personal impact- instill confidence in and project a good impression

e. Perform in an uncertain world

G. Management Thought – many different schools regarding management

a. Scientific

b. Administrative

c. Behavioral

d. Quantitative

e. Quality: in terms of consumer, voice of the customer that links back to quality
H. Quality Management Thought

a. Organization

b. Good and Services

c. Improvement: always improving, no end

d. Teams: of 8 people working toward goal (have to go in the same direction

e. Trust

f. Kaizen – individual contribution process improvement  practices to a targeted area in a specific amount of time (LEAN mentality)

i. Cutting down waste

ii. 6 sigma

iii. Car industry: Toyota

iv. Getting job done in short amt. of time

g. Re-engineering: blow it up then rebuild
I. Management Environments

a. External

i. Direct (customers, suppliers, competitors, employees (unions)

ii. Indirect 

1. Sociocultural (demographics, values)

2. Political and legal

3. Technical (MIS)

4. Economics

5. Global: global economy

b. Internal

i. Mission Statements

ii. Policies and Procedures

iii. Organizational Structure

1. Organizational chart

iv. Culture (values)

v. Management and Leadership Styles
J. Decision Making and Problem Solving

a. Process Improvement

i. Define

ii. Identify limiting factors

iii. Develop potential solutions

iv. Analyze solutions

v. Select: make a choice, which road

vi. Implement

vii. Control: most important part ( have good control plan in place, not alone ( delegate
b. Tools

i. Decision trees

ii. Return on Investment (ROI)

1. Automated dispensing (Pyxis)

2. Look at ROI, what am I getting back

3. Can get charges, get money, staff satisfaction 

4. If no ROI, going to have questions

5. Renovation: Decreased inventory, improved patient satisfaction

iii. Simulation (with data analysis)

1. Diagram: expected profit, use data to drive decision

K. Staffing and Human Resources (not taught in school)

a. Concerns
i. Laws and Regulations: how much OT, if 2 applicants, give everyone fair opportunity

ii. Determining organizational needs: coordinating resources to achieve organizational goals (know what the needs are)

1. Reduce FTIs, bill correctly, increase revenue

iii. Selection

iv. Training

v. Performance Evaluation: based on values (50%) NOT the job description (very loose), 50% of evaluation based on “are you a caring person, empathy, towards staff”

1. What I expect you to do & what you want to do

vi. Leadership development: not for everyone
L. Productivity: compared to other institutions (academic medical centers, Hopkins, what you get for staffing and budget is based on productivity)

a. EXAM QUESTION: productivity = relationship between Input and Output
b. 96 FTEs, generate so many discharges, adjusted patient days, impact cost per stay, what productivity is based on 

c. Quality Management and Continuous Improvement
i. Initial Quality: always a way to improve

ii. It’s About the Customer: everything about customer

iii. A strategy: what does process look like at the end

iv. Continually Improve: control, what you put in place is working

v. Teamwork
M. Leadership

a. Change Management

i. Identify customers

ii. Focus on customers

iii. Accelerate and Sustain Change

iv. Going from dispensing from satellite to dispensing from main site (satellite, lot of resources and drugs)

v. Voice of the customer, manage change

b. Teaching in a Learning Environment

i. New ways of thinking

ii. Open-thinking

iii. Think “system” with a shared vision

iv. Leadership development and Succession Planning
Medication Therapy Management

A. MTM
a. Started in 2007
b. reviewing medications that patient is taking
c. can get paid for it, spending more time with the patient

B. Why MTM

a. Sig. impact on public health: resulting from medication-related morbidity and mortality

b. More than 1.5 mil preventable medication-related adverse events occur each year

c. Inappropriate use of medication costs = $177 billion

d. If healthcare practitioners can sit with patients and review their medications, can we reduce these costs, even with paying the pharmacists, will still save more

C. Definition *
a. Medication therapy management is a distinct service or group of services that optimize therapeutic outcomes for individual patients.  Medication therapy management services are independent of, but can occur in conjunction with, the provision of a medication product.

b. Service where you optimize therapeutic outcomes for a patient

i. Can be Rx that they are filling currently or can go to a different pharmacy just for MTM

ii. Just because they don’t fill with you doesn’t mean you can’t be their MTM RPh

D. Purpose *
a. Improve care

b. Enhance communication among patients and providers

c. Improve collaboration among providers

d. Optimize medication use for improved patient outcomes

E. Who Benefits from MTM *
a. When someone is taking medications: how long have you been taking, and are you taking them?

b. Non-adherence: people that are not compliant

i. Are you taking them? – most important question to ask

ii. When assessing whether or not drug is working – are they taking them

c. Transition of care: being admitted and leaving the hospital

d. Changed or new regimens: did someone tell them to stop a previous regimen if starting new

e. Multiple conditions or multiple medications: multiple chronic meds

f. Reduce cost

g. Limited education: what does twice daily mean, every 12 hours
F. MTM 2013 Eligibility Requirements (TQ*) – know disease states

a. Beneficiary must meet all 3 criteria to be eligible for a MTM Program

b. Any Part D patient, 65 years or older will be eligible for MTM – meet all 3

i. Multiple chronic diseases: at least 2-3

1. Hypertension, heart failure, diabetes, dyslipidemia

2. respiratory disease (asthma, COPD, chronic lung disease)

3. bone disease (osteoporosis, osteoarthritis, or rheumatoid arthritis)

4. mental health disease (depression, schizophrenia, bipolar disorder, or chronic and disabling disorder)

5. each counts as separate disease state

ii. Multiple Part D medications: between 2-8

iii. Incur annual cost that exceeds $3,144

1. Not just copay, includes what insurance company pays

G. Framework: Where can it take place?
a. Pharmacist where patient fills medication

b. Private or semiprivate area

c. By appointment

d. Face to face interaction, can be allowed on the phone now (in person is best, to see condition)

e. Patient or caregiver with pharmacist: 65 and older will have caregiver

H. Core Elements (TQ*)

a. Medication Therapy Review (MTR)

b. Personal Medication Record (PMR)

c. Medication Action Plan (MAP)

d. Intervention and/or referral

e. Documentation and follow-up

I. Medication Therapy Review (MTR)*
a. The pharmacist completes a medication therapy review (MTR) consultation with patient or caregiver.

i. Assessing, identifying, and resolving medication therapy problems

1. Contraindications, how they feel after taking it, compliance, who is prescribing it

2. Appropriateness, dose, dosing regimen, indication, contraindications, potential ADRs, therapeutic duplication, unnecessary medication, adherence, refill status

ii. Monitoring and evaluating response to therapy

iii. Interpreting, monitoring, and assessing patient laboratory results, when available

iv. Providing educ and training on appropriate use of medications and monitoring devices

v. Communicating appropriate information to the physician or other health care provider
b. Two Types

i. Comprehensive Medication Therapy Review = 1 hour

1. Review all patient’s current medications, patient background

2. Parent’s background, all patient’s current medications

3. Done once a year

4. Initial meeting

5. RPh assesses appropriateness and works with patient, the prescriber, both

6. RPh provides education and info to improve patients’ self management

ii. Targeted Medication Therapy Review

1. Address new medication problems: how it interacts with previous medications

2. Medication therapy monitoring follow-up

3. Wouldn’t worry about what they are eating, focusing now on drug changes

4. Pharmacist assesses the specific therapy problem, intervenes, and provides education to patient and/or prescriber

J. MTR

a. Before Appointment

i. Review all information (profile, lab work, referrals)

ii. Review guidelines for medical conditions

iii. Prepare screening tools and educational information

b. During Appointment

i. Collect all information (interview, medical history, family history, social history, allergies, health records, home monitoring results, lab work, religious beliefs)

ii. Assess, evaluate, interpret all information

iii. Create a plan based on guidelines and patient goals

iv. Education and Training

K. Personal Medication Record (PMR)*
a. Purpose: medication self-management, enhance the continuity of care
b. Patient should be instructed: share PMR with physician, bring PMR to all pharmacy appointments
c. Patient receives a PMR after a comprehensive MTR

d. Portable record of his or her medications

e. Should include: patient name, med name, strength, indication, directions, start and stop date, pharmacist’s/prescriber’s name and contact information, date

f. Special instructions, when do you take it, start and stop date, allergies, need to keep Medlist with them at all times (should show it to pharmacy and doctor)

g. For OTC and herbal products as well

L. Medication Action Plan (MAP)

a. Patient receives a MAP at the end of an MTM visit

b. Purpose: improves medication self-management, enhance continuity of care

c. Patient should be instructed: share MAP with physician, bring MAP to all pharmacy appts.

d. created by patient and practitioner but patient directed

e. Should include patient name, DOB, physician/pharmacist, date, med related issues, proposed action, individual responsible for action, result of action

M. Intervention and Referral*
a. The pharmacist provides consultative services and intervenes to address medication-related problems; when necessary, the pharmacist refers the patient to other health care providers

b. May include working with patient, caregiver, or physician 
c. Purpose: optimize medication use, enhance continuity of care, and encourage patients to fully utilize available health care services to prevent adverse outcomes
d. Pharmacist provides consultative services and intervenes to address medication related probs

e. When necessary, pharmacist refers the patient to other health care providers

f. May include working with patient, caregiver, or physician

N. Referral*
a. New problem discovered that needs evaluation/diagnosis

b. Patient may need disease state mangement education to help with chronic diseases (diabetes)

c. Patient need monitoring for high risk medications (Coumadin)

O. Documentation and Follow Up*
a. MTM services are documented in a consistent manner, and a follow up MTM visit is scheduled with the patient or caregiver

b. Documentation is KEY

c. Helps with consistency and info sharing

d. Should include: patient demographics, allergies, conditions, meds, problems/plans, therapeutic monitoring performed, intervention, referrals, education, follow up plan, amt. time spent, feedback to providers

P. Community Pharmacists Providing Medication Reviews
a. Doing MTM (17 Part D Plans)

b. Done by physicians, nurses (not just pharmacists)

c. Some plans will hire nurses instead of pharmacists (cheaper) – govt. requires someone does MTM (you don’t have to do ALL 5 components)

i. When pharmacists are doing it: 5 components are a MUST

Q. Community Care Rx

a. Meet 2 medications, 2 disease states, $3,144 ( get MTM

b. Send patients to you electronically: eligible for MTM

i. First Page: Tells you about MTM

ii. Case Info: financial information (telling you how much patient has spent)

iii. Can decline: if patient is hospitalized, prescriber doesn’t want you to, not answering the phone, patient dies ( get $5

iv. Schedule appointment: have reviewed medications, look at allergies (if allergic, ask follow up and what does it do to you), medical conditions (look at drugs first)

c. List of Medications: purpose, SIG, directions, issues & notes

d. Red flag: safety alert, Green flags: cost savings, Blue flags: patient is non-compliant or gap of therapy (refill status is not correct)

e. Each disease state has separate set of questions

f. Vaccine list

g. Being Paid for MTM: CVS pays $55/hour, $80 per pharmacist (benefits), to do MTM, be reimbursed $2/min ($120), make $2 per hour

R. North Carolina Medicaid MTM

a. Cost saving (Rx to OTC)

b. Brand to generic

c. Medication Monitoring

d. Discontinuation

e. Adherence

f. Initiation

g. Of 88, 56 recommendations accepted and implemented by the pharmacy (saved $107)

S. Financial Analysis of MTM

a. Net financial gain in 1 year: $3.28

T. Mirixa 

a. 9,000 face to face interventions: save $29/patient (RPh paid more)

b. 12,000 call interventions: save $40/patient 
c. 49,000 mail ins (no savings)

U. Pharmacists’ Barriers*
a. Compensation: want more money

b. Time

c. Lack of additional staffing

d. Poor access to medical information

e. patient interest

f. Pharmacist interest

V. What is Needed for Success?

a. Pharmacists have dedicated time to provide MTM services

b. Significant outreach to educate patients and health care providers about the value of MTM services

c. Risk stratification models to determine patients who could benefit most from MTM services

d. Access to patient health information

e. A consistent, efficient format for documentation of MTM services 

f. Outcomes measures to measure the impact of MTM services

Clinical Pharmacy Management
Objectives 
· Identify the role of the clinical pharmacist as a managers in the hospital setting

· Clinical pharmacist: ones on the floor, interacting most with physicians, can be specialized

· Describe how clinical protocol development requires clinical pharmacists to perform management activities

· Explain the medication use process and how it can guide clinical protocol implementation

· State the importance of conducting medication use evaluations and process improvement for clinical protocols

· Clinical Pharmacy Definition
· experts in the therapeutic use of medications
· routinely provide medication therapy evaluations and recommendations to patients and health care professionals
· a primary source of scientifically valid information and advice regarding the safe, appropriate, and cost-effective use of medications
Clinical pharmacists’ responsibilities cover a wide range:

· Patient care

· Rounding, counseling, immunizations 
· Department of pharmacy

· Medication use evaluations (MUE)

· Staff education: nursing, other pharmacists

· Protocol development: clinical protocols, guidelines

· Preceptor to pharmacy students 
· Hospital committee involvement

· Managing people, quality improvement and assurance, hospital pharmacy mgmt, medication safety ( clinical pharmacist ( clinical services and patient care

· Act as a bridge in between 

How Are Clinical Pharmacists Managers?

· Clinical pharmacists act as a bridge between pharmacy hospital operations and clinical services like emergency medicine, critical care and infectious diseases. 
· Utilized evidence based medicine to maintain best practices

· Follow guidelines and evidence based recommendations for treatments
· Cardiopulmonary resuscitation 
· Act as leaders in the pharmacy department and pharmacy community

· Clinical protocol development is a common task put to clinical pharmacists and demonstrates their role as managers.

· Evidence Based Medicine: clinical decision-making base on guidelines/literature, determine best route of care
· Example: ACLS guidelines, Chain of Life 

· Evidence based: call someone right away, early chest compression and defibrillation (the more you delay, mortality goes up), 1 minute delay = 10% increase change of dying

· Everything is evidence based, do it on prior experience

· Guidelines help dictate what to do

· Clinical Protocol Development

· Diseases or clinical problems without guidelines

· Prevention of medication errors

· New medications or new therapies

· Clinical pharmacist can’t always be there

Clinical protocols are needed when:

· There are diseases or clinical problems without guidelines

· High risk medications are used and there is a need to prevent of medication errors

· Examples of high risk medications:

· Sound-alike look-alike drugs

· Plavix and Paxil 
· Drugs with narrow therapeutic indexes

· Phenytoin, theophylline, digoxin 
· New medications or new therapies

· Ex: Correcting Iatrogenic Coagulopathy In The Setting Of ICH
· Given them thin blood by administering Warfarin 

· Surfical intervention, coagulopathy reversal ( fresh frozen plasma, blood (packed red blood cells), vitamin K, recombinant factor VII, prothrombin complex concentrate (want to form clots)

· Although guidelines exist to recommend treatments, the evidence supporting these recommendations is very weak. This leads to clinical controversy and lack of a standardized treatment. 
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· Patients with a severe coagulation factor deficiency or severe thrombocytopenia should receive appropriate factor replacement therapy or platelets, respectively (Class I; Level of Evidence: C)

· Patients with ICH whose INR is elevated due to OACs should have their warfarin withheld, receive therapy to replace vitamin K–dependent factors and correct the INR, and receive intravenous vitamin K (Class I; Level of Evidence: C)

· PCCs are reasonable to consider as an alternative to FFP (Class IIa; Level of Evidence: B) 
· rFVIIa is not routinely recommended as a sole agent for OAC reversal in ICH (Class III; Level of Evidence: C) 
· rFVIIa is not recommended in unselected patients. (Class III; Level of Evidence: A) 

Do We Need A Clinical Protocol?
· Evidence based medicine 
· Guidelines exist but are based on poor evidence
· Medication safety 
· High risk of medication errors: agent that has NTI (too much or too little has ADR)
· New Medication and Therapy
· Clinical Pharmacists not always present
When it comes to protocol development: Think Like A Pharmacist

· Keep in mind the “medication use process” analysis of adverse drug events
· Prescribing ( Transcribing ( Verification/Prep/Dispensing ( Administration ( Monitoring
· Transcribing: not done anymore, more computerized, combines with prescribing
· Administration (nursing), Monitoring (anyone)
· Most medication errors occur in the Prescribing and Administration phases 
· Prescribing/Transcribing phase
· What clinical decision making assistance is required?
· Who are the approved prescribers?
· High risk medication: stops bleeding, reverses coagulation ( appropriate physicians
· Identify the specific indications that the drug is used for, know who should be allowed to order it (specialty), helps make sure that drug is used specifically for indication  
· Physician specialties
· Physician assistants (PA)
· Nurse Practitioners (NP) 
· How will the drug itself be prescribed or ordered?
· Computerized order entry (CPOE)
· Order form (free-hand transcribing)
· RWJUH Protocol
· Order placed by a prescriber after an attending physical approval (specialists)
· Indications for use must be appropriate and indicated on the order 
· Try to eliminate risks at every stage
· Hematology consult must be obtained for greater than 2 doses are needed 
· Need another specialist
· Lean: 6 sigma (deviations, 1 defect per million)
· Pharmacy Department Administration
· Drug cost
· Drug on hand inventory: know when you have to order drugs, talk to the dept.
· Balance economics and efficacy
· If the dose is 49% or less to the next vial dose, the dose can be rounded down
· If the dose is 50% or more to the next vial dose, the dose can be rounded up
· IV room pharmacist must prepare product within 30 minutes timeframe from order entry
· A pharmacy or pharm tech will deliver the medication but in the event the pharmacy can’t deliver, the nurse or patient care tech should pick it up
· Verification/Preparation/Dispensing phase (Operations)
· What do you (as the clinical pharmacist) need to do to ensure pharmacist know how to prepare, verify and dispense? 
· Providing clinical education to the staff is essential for new protocols and new meds
· In service: weekend and overnight staff
· Working with the pharmacy department operations managers you must determine how a pharmacist will:
· Verify, prepare and dispense
· Pharmacy administration can help determining how much drug to keep on hand and cost minimization 
· Administration and monitoring phase 
· Building interdisciplinary relationships is essential for education
· Nursing education 
· How to administer the drug
· What adverse drug events can occur, what is going to happen
· What labs need to be drawn (and monitored) 
· How to store the medication
· Nursing Administration
· Pharmacy will prepare the dose in aseptic manner, utilize appropriate sterile technique
· Pharmacist or tech will deliver the medication, or they can pick it up
· Administration IV infusion at max of 2mL/min
· After reconstitution, drug is stable for 3 hours
· Monitoring
· Monitor use at start of infusion, every 15 min until end of infusion’ every 30 minutes for 2 hours after complete
· Infusion reaction, can be related to rapid infusion, alleviated by slowing by 50%
· Anaphylaxis hypersensitivity reaction can occur ( immediately stop infusion
· Thrombosis and INR – contact MD
Important: conducting Medication Use Evaluation ( protocol in place, starting to work (every 3-6 months, stretched out to a year, not longer than that)
· Process Improvement
· Medication Use Evaluation: guidelines on medication-use evaluation
· Critical component to protocol development
· Commonly conducted by clinical pharmacists
· Report results to pharmacy and hospital administration: saving money, any changes
· Identify areas for process improvement
· Not a “one and done” activity
· Important component of residency training
· Why We MUE
· Promoting optimal medication therapy
· Evaluating the effectiveness of medication therapy
· Improving patient safety
· Preventing medication-related problems
· Procedural standardization
· Minimizing procedural variations that contribute to suboptimal outcomes of med use
· Identifying areas in which further info and edu for health care professionals are needed 
· Minimizing costs of medication therapy 
· Implementation of process improvements is essential for long term success of the clinical protocol
· Ensuring compliance with protocol restrictions (prescriber, indication, what units may administer the drug) 
	Order Number 
	Approved Prescriber (Y/N) 
	Approved Indication (Y/N) 
	Appropriate Dose (Y/N) 

	1 0001
	 Manning
	 ICH
	 5000 (100kg)

	2 0002
	 Rodgers
	 ICH
	 4000 (80kg)

	3 0003
	 Weeden
	 Head Trauma
	 3000 (60kg)

	4 0004
	 Romo
	 ICH
	 3700 (75kg)

	5 0005
	 Palmer
	 Head Trauma
	 5000 (70kg)

	6 0006
	 Brady
	 Intra-Operative Bleeding
	 5000 (100kg)

	7 0007
	 Manning
	 ICH
	 4500 (90kg)

	8 0008
	 Romo
	 ICH
	 4500 (90kg)


· Talk to Brady about unapproved indication
· Palmer: too high of a dose, should be 3500 not 5000 (kg *5)

· Drug has been verified, prepared and dispensed (already got to the patient)
· Clinical pharmacists’ responsibilities cover a wide range, not just patient care 
· Clinical pharmacists act as a bridge between pharmacy hospital operations and clinical services 
· They must be leaders in the department of pharmacy 
· Medication use evaluations (MUE)
· Staff education and development
· Preceptor to pharmacy students 
Pharmacy Technology

A. Automation

a. Shake and Roll counting device 
b. Old fashioned scale ( modern day scale (keyboard, scan UPCs, counting, can print labels when you scan correct drug)
c. McKesson robot: holds 25,000 drugs
i. Doctor sends in an order, robot dispenses everything, 99.9 accuracy
ii. Cuts checking labor by 90%
iii. Cuts inventory by 10% (keeps track of it)
d. Poroda (60% of total volume) – machine can fill 232 Rx without interruption  
i. 49 of top movers, Max is double that
e. Yiruma: counts pills, label, leaflet, ready to fill, scan it, window will tell you which to pull (patient specific) – don’t make a mistake
i. Fills 60% of daily volume, 200 Rx/hour, 220 drugs (top movers)
f. Fillmaster (babies)
i. Cuts down time with antibiotics, scan barcode, preloading info, how many mLs in the body, calculate flavoring recipe
ii. Full 4 minutes
B. Electronic Prescribing
a. Getting rid of blue scripts
b. Sent over via handheld device, smartphone
c. Get Rx filled in pharmacy computer before patient leaves doctor’s office
d. Percent of Annual Medicare (incentives + penalties)
e. Takes 1.03 min less to enter than paper Rx (savings = 23 cents per eRx)
f. Additional savings: 10 to 15 cents fewer based on fewer MD phone calls and DREs
C. Benefits for ERx – for Physicians
a. Improved efficiency
i. Reduced # of callback from pharmacies (quick access to vital patient info)
ii. Refill renewal authorizations (done in seconds, not hours)
1. KEY TO TRUE ADOPTION and WORKFLOW IMPROVEMENT
iii. More time on patient care and other key activities
b. Enables physicians to
i. Prevent medication errors
ii. More efficiently select drugs 
iii. Manage multiple and competing formularies (cost efficient for patient)
iv. Promote increased use of generic drugs
D. Physician has full medication record
a. Before, only PBM data was available to MDs
b. SureScripts: provide Med History data to physcians
c. Data will help hospitals meet JCAHO requirements for Med Reconciliation
d. Data helps in national emergency
E. ERx Prescribing – for Pharmacists
a. All necessary prescription info is transmistted and received
i. Less quality assurance conerns
b. Saves time
i. An internal Walgreens study: in 2007, took eRx’s took 1.07 minutes less to enter vs. paper Rx
ii. There is an additional savings per Rx based on fewer MD calls for clarifications/DUR’s
c. Reduces transcription errors
d. Improves patient services
i. Provides more time to be spent with customers
ii. Ensures fast Rx pick up
e. Improves record keeping
i. Reduces turnaround time on renewal
ii. Request and authorizations
iii. Improves efficiency, allows more pharmacist-patient interaction
F. Benefits for Patients
a. Complete Rx history available, improved efficiencies
i. Pharmacy of choice, secure, Rx avail for pickup 60 min after received
b. Adjucation to Patient’s Rx insurance continues as it does today providing an accurate co-pay amt. at Point-of-Sale
c. Higher levels of patient confidence and satisfaction
i. Potential to reduce medication errors by as much as 55%
G. eFaxing vs. ePrescribing
a. eFaxing: when prescriber uses a computer app to send a pharmacy a Rx, the pharmacy receives a faxed piece of paper (takes upwards of 20 min to receive the fax)
b. ePrescribing: When a prescriber uses a computer application to send a pharmacy a prescription and it arrives directly into the Pharmacy computer system (no paper, no fax, no delay)
H. EPrescribe
a. Push model
i. Send out eRx, computer would pull in batches (every 15 minutes)
ii. Push model, now it comes every time doctor hits the button
b. Why Not?
i. Too pricey, hardware
1. Nationalerx.com, free software (complaints about price and hardware)
ii. Doctors aren’t as technological, old fashioned
I. Bar Code Medication Administration
a. Scan barcode, route, the time, better efficiency; keep track of everything
b. Safety, documentation and accountability to new level
c. 23% of hospitals are using this
d. 5 Rights: patient, medication, time, dose, route
e. administration created by a nurse, was renting a car
f. use of bar code eMAR reduced rate of errors in order transcription and in med admin and ADRs (everything is electronic)
i. 11.5% error ( 6.8% (41.4% error reduction)
J. BCMA – downsides?
a. Implementation, new hardware/software, training, time of training, cost
b. Lot of time saved in the long run
K. Electronic Document Storage
a. Doctors notes entered into record with patient permission
b. Human error reduced
c. Reading computer vs. handwriting
L. Password Fatigue
a. Retinal, facial recognition, palm and fingerprint recognition
M. Quality Insurance
a. Making sure people get the right amt. of pills (not 100%)
b. Icon: latest in dispensing (bottle, pour on screen, sees If broken or foreign, counts)
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Tall Man Lettering, no standardization
i. risperiDONE
ii. rOPINIRole
iii. risperDAL
N. Security
a. HIPAA
b. Inside the pharmacy: robberies
c. Time delay safe for oxycontin: will open in 15 minutes
d. Can save patient’s account, credit card info, save time at drive thru (ExpressPay)
O. Miscellaneous
a. Leaflets in different languages
b. Automated phone calls to patients about when Rx is ready or not ready
c. Text message: as soon as it’s ready
d. Dial a Pharmacist
e. Intercom Plus: consultation application for pharmacists (CAP) – vital info to tell patient
P. Medication Guides
a. NSAIDs and antidepressants: required
b. MedGuides now print auto when Rx is filled for a drug that requires them
c. Saves time of having to locate appropriate guide
d. Print on Rx leaflet as soon as RPh hits enter
Q. Remote Reject Correction
a. Remove reject processing from stores, Batching rejects, Automate some rejects
b. Improve efficiencies, reduce potential for audits/frauds, reduces stress, competitive advantage
R. Danger of Technology
a. Role of pharmacist in positive health outcomes and drug company profits, adherence to medication regimens, holistic prescribing patients, navigation of insurance payment structure
b. pharmacists replaced by robots
c. increase adherences, discuss interactions, talk to patients
d. robots are 23% more accurate than human pharmacists in terms of dispensing
e. Pharmacists help to ensure that patients understand their medications and take them as directed and they collaborate with doctors and other local healthcare providers to assist in medication decisions

f. Community pharmacies also provide critical, cost-effective services like immunizations, disease state management and monitoring, and health education and screening programs.

S. Industry Trends: Headwinds
a. Reimbursement Pressure
i. Do with mail order can’t do, immunizations
b. Regulatory Environment
i. More access for healthcare for more people
c. Consolidation and Competition
i. Everybody is merging, more competition
d. Transactional pharmacist roles: get rid of these roles, pharmacist can discuss with you
e. Aging infrastructure industry wide: more people on chronic meds
T. Industry Trends: Tailwinds
a. Generic wave: coming off of patents
b. Health care reform
c. Industry consolidation
d. Specialty and infusion
e. Demographics
U. Tools at Point of Care
a. iPad, real time appointment scheduling, complete medication reviews, patient take care of their own healthcare
b. health corner: pharmacist outside of the pharmacy (first person is the pharmacist)
c. take care clinics: 3 in NJ (one stop health care for the patient)
V. A Vision for our Future
a. Innovative solutions to create a patient and consume-centric view that will change the future of healthcare
b. Capsule with microchip: track when medication is being taken
W. PMP: Prescription Monitoring Program
a. 43 states, NJ was the last one
b. had to to document
c. Florida prescribed everyone OxyContin, PMP put in place to detect that
d. Computer program, screen for accurate medications and prescribing practices
e. Advocate for patient and adherence and technology; regulate patient care
Managing an Immunization Practice: Part 1
A. Achievements in Public Health

a. Vaccine Development: vaccines for everything

i. Influenza pandemic (1919)

ii. 1980: HIV (ID) increased from that point
b. Vaccine-Preventable Diseases in the 21st Century

i. Pertussis: max cases = 265,000; 1934

ii. Outbreak of Pertussis in past 3 years: because parents don’t want to vaccinate child, and resistance

c. Vaccines: #1 way to prevent the flu

d. Shortfalls in Vaccine Delivery and Opportunities for Pharmacists

B. Impact of Influenza and Pneumococcal Disease

a. 8th leading cause of death in the US

b. completely preventable disease

c. missed opportunities

i. of those patients who die from influenza

1. ½ to 2/3 were hospitalized in the previous 5 years but were NOT vaccinated

2. 2/3 saw physicians as outpatients in previous year but were NOT vaccinated

ii. people with primary care and access don’t get their vaccines

C. Vaccination Rates in Adults
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D. Vaccination Rates Among Adults >65 yr by Race/Ethnicity (influenza, pneumococcal)

a. Black = 50.8% = 44.8% 

b. Hispanic = 50.6% = 40.1%

c. White = 68.6% = 64.9%

E. Outbreaks of Disease

a. Measles Outbreak (2008)

i. 132 cases reported

ii. more than 3x number of cases in 2007

iii. 89% of cases were imported from other countries

b. Mumps Outbreak (2009)

i. 1,521 cases reported in northeast

ii. largest outbreak of mumps since 2006

c. Pertussis Epidemic (2010)

i. 8,383 cases in CA

ii. highest number of cases since 1947

iii. 10 deaths

F. Patients Slipping Through Cracks 

a. In the patient ( physician ( pharmacist ( patient cycle (physician has first chance to immunize the patient)

G. Roles of Pharmacists in Immunization Advocacy

a. Pharmacist as educator
i. Serving as an advocate and motivating patients

ii. More trusted than most professions (#2, #1 is nurse)

b. Pharmacist as facilitator
i. Hosting others who vaccinate

ii. Having nursing services: they can vaccinate (downfall: specific day and time)

iii. At certain places: can offer it 24/7 whenever pharmacist available

c. Pharmacist as immunizer
i. Administering vaccinations

ii. Role we currently have

iii. Prescribing and administering it

H. Pharmaceutical Care and Medication Therapy Management (MTM)

a. Pharmaceutical care is the provision of drug therapy that achieve outcomes that improve a patient’s quality of life – these outcomes are:

i. Cure of a disease

ii. Elimination or reduction of symptoms

iii. Arresting or slowing of a disease process

iv. Preventing a disease or symptoms
b. MTM services should include assessment and evaluation of the patient’s complete medication therapy regimen

I. Other Rationales

a. Pharmacists looking to advance profession

b. Eroding reimbursement for prescription drugs

c. Improved patient loyalty: fill Rx, counsel, pick insurance plans

i. Stick person with needle = new level of loyalty

d. Increasing mail-order market share

i. Can’t get flu shot through mail order (don’t need to battle)

ii. For Rx: a lot of people getting mail order

e. Traffic driver for a lot of pharmacies: get more patients, usually first time they’re at pharmacy

f. Stepping stone to other professional advancement: next step could be health testing

g. establishing a Pharmacy-Based Immunization Program

J. Hoping Your Practice Will Grow?

a. Two kinds of market share

b. If you want to increase market share: can steal business from physicians and nurses or by growing the market

c. Goal is not to steal business, want to grow business

d. Build upon current business (go to people that are not vaccinated)

K. Steps to Becoming a Vaccine Provider

a. Receive specialized training and stay up to date, certification training course, American Pharmacists Association training course (5th year before graduation)

b. Identify what is allowed by state laws and regulations

i. Some states need a prescription to get the shot, confirm with doctor

ii. CA: can do anything

c. Identify unmet needs in your community

d. Develop program materials

e. Modify practice to incorporate program: need rooms, put up curtain

f. Identify sources for vaccine compensation

L. Getting Started

a. Create list of things to do and supplies to get

b. Who will be role model, Who will you call for support or advice, What is your timeline, What is a reasonable expectation for implementing your program?

c. Determine needs, talk to physician, reimbursement options, attend training, check legal obligations, design facility, supplies/documents, software, order vaccines, disposal option, marketing plan, train staff, immunize and document, report immunizations, review program

d. 12 week aggressive plan

M. Immunization Resources: Staying Up to Date

a. Read literature, current references, electronic mailing lists, APhA Immunization e-Community, attend refresher/advanced

b. CDC: Centers for Disease Control and Prevention (issued statement that made the news)

c. Immunization Action Coalition

d. Free apps: shots 2011 (provides up to date immunization schedules, updated yearly)

N. Legal and Regulatory Issues

a. Prescribing Authority

i. State law governs health care practice NOT FEDERAL

ii. State-specific prescribing regulation

1. Written or verbal prescriptions

2. Standing orders

3. Protocols, collaborative agreements

iii. Applies to both vaccines and epinephrine

b. New Jersey Laws

i. All CDC approved vaccines: every year 2x a year, guidelines

ii. Standing physician order allowed: RPh collaborates with physicians, develop standing order, legal contract that allows pharmacists to prescribe and administer these vaccines

iii. Statute prohibits “pediatrics”: laws made by state legislature

iv. Regulation interpreted as 18+: laws made by Boards (takes statutes and writes regulations to back it up)

1. Pediatrics should be 0-12

O. Pharmacist-Administered Vaccines Protocols vs. Rx

a. NJ: under protocol + Rx

b. Patient not under CDC guidelines: can get prescription and administer

c. Some states: need prescription for every vaccines

d. NY: can only do pneumo and influenza
P. Authority to Administer

a. “practice of pharmacy”: mean health care services that includes the compounding, dispensing, and labeling of drugs or devices; interpreting and evaluating prescriptions; administering and distrusting drugs and devices

Q. Pharmacy Technicians

a. Warning: not states permit pharmacy techs to administer medications (including immunizations)

b. Pharmacists who allow technicians to administer are jeopardizing programs and practices

c. Tasks techs can do to free the pharmacist to administer vaccines: prepare dose, paperwork, handle billing, everything short of actual dose being provided

R. Student Pharmacists

a. Read state law and regulations to determine what degree of student involvement allowed

b. Must work under direct supervision of pharmacist

i. In most states, can administer immunization

c. Supervising pharmacist must be legally allowed to provide immunizations

d. Students must be trained and educated

e. NJ DOES NOT ALLOW STUDENT PHARMACISTS TO PRACTICE

i. Will have a patient who will be your first

S. Identify Needs in Community

a. Identify unmet needs in community

i. Work with local/state health dept.

ii. Become a part of local/state immunization coalition

b. Gal acceptance by other providers

c. Collaborate with health depts. Local physicians, medical societies, other boards

i. 2 ways to develop market shore: grow market share, increase immunization rates

ii. every state you can immunize

iii. convenience, more available, no appointments

iv. #1 reason people don’t get vaccine: DON’T KNOW WHAT THEY NEED

v. convenience: I’m here already, otherwise you have to go out of your way

d. Educate health care providers and the public about pharmacist involvement in immunizations

T. Develop Partnerships in Community

a. Develop relationships with local health dept to maximize vaccination efforts

b. Assoc of State and Territorial Health Officials – Operational Framework with Pharmacies for Administration for 2009 H1N1 Vaccine

i. Provided guidance to state health depts. on how to wok with pharmacists during 2009-2010 influenza pandemic 

c. Key message: multiple partners must collaborate with one another to coordinate efforts to fully vaccinate the US population

U. Physician Authorization of Standing Orders/Protocols

a. Ask physician who already knows you 

b. Make appointment

c. Take all training materials with you to show commitment to best vaccine practices

d. Highlight local needs and ask for cooperation in preventing needless deaths

i. “let’s work together on this problem for the good of our community”

V. Information to Include in a Standing Order/Protocol

a. Physician authorization

i. Pharmacist’s authority to screen and vaccinate

b. Qualifications of person administering vaccines

c. Vaccine covered in the standing order/protocol

d. Policies

i. How to screen patients for indications and contraindications

ii. What information must be provided to patient (VIS)

iii. How to administer vaccine (dose, route, anatomic location)

iv. Documentation requirements

v. Communication to physician and reporting requirements

e. Emergency precautions: specific protocol should be included

f. Fee per protocol, annual that physician gets

W. Professional Liability - Pharmacist

a. Common themes in malpractice litigation

i. Negligence (giving it SC instead of IM) and failure to warn

ii. Inherent risk to any medication

b. Receive specialized training and stay up to date

c. Act prudently (within scope of practice) – can’t give 16 year old a flu vaccine even if CDS guide

d. Mimic local standards and safeguards

e. Inform patients of risks and benefits of vaccination

X. Professional Liability - Physician

a. Liability ends at standing order, or wrong recommendation 

b. Physician’s liability doesn’t encompass pharmacist’s scope of practice (dispensing)

c. Physician is not liable for pharmacist’s error in dispensing (analogous to immunizing)

d. Verify that liability insurance covers all your professional services

e. Some vaccines covered for both children and adults under federal no-fault VICP

i. Protected only if documentation and event reporting occurs

f. Only liable if you get it wrong: give the wrong shot (only risk)

g. Liability is less in immunization program vs. regular prescriptions

h. Any vaccine made by Merck, all look the same –Gardasil (3% of Rx get filled wrong every time)

i. Zoster: expensive to carry, freezer (not a lot of people didn’t hold it), can’t go to pharmacy cause they couldn’t give it to you; give it to physician to administer

i. Has to be administered within 30 min of thawing

ii. Use to dispense to patient and go immediately to the doctor

iii. Goes along with negligence, act within scope [storage requirements just as important]

Y. National Childhood Vaccine Injury Compensation Act 

a. VICP (Vaccine Injury Compensation Program) Act established no-fault insurance against certain adverse reactions

i. VIT: vaccine injury table lists specific injuries

b. Removed liability from manufacturers and providers (except in negligence cases)

i. Petitioners waive right to claim punitive damages

c. Need to act prudently and give VIS – you’re covered

d. Current VIS (vaccine information statement) must be given to all patients regardless of age before vaccination

e. Must report adverse event to VAERS (Vaccine Adverse Event Reporting System)

i. Most reactions not because of the drug, must report it

Z. VIT – Condensed (VAERS Reports Required)

a. Anaphylaxis

b. Encephalopathy or encephalitis

c. Brachial neuritis after tetanus toxoid (any form)

d. Chronic arthritis after rubella vaccine (any form)

e. Thrombocytopenic purpura after measles vaccine

f. Vaccine-strain measles infection in immunodeficient person after any form of measles vaccine

g. Paralytic polio or poliovirus infection after OPV

h. Intussuscepition after rotavirus vaccine

i. Any acute sequelae of these events (including death)

AA.  Vaccine Compensation

a. out of pocket (self pay)

b. patient reimbursement through employer plans

i. applied to deductibles, health savings accounts, or flexible spending accounts

c. private employers (to reduce absenteeism)

d. Medicare (Part B, Part D)

e. Medicaid

f. Third-party insurance payers

AB.  Reimbursement Medicare Part B

a. request a National  Provider Identification (NPI) number from CMS 

b. request to become a mass immunization provider through the local carrier using appropriate Form CMS-855 (allow 4-8 weeks for provider number)

AC.  Billing Medicare Part B

a. vaccines covered under Medicare Part B

i. influenza

ii. pneumococcal

iii. hepatitis B (for select group of patients)

b. submit claims electronically or on Form CMS-1500

i. use roster billing when submitting Form

AD.  Medicare Reimbursement

a. formula for Medicare reimbursement for vaccines

i. vaccine cost + adminstration fee

1. nationally established payment for the cost of the vaccine (cost calculated at 95% of AWP)

b. compensation for vaccine administration fee can vary from one area to another
c. patient pays no deductible, no co-pay on Medicare Part B vaccines

d. pharmacists must accept Medicare rates as payment in full

AE. Medicare Part D

a. Prescription drug coverage: all vaccines not covered under B is covered under D

b. Part B: influenza, pneumonia and hepatitis B; everything else is under D

c. Coverage may vary among plans: patient will pay deductibles and co-pays

d. Pharmacy should bill the beneficiary’s Part D plan for the vaccine product and administration

i. Pharmacy will receive the contracted rate for both elements

AF.  Billing Third-Party Payers

a. pharmacist should bill payer for vaccine product + administration

b. pharmacists should use specific codes when submitting claim

i. Reason for Service Code (PH = Preventive Health Care)

ii. Professional Service Code (MA = Medication Administration)

iii. Result of Service Code (3N = Medication Administration)

c. Even if payer doesn’t cover administration, pharmacists should have mechanism in place for receiving compensation from the patient for administration

AG.  Compensation Pearls

a. tell patient what the charge will be before the vaccine and your service BEFORE  you prepare the dose

b. you cannot charge Medicare or other third-party payers more than usual and customary fee

c. give all cash-paying patients a receipt so they can seek reimbursement from insurance

AH. Vaccines for Children (VFC) Program

a. Federal funded, state-operating program

b. Patient eligibility

i. Children <18 yrs who meet any of the following criteria

1. uninsured or underinsured

2. Medicaid eligible

3. American Indian or Alaskan Native

c. Provider can charge modest admin fee (no child may be turned away for inability to pay fee)

Managing an Immunization Practice: Part 2

A. Identifying Vaccination Needs

a. Immunization Schedule: everyone above 6 months should get vaccines
b. At birth: Hep B (1-2, 6-18 series)
c. Purple: only for high risk groups

d. Adult: Tdap, HPV, Varicella

e. Chart based on health conditions

i. If pregnant: contraindicated for Varicella, Zoster, MMR
B. Patients Making Vaccine Decisions: Factors
a. Perceived susceptibility to the disease: think not going to get it, get it from the vaccine

b. Perceived seriousness of the disease: not as bad (cold vs. flu)

c. Perceived vaccine benefits: vaccine doesn’t work all the time

d. Perceived barriers (adverse effects, access, cost, time)

e. Social influence (from a pharmacist)

C. Pharmacists as Vaccine Advocates

a. Up to 94% of people respond to RPh recommendation to be vaccinated

b. 74% more likely if prompted

c. no other health care professional is as accessible (especially in rural/undeserved areas)

D. Misconceptions About Vaccines

a. Diseases were disappearing before vaccines

b. No need to continue vaccinating

c. Vaccines cause harmful effects

d. People with disease were vaccinated

e. Hot lots of vaccines exist

f. Multiple vaccinations overload the immune system

E. Vaccine and Autism: Myth Busted

a. Retracted article, study was originally small, not correlated to actual medical records, unethical (without consent) ( impact (measles endemic in UK in 2008, funds away from autism)

F. Occupational Safety and Health Administration (OSHA) – make sure you’re safe at work

G. OSHA Bloodborne Pathogens Standard

a. Requires training with annual updates, universal precautions (needle stick, don’t assume patient is healthy), exposure control plan (ECP)

b. Requires employer provide Hep B vaccine, safety needles, documentation of safety eval, sharps injury log, sanitize hands after removal of gloves

H. OSHA Regulations and Hep B

a. Immunizing pharmacists need Hep B vaccine

b. Vaccine offered without charge to employee with potential contact with blood products

c. Declination of caccine must be in writing, specific wording (if changed mind, provide vaccine)

I. Use of Safety Devices

a. OSHA mandates use of safety devices to reduce risk of exposure to bloodborne pathogens

b. Requires employer to evaluate safety devices, choose device, document evaluation

i. Nonmanagerial employees must be included in evaluation of devices

c. OSHA doesn’t approve, endorse, register, or certify any medical devices

d. Needle sticks can still happen when using safety devices (not used properly, 50/50)

i. Safety devices: needle shields, retractable needle, needle guard
J. OSHA Citations

a. Failure to: have exposure control plan, review and implement safer medical devices, include procedures for documenting exposure incidents, review and update plan, follow precautions, comply with CDC recs for post-exposure eval and follow up, discard used “unrecapped” needles

K. Immunization Records

a. Role of Pharmacist

i. Review immunization records, compare vacc history to schedule

ii. Determine individual’s vaccination needs, encourage patients to bring record, document vaccines provided to patient on immunization

b. Immunization records available from various organizations: APhA-ASP, IAC, health/state depts.

L. Documentation and Record-Keeping

a. Patient Loses an Immunization Record

i. Ask patient to look again, ask previous provider, do not assume events without documentation (vaccinate to be sure), duplicated doses might mean sore arm (preferable to being susceptible to fatal disease)

M. Continuity of Care

a. Report to immunization info systems when possible

i. Many states have electronic vaccine registries

ii. Utilized in quality measures

iii. Valuable in emergency situations and pandemic outbreaks

b. Report vaccines to primary care provider

i. Avoid patchwork of records

N. Modifying Practice

a. Facility layout: patient privacy, fridge, place for dose prep, seating area

b. Services: biohazardous waste disposal

c. Program costs and setup (exposure control plan, training, supplies, marketing)

d. Privacy screen

O. Work-Flow Options

a. Who will provide vaccines? How will you incorporate immunizations into your practice?

i. Immunizations part of any other health care serice

ii. Have clinics (specific time)

b. Time Motion Analysis

i. After practice, immunizing one patient = same amt. of time as filling 1 Rx

ii. Professionals do professional tasks; technicians do technical tasks

P. Vaccine Storage

a. Never take chances, institute storage rules before you purchase vaccine

b. Protect your patients, expensive inventory

Q. The “Cold Chain”

a. Vaccine manufacturer ( distributor ( provider’s office ( patient

b. Vaccine stability only as goof as weakest link in cold chain

i. Delivery only when trained personnel can accept; train everybody 

ii. Unpack vaccines immediately

iii. Check temp indicators and ice packs in shipping case

c. Vaccine Management: store to guidelines, appropriate fridge, post warning signs at outlets and circuit breaker NOT to interrupt refrigerator power; monitor and log temps 2x a day

d. Breaks in the Cold Chain

i. Document break in cold chain: if temp strayed outside range

ii. If you suspect: separate suspect vaccines from stock, mark do not use, store in fridge or freezer, contact health dept. or manufacturer

R. Top 4 Reasons People Don’t Get Vaccines

a. Cost (4)

b. Convenience (3)

c. Disbelief/Mistrust (2)

d. Not Aware of Their Needs (1): half of Americans (if educated, will get vaccinated)
e. If you had to market: EDUCATE THEM FIRST, then go with cost
S. Marketing Your Program
a. Patients, health care providers, community, employees, employer groups, other pharmacists
b. Work of mouth, media, storefront display, flyers, posters, circulars, overhead announcement, business cards, Direct Mail (personalized – HIPAA compliant), buttons, stickers, labels
T. Personal Touch in Marketing Vaccinations
a. Personal contact is most effective way to convince people of value of yoru services
b. Applies at all levels: patients, health depts., physicians, other professionals, nursing homes
c. Identify other person’s needs before you speak
d. Follow up with a thank you letter or note, invite key people to visit your pharmacy
U. Prescription Vial Auxiliary Labels
a. Labels can be ordered from APhA
b. Only 53% of health care workers get immunized against influenza
c. Engage employees (team, everyone get flu shot), put it in answering phone
d. Engage new patients, easy way to switch, flu shot gift card, in store marketing, off site clinics, manufacturer advertising, health insurance marketing
Third Party Management

A. Who Pays Us

a. Commercial: Health Plans, PBMs, Managed Medicaid business (62%)

i. Largest health plan, 60% of state = Blue Cross Blue Shield (it’s PBM = Caremark)

b. Medicare: Medicare Part D introduced in 2006 (18%)

i. Part B: pay for medical visits, sometimes medications

c. State Medicaid: based on state fee schedule paid directly by the state (12%)

i. In NJ, all patients are in Managed Medicaid

d. Cash: patient that are uninsured or with limited insurance (8%)

B. Cash Business

a. Cash is only 8% of the business – should we focus on it?

b. Most of cash customers are actually 3rd party customers with one or more non-covered scripts

c. “cash customers” account for larger percentage of profits

d. customers see “price” as their out of pocket cost – essential to consider price image in market

e. ½ customers are not loyal to one pharmacy: willing to split scripts, move entire basket in switch

f. 40% of customers indicated price as key factor that would drive loyalty

g. ½ of customers with high OOP spend have checked pharmacy prices before filling a script triggered by recession (healthcare is affected

h. price change on an existing script

C. Cash Pricing Strategy

a. Goal: maintain or increase pharmacy profit while improving price image + maximizing contribution from price sensitive customers
b. Use consumer research + internal metrics to understand what factors make customers sensitive to drug prices

c. Price competitively among your competitors

D. Basic Terminology 

a. AWP: average wholesale price

i. All reimbursement for a pharmacy is based on AWP

b. BER

c. GER or OGER

d. MAC: maximum allowable cost

i. Max payer will reimburse for generic regardless of list price

ii. Sometimes AWP is inflated, don’t want pharmacists to get overpaid

e. MER 

i. ER – defined aggregate

f. ODF: overall dispensing fees

i. Paid cost of drug + dispensing fee (per drug)

g. SSG: single source generic

i. Generic available but only one company makes it

ii. MSG: multi-source generic (opposite of that)

h. U&C: usual and customary

i. Price you generally charge in the pharmacy
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556 Single source generic commercially available from only one FDA
approved manufacturer producing the drug under an ANDA
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payment s due from third party payor to the pharmacy
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ZBL: zero balance logic

E. History of Pharmacy

a. People paid cash

b. mid/late 20th century: traditional disability insurance ( modern health insurance (Blues earliest)

c. today: most comprehensive health insurance cover cost of routine, preventive and emergency health care procedures, and most prescription drugs (not always)

d. FACTORS leading to rise of PBMs + Health Plans managing prescription drug coverage

i. Technology

ii. Competition

iii. Rising drug costs

iv. Vertical integration

v. Consumer demands

F. PBMs 2011 ( 2012

a. Medco (one of the largest in NJ, taken over by Express Scripts)( Express Scripts

b. CVS/Caremark ( CVS/Caremark (combination)

c. Express Scripts ( Prescription Solutions

d. Prescription Solutions (managed Medicaid) ( Catalyst Rx

e. Cataylst Rx (managed Medicaid)

G. From Script to Money

a. A prescription is presented ( IC+ (software) communicates with the switch (processes before PBM, then sends to the PBM, the switch, and back to IC+ ( the prescription is filled for patient ( patient consulted and pays for Rx

b. Pharmacy is paid for the product as a discount off of AWP

c. Pharmacy is paid for the service as a dispense fee

d. May separately apply to the following:

i. Workers Compensation (processed through PBM)

ii. Short Days Supply/Hospice: pain/antibiotics

iii. Cash Discount Card

iv. Compounding

H. Brand vs. Generic Revenue

a. Revenue on the brand drug is 7X greater than that of generic

b. Profit on the generic drug is always 2X greater than the brand

c. Gross Profit / Rx = $3

I. Generic Utilization


a. % of Rx that use generic drugs

b. Factors that influence the reimbursement other than the rates and fees
c. Higher generic utilization means higher GP$/Rx

d. Generic Life Cycle

i. Life cycle of generic drugs from single source to multi source

ii. Make more money from single source than multi source

iii. More revenue with single source

iv. Lipitor + Atorvastatin = both made by Pfizer (look exactly the same)

v. Lipitor Copay Card: try to keep patients on the Brand (successful)

J. 90 Day at Retail

a. differences between negotiated contracts and rates of GP with 30 vs. 90 day

K. Contract Provisions – Payment Terms

a. 30 business days or better to get payment from PBM

b. payment within legal requirements: should be in contract

c. responsiblities of PBM/Healthplan: not pharmacy chasing for payment

d. ability to recoup from plan sponsors

e. reporting of delinquent payers

f. ability to terminate by groups

g. interest payments: if plan is late, you get interest

L. Contract Provisions – Audit Terms

a. Electronic Tracking System in lieu of signature logs

b. No recovery by extrapolation: 10% error rate in 100 of 1000, assume that sample of Rx applies to all 1000

c. Electronically stored images and annotations are valid Rxs

d. Only specific # or % of stores audited per year

e. Limitation of how far back client can audit (1 year)

f. No less than 14 days prior written notice to Third Party Audits

g. No more than 100 unique Rx #s per – on site audit, provided in advance

h. No more than 50 unique Rx #s per – desk top audit request

i. No audits the last 2 weeks of December or first 2 weeks of January

M. Industry Trends

a. Reimbursement pressures and Health Care Reform

b. Oncoming wave of generics in 2012 and beyond

c. Health plan and PBM consolidation

