Symposium Learning Objectives
Addressing the Opioid Epidemic through a Public Health Lens
• Describe the current state of the epidemic in the Commonwealth

7:30 am – 8:25 am

Registration and Coffee

8:25 am – 8:30 am

Welcome and Remarks
Dennis Lyons, RPh

• Identify the medical core competencies for the prevention and management of prescription drug
misuse
• Explain the role of prescribers and pharmacy professionals in the initiatives put forth by the
Commonwealth

Co-Chair MHC Pharmacy Committee,
Principal, DGL Healthcare Consulting

8:30 am – 9:30 am

Stacie S. Maass, BSPharm, JD

ACPE UAN# 0027-9999-19-001-L04-P – 1 contact hour – knowledge based

Building Pharmacy’s Sustainable Impact on Patient-Centered and
Community-Based Outcomes: Lessons Learned & Future Directions
• Identify key challenges to creating sustainable change in pharmacist practice behaviors to improve
patient-centered and community-based outcomes.

 enior Vice President, Pharmacy Practice and Government Affairs, 
S
American Pharmacists Association

9:30 am – 10:30 am Building Pharmacy’s Sustainable Impact on Patient-Centered

and Community-Based Outcomes: Lessons Learned & Future Directions
Nathaniel M. Rickles, PharmD, PhD, BCPP

• Describe new opportunities to facilitate pharmacist practice behavior change to improve patientcentered and community-based outcomes.
• Analyze different approaches to improve the sustainability of pharmacist practice behavior change to
improve patient-centered and community-based outcomes.
ACPE UAN# 0027-9999-19-002-L04-P – 1 contact hour – knowledge based

The Evolving Role of Pharmacists to Meet the Changing Needs of Patients
• Identify influences impacting the pharmacy profession
• Explain policy changes effecting the way pharmacists provide care

The Evolving Role of Pharmacists to Meet the Changing Needs of Patients

 ssociate Professor of Pharmacy Practice, 
A
University of Connecticut School of Pharmacy

10:30 am – 10:45 am Break
10:45 am – 11:45 am Addressing the Opioid Epidemic through a Public Health Lens
Monica Bharel, MD, MPH
Commissioner, Massachusetts Department of Public Health

• Describe pharmacy practice changes that are occurring to meet health care needs

11:45 am – 12:45 pm Lunch/Exhibits

ACPE UAN# 0027-9999-19-003-L04-P–1 contact hour – knowledge based

12:45 pm – 1:45 pm

Immunization Recommendations Update
Todd Brown, MHP, RPh

Immunization Recommendations Update

Northeastern University School of Pharmacy

• Identify changes to the 2018 CDC immunization schedule for adults
• Explain changes to commercially available vaccines

1:45 pm – 2:00 pm

Break

• Identify when vaccination might be contra-indicated

2:00 pm – 4:00 pm

MassPAT, MassHealth and MassPSUD

• Describe research and recommendations to increase vaccination rates and address issues
associated with vaccination administration

Len Young, Epidemiologist
Master of Public Health Policy and Epidemiology, 
Prescription Monitoring Program

• Given a patient case, choose the appropriate vaccination regimen including spacing of vaccinations
and possible side effects

Paul Jeffrey, PharmD, RPh

ACPE UAN# 0027-9999-19-004-L06-P – 1 contact hour – knowledge based (meets CPE requirements for Immunizers)

Deputy Director, Office of Clinical Affairs, Commonwealth Medicine,
Director of Pharmacy, MassHealth

MassPAT, MassHealth and MassBOP Practice Standards Updates

Michelle A. Chan, RPh

• Explain how prescribing and dispensing behavior has changed over time with the introduction of
MassPAT and requirements to use the system

Quality Assurance Pharmacist, 
Massachusetts Board of Registration in Pharmacy

• Recognize the impact of interstate data sharing in relation to MassPAT
• Explain recent changes to federal and state regulations concerning the MassHealth Pharmacy
program

Ed Taglieri, MSM, NHA, RPh
Pharmacy Substance Use Disorder Program Supervisor,
Department of Public Health, Bureau of Health Professions Licensure

• Describe recent drug utilization trends in the Massachusetts Medicaid program
• Explain the difference between a Board of Registration in Pharmacy Advisory and Policy.
• Identify new and revised policies and advisories governing the Practice of Pharmacy.
• List common inspection mistakes and how to rectify them.
ACPE UAN# 0027-9999-19-005-L03-P – 2 contact hours – knowledge based

4:00 pm – 4:15 pm

Closing Remarks
John R. Reynolds, PharmD, RPh
Dean and Professor, School of Pharmacy
Bouvé College of Health Sciences, Northeastern University

Nonprofit Org.
U.S. Postage
PAID
Permit No. 56285
Boston, MA

EDUCATIONAL NEEDS ASSESSMENT
If there is/are specific questions you would like addressed on any of these topics, please email Anita Young
at a.young@northeastern.edu by January 14, 2019.
TO REGISTER
Go to: http://www.rxce.neu.edu Click on Live programs; Register/Log in or create an account; at Participant Menu choose:
Register for Live Programs; MA Health Council 21st Annual Pharmacy Public Health Policy Symposium - January 16, 2019

99 years of Cooperative Action

21st ANNUAL
PHARMACY
PUBLIC HEALTH
POLICY SYMPOSIUM

Boston Marriott Newton Hotel
2345 Commonwealth Avenue,
Newton, MA 02466
www.mahealthcouncil.org

200 Reservoir Street • Suite 101
Needham, MA 02494

Wednesday, January 16, 2019
7:30 a.m. – 4:15 p.m.

 HARMACISTS IN ALL PRACTICE SETTINGS
P
AND OTHER HEALTH CARE PROFESSIONALS

6 contact hours including 2 contact hours law

FEES/REFUND INFORMATION
• Early Registration – $135.00 per person – December 31, 2018
• Registration – $150.00 per person – January 1, 2019
• Registration Deadline – Friday, January 11, 2019
• Registration includes breakfast and lunch
• All refunds are subject to a $35.00 administration fee – No refunds after January 11, 2019
REQUIREMENTS FOR CREDIT
• Program attendees can earn Continuing Pharmacy Education credits for this program by electronically logging
onto the website: http://www.rxce.neu.edu , inserting the activity specific code number and successfully
completing the activity learning assessment/evaluation form. Participant names will be checked against
program attendance sheets for verification of attendance.
• Participants have 60 days to complete evaluations.
• After 60 days from January 16, 2019, no credit will be available for this program.
• Credits will be electronically transferred to the CPE Monitor System.
• No Statements of Credit will be issued.
• Program participants can earn up to 6 contact hours of continuing pharmacy education credits including 2
contact hours of pharmacy law.
• This program is not accredited for pharmacy technicians.
• Initial release date for all learning activities is January 16, 2019
EVALUATION
All participants will have the opportunity to review the educational sessions and speakers and to identify future
educational needs.
STATEMENT OF DISCLOSURE
In accordance with the Accreditation Council for Pharmacy Education (ACPE) Standards for Continuing Pharmacy
Education 2009, Northeastern University School of Pharmacy requires that faculty members disclose any relationship
(e.g., shareholder, recipient of research grant, consultant or member of an advisory committee) that the faculty may have
with commercial companies whose products or services may be mentioned in their presentations. Such disclosure will
be made available on the day of the program.
ACCREDITATION STATEMENT:
Northeastern University, Bouvé College of Health Sciences, School of Pharmacy, Office of Continuing
Education is accredited by the Accreditation Council for Pharmacy Education as a provider of continuing
pharmacy education.
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The Evolving Role of
Pharmacists to Meet the
Changing Needs of Patients

Current Health Care Environment
Problems and Opportunities
• National health spending ($3.5 trillion in 2017) is projected
to grow at an average rate of 5.5 percent per year for
2017-26 and reach $5.7 trillion by 2026.1
̶ Health care spending will account for 19.7 percent of GDP by
2026 (an increase from 17.9 percent in 2016).1

• The US spends a possible $672 billion annually on
medication-related problems and nonoptimized
medication therapy.2
Stacie S. Maass, RPh, JD
SVP, Practice and Government Affairs
American Pharmacists Association

Disclosure

1.Centers for Medicare and Medicaid Services, National Health Expenditures Projections 2017-2026. Available at:
https://www.cms.gov/research-statistics-data-and-systems/statistics-trends-andreports/nationalhealthexpenddata/downloads/forecastsummary.pdf
2. Watanabe, Jonathan H. Et. al. Cost of Prescription Drug–Related Morbidity and Mortality. Annals of Pharmacology.
First Published March 26, 2018. Available at: http://journals.sagepub.com/eprint/ic2iH2maTdI5zfN5iUay/full.

Current Health Care Environment
Problems and Opportunities

I do not have an actual or potential conflict of interest,
within the last twelve months; a vested interest in or
affiliation with any corporate organization offering financial
support or grant monies for this continuing education
activity; or any affiliation with an organization whose
philosophy could potentially bias my presentation.

• Chronic and mental health conditions cost the US health
care system more than $1 trillion annually (more than
90% of annual health care expenditures).3
• Almost 50% of people prescribed medications for
chronic diseases do not take their medications
correctly.4

3. CDC. Health and Economic Costs of Chronic Diseases. Last reviewed: October 23, 2018. Available at:
https://www.cdc.gov/chronicdisease/about/costs/index.htm
4. Sabaté E, editor, ed. Adherence to Long-Term Therapies: Evidence for Action. Geneva, Switzerland: World Health
Organization; 2003.

At the completion of this program,
you will be able to:
Identify influences impacting the
pharmacy profession

Explain policy changes affecting the
way pharmacists provide care

Learning
Objectives

Current Health Care Environment
Prevalence of Multiple Chronic Conditions for Feefor-Service Beneficiaries
51% of
Medicare
spending

Describe pharmacy practice
changes that are occurring to meet
health care needs

Centers for Medicare and Medicaid Services. Chronic Conditions among Medicare Beneficiaries, Chartbook. Baltimore, MD.
2015.
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Moving Health Care Forward
Triple Aim

Increasing
Patient
Satisfaction

Improving
Population
Health

Increasing
Patient
Satisfaction

Improving
Population
Health

Reducing
Costs

Address
Care Team
Well-Being

Pharmacists Can Help
Pharmacists with their education and training can
help improve access, meet metrics and address
other pain points
 Primary care provider shortages/ access to care issues
 Already in communities (91% of Americans live
within 5 miles of a community pharmacy
 Established relationship with patients
 More medication-related expertise than
other health care providers
 Evidence demonstrating the value of pharmacists,
medications, and medication management

Reducing
Costs

Moving Health Care Forward

Pharmacists Can Help

Value-Based Care

Value =

•
•
•
•
.

Outcomes
Cost

Cornerstones:
Measuring quality and price (VALUE) of care
Publishing quality and price (VALUE) of care
Effective use of health information technology
Creating positive incentives for quality, efficient
health care

.

http://www.nga.org/files/live/sites/NGA/files/pdf/2015/150
1TheExpandingRoleOfPharmacists.pdf

Moving Health Care Forward

Pharmacists’ Provider Status

Types of Payment in Value-based Models

• Fee-for-service + bonus or penalty tied to quality measures

• PMPM (per member per month) or PMPY (per member per year) –
often for care coordination or management
• Shared savings – providers and payers share in savings on total
health care costs for a defined patient population in a specified
time period
o Upside savings
o Downside savings

Provider Status = Increasing patient access
to/ coverage of pharmacist-provided care
(Services beyond those related to dispensing)

• Bundled or episode-based payment – set payment for a specified
episode of care or chronic condition over a specified time period

.

• Capitated payment – prospective fixed payment to manage
some or all of care for a specific population

.

• E.g. of value-based models – Accountable care organizations
(ACOs)

2
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Pharmacists’ Provider Status

Pharmacists’ Provider Status

Pathways to Achieve Provider Status

• New Congress requires legislation to be
reintroduced

Federal Sector
– Legislative – E.g., Social Security Act for Medicare
Part B & D, CMMI (CMS Innovation grants)
– Regulatory – E.g., Centers for Medicare and
Medicaid Services (CMS), Substance Abuse and
Mental Health Services Admini (SAMHSA), FDA

• Currently discussion of Patient Access to
Pharmacists’ Care Coalition (PAPCC) strategy in
new Congress
• Federal legislation is just one of our profession’s
pathway to success

State
– Legislative and regulatory to affect Medicaid,
Health Insurance Exchanges, state health plans,
scope of practice, etc
.

Private Payer
– Private or Employer-based Insurers

o Federal agencies (e.g. device approvals, opioids,
relaxing “incident to” requirements, medication
management, care coordinate)
.

o State-level and private sector efforts

Pharmacists’ Provider Status

Which of the following is
true?

True or
False

A.

Pharmacists have more
opportunity because of
the move from the
triple to quadruple aim

B.

Fee-for-service is a
small percentage of
Medicare payments

C. There are opportunities
for pharmacists in
Medicare beyond Part
D (i.e. drug benefit)
D.

.

No. of Cosponsors
H.R. 592 – 297 (172 Rs;
124 Ds)
S. 109 – 56 (30 Ds; 24 Rs)
Bipartisan

Pharmacists’ Provider Status

Which of the following is
true?

• H.R. 592/S. 109 enables Medicare beneficiaries in
medically underserved communities (MUPs, HPSAs,
MUAs) to access covered Part B services from their
pharmacist
• Does not require Medicare to cover new or
different services

.

• Limited to state-licensed pharmacists
• It does not change state scope of practice for
pharmacists
• Pharmacist services would be reimbursed at 85% of
the physician fee schedule

Due to legislative
barriers, pharmacists
are not able to
participate in valuebased payment
models

True or
False

A.

Pharmacists have more
opportunity because of
the move from the
triple to quadruple aim

B.

Fee-for-service is a
small percentage of
Medicare payments

C. There are opportunities
for pharmacists in
Medicare beyond Part
D (i.e. drug benefit)
D.

Pharmacists are not
able to participate in
ACOs
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Terminology

Improving Patient Access to Pharmacists’
Patient Care Services at State Level

Collaborative care agreement

Provider
Designation

Payment for
Service

Collaborative
pharmacy practice
agreement

Optimization
of Pharmacy
Practice Act

Drug therapy
management
protocol

Collaborative
Practice
Agreement
Physician-pharmacist
agreement

Physician
delegation

Standing order or protocol
Source: National Alliance of State Pharmacy Association (NASPA)

Continuum of Pharmacist
Prescriptive Authority

Refill Authorization

Therapeutic
Interchange

Collaborative Prescribing
PatientSpecific
CPA

PopulationSpecific
CPA

Statewide
Protocol

Unrestricted
(CategorySpecific)

Most
Restrictive

Least
Restrictive

Applications
of CPAs

Chronic Care
Management

Don’t allow team-based,
enhance it!

Ordering
Laboratory Tests
Source: National Alliance of State Pharmacy Association (NASPA)

Collaborative Practice Agreements

Establish a
formal
relationship

Delegate
patient care
functions

Contain
negotiated
conditions

48 STATES
with CPA
laws

Source: National Alliance of State Pharmacy Association (NASPA)

4

1/10/2019

Statewide Protocols

Statewide Protocols
Naloxone Access in Community Pharmacies
Based on data collected by NASPA (updated November 2017)

Statewide Protocols
•

•

•
•
•
•

CPAs

Standardized for any willing
and qualified pharmacist in the
state
Pharmacist/pharmacy doesn’t
need to find someone to sign
off
Not patient-, pharmacist-, or
provider-specific
Very focused service
Protocol-driven authority
Parameters are not modifiable
by individual pharmacists

WA
MT

Negotiated between prescribers
and pharmacists
Requires pharmacist to identify a
collaborating prescriber
Could be patient-, disease state-,
or patient population-specific
Services may be broad and
address a variety of conditions
Care may or may not be protocol
driven
Parameters are modifiable and
negotiable between the
participating providers

•
•
•
•
•
•

O
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MN
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W
Y

N
V

ME
N
D

ID

FL

HI
Statewide Protocol/Pharmacist
Prescribing
Statewide Standing Order
Dispense without a prescription
Standing Order
None

Source: National Alliance of State Pharmacy Association (NASPA)

Source: National Alliance of State Pharmacy Association (NASPA)

Statewide Protocols

Statewide Protocols

Prescribing Under a Statewide Protocol, Statewide Standing
Order or Unrestricted (Category‐Specific) Authority

Contraceptive Prescribing Authority
Based on data collected by NASPA (updated November 2017)

Based on data collected by NASPA (updated Jan 2018)

WA
AK
WA
ME

MT

ND

OR
ID

MN
WI

SD

NY

C
A

U
T

RI

MI

IL
CO

IN

MO

KS

OH
WV

A
Z

HI

N
M

TN

AR
MS

TX

AL

LA

One statewide protocol for pharmacists
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FL

Two to four statewide protocols for pharmacists
Five or more statewide protocols for pharmacists

Pharmacists have contraceptive prescribing authority

Broad prescriptive authority for 20+ categories

Pharmacists do not yet have contraceptive prescribing authority

Source: National Alliance of State Pharmacy Association (NASPA)

Source: National Alliance of State Pharmacy Association (NASPA)

Statewide Protocols
Naloxone (13)

Statewide Protocols
Immunizations (18)

Tobacco Cessation Prescribing Authority
Based on data collected by NASPA (updated November 2017)

WA

General Authority (4)

TB Testing (2)

Fluoride (2)

Tobacco
Cessation (6)
Travel Meds (2)
Epinephrine (1)

Contraceptives

ME

MT

(6)

O
R
N
V

Limited
Formulary (3)

N
D

ID
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Y
U
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A
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W
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S
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O
K

MS

HI

Current Applications
of Statewide
Protocols
Source: National Alliance of State Pharmacy Association (NASPA)
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All FDA-Approved Tobacco Cessation Products
All FDA-Approved Tobacco Cessation Products (pending)
All Nicotine Replacement Products
All Nicotine Replacement Products (pending)
Over-the-counter Nicotine Replacement Products

Source: National Alliance of State Pharmacy Association (NASPA)
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A.

B.

Which one
is false?

Operational changes

CPAs align with
concepts of teambased care

C. State protocols and
CPAs are mechanisms
to expand pharmacists’
scope of practice
D.

A.

B.

Which one
is false?

Changes Occurring in Pharmacy

Nearly all states have
collaborative practice
authority for
pharmacists

State protocols are
favored over CPAs for
pharmacists because
of their flexibility to
meet individual needs.

.

Changes Occurring in Pharmacy

Nearly all states have
collaborative practice
authority for
pharmacists

Potential Requirements for Reimbursement

• Enrollment in provider networks and meet variable payor
requirements

CPAs align with
concepts of teambased care

–

State protocols are
favored over CPAs for
pharmacists because
of their flexibility to
meet individual needs

Pharmacists should be same as other providers

• Credentialing: Process by which an organization/ institution (e.g.
health plan) obtains, verifies, and assesses an individual’s
qualifications to provide patient care services

C. State protocols and
CPAs are mechanisms
to expand pharmacists’
scope of practice
D.

• Changes in billing mechanisms
o Medicare/ medical insurance
– Learning codes and associated requirements (e.g,
documentation, credentials)
o Partnerships for bundle payments
o Outcomes-based vs fee-for-service
• Changes in role of the pharmacist
o Building patient relationships/ engage patient in their care
o Increased collaborations/ team-based care
o Effective documentation and standardization/ consistency
for care delivered
o Additional training or verification of performance ability
o Performance appraisal system - meeting outcomes vs # of rxs
• Liability

–

.

Documented evidence of professional qualifications (e.g. licensure,
degrees, statements of CE, board certifications)

• Privileging: Permission or authorization granted by a hospital or
other institution to a health professional (e.g., physician,
pharmacist, nurse practitioner) to render specific diagnostic,
procedural, or therapeutic services within that organization
–

Part of an organization’s quality and competency assurance

• Additional Training/ Certifications – E.g., for immunization
administration, states require completion of a qualified program

Changes Occurring in Pharmacy

Consequences of Changing Health
Care Environment

Operational changes

.

• Payors decreasing reimbursement for product
o Currently, for most pharmacists, “services” mostly tied to
product
• As pharmacists’ services, beyond dispensing, increase, there
will need to be workflow changes
o Increase in pharmacist’s face-to-face time with patients
– Need dedicated time for pharmacist
– Shift to appointment-based care
– Patient population necessary to sustain business model
• Changes in facilities
o Require access to electronic health records
o Need for more private consultative areas
o Increase central-fill
o Provision of care off site (e.g. contract with physician
office)

Triple Aim

Increasing
Patient
Satisfaction

Improving
Population
Health

Increasing
Patient
Satisfaction

Improving
Population
Health

Reducing
Costs

Address
Care Team
Well-Being

Reducing
Costs
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Credentialing and privileging
are

Multiple
Choice

A.

Processes demonstrating
competency of providers

B.

Procedures used by
facilities to differentiate
the care practitioners can
provide based on their
expertise

C. Quality improvement
process used health care
providers and facilities
D.

Required by health plans
as part of the contracting
process

Credentialing and privileging
are

Multiple
Choice

A.

Processes demonstrating
competency of providers

B.

Procedures used by
facilities to differentiate
the care practitioners can
provide based on their
expertise

C. Quality improvement
process used health care
providers and facilities
D.

Questions?

Required by health plans
as part of the contracting
process

Thank You

Stacie S. Maass, RPh, JD
SVP, Practice and Government Affairs
American Pharmacists Association
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Building Pharmacy’s
Sustainable Impact on
Patient‐Centered &
Community‐Based
Outcomes: Lessons
Learned & Future
Directions
Nathaniel M. Rickles, PharmD, PhD, BCPP
Associate Professor of Pharmacy Practice
UConn School of Pharmacy
Storrs, CT

Learning Objectives
• Identify key challenges to creating sustainable
change in pharmacist practice behaviors to
improve patient-centered and community-based
outcomes.
• Describe new opportunities to facilitate
pharmacist practice behavior change to improve
patient-centered and community-based
outcomes.
• Analyze different approaches to improve the
sustainability of pharmacist practice behavior
change to improve patient-centered and
community-based outcomes.

Outline
•
•
•
•
•
•
•
•

Definitions
Policy-Evaluation- Practice (PEP)
CPA and Regulation Models of PEP
Innovation Initiation
Innovation Implementation
Innovation Evaluation
Innovation Sustainability
Discussion: Challenges and Future

Definition: Patient-Centered
Care
• An individual’s specific health needs and
desired health outcomes as drivers of
healthcare decisions and quality
measurements.
• Patients-providers as partners.
• Holistic approach to integrating patient’s
emotional, mental, spiritual, social, and
financial perspective.

Definition: Community-based
Outcomes
• Population-based outcomes: measures of
service delivery optimization and clinical
outcomes for a community population.
Examples: access to preventive services,
access to treatment services, frequency of
overdoses, suicides, hospitalizations, etc.

Collaborative Practice
Agreements (CPAs)
• Pharmacy practice regulation allows CPAs
to be created that formalizes a relationship
between a pharmacist and another
healthcare provider to perform specific
patient care services that are beyond the
pharmacist’s typical scope of services.
• CPAs are signed and dated by both
parties and kept with both parties.
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Standing Protocol
• Pharmacy practice regulation allows a
more practice protocol to exist that does
not require an existing pharmacist-patient
relationship.
• Naloxone prescribing by pharmacists to
individuals on opioid prescriptions.

PEP Process: CPA initiation
Model A
Policy
site

Practice
site

xN

Evaluation
site

N= number of sites needed to convert to for broad state implementation and
regulation

Regulations
• Public health regulation and guidelines
yield professional acts that are written in
language that is:
– clear
– precise
– enforceable
– measureable
– sustainable

Policy- Evaluation- Practice
(PEP)
• For purposes of presentation, we will focus
on:
– Policy related to public health regulations,
specifically those in the pharmacy practice act
(and their guidelines), Collaborative Practice
Agreements (CPA) related to pharmacist
activities, and standing protocols
– Pharmacy practice service innovation (related
to the regulations, CPAs, standing protocols)
– Evaluation/research related to pharmacy
practice innovation

PEP Process: Regulation Initiation
Model B
State
Policy

Practice
site

Evaluation
State

PEP Initiation: Questions
• To what extent did research inform the
initial regulation or CPA?
• What initial risks are considered
reasonable to initiate a policy without
evidence?
• What is an appropriate level of evidence to
support the initiation of a policy?
• What are the patient-centered and
community outcomes to be achieved by
the practice innovation?
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Thinking about innovation
initiation more . . .
• Using concepts from multiple health promotion and
planning model1-4, does the policy launch off from
collected info on:
• Social assessment: perceived health, social, quality of
life needs of population
• Epidemiologic assessment: Identify risk factors
contributing to problems identified in social assessment;
frequency of problems, and outcomes of problem;
greatest problems for the community; who will receive
the program?; what health benefit should the population
receive?; how much of that benefit should be achieved?

Thinking about innovation
initiation more . . .
• Behavioral and Environmental Assessment: Focus on
behaviors and environmental influences of importance
and that can change from multiple perspectives
• Educational and Ecological assessment:
– Predisposing factors- factors that precede the behavior and
motivate behavior; knowledge and beliefs
– Enabling factors- enable the behavior
– Reinforcing factors- consequences of the behavior that provide
positive or negative reinforcement

Model A Initiation (Cont.)
• Checklist of drugs MD allows RPh to administer
• Specific language about not being authorized to initiate,
modify, monitor, refill, or discontinue drug therapy not
described in protocol, or order any lab tests for referred
patients.
• Specific procedures: Examples:
– May administer LAIA therapy to patients with new prescription
for any approved protocol antipsychotics. “Injections may be
given by pharmacist” written on prescription.
– Physician or designate of physician should obtain signed
consent from patient and schedule appointment to receive first
injection from collaborating pharmacist. Copy of CPA kept in
patient’s medical record.

Model A Initiation (Cont.)
–
–
–
–
–
–

Scheduling of appt and keeping staff up-to-date on LAIA appts.
Patient information verified prior to injection;
Injection procedures specifically outlined
15-minute waiting period to observe adverse events
Specific procedures on how to manage adverse events
Documentation on a specific encounter form, copy sent to
prescriber
– Missed appointments, notification to prescriber, develop an
action plan
– File CPA at site and made available to Drug Control

• Administrative and Policy Assessment: Logistics of
innovation, determine resources, facilitators, barriers,
and consistent with existing policies/regulations.

Model A- Long-Acting Injectable
CPA5 in CT
• CT allows pharmacists to administer LAIA injections and
naltrexone injection via signed Collaborative Practice
Agreement (CPA) between pharmacist and prescriber.
• The CPA specifies:
– Collaborating pharmacists must complete necessary injection
and disease state training before permitted to provide LAIA
administration services.
– Certification and/or training in: (1) CPR, (2) first aid, (3) vaccine
administration, (4) OSHA, (5) Blood-borne pathogen, (6)
Completed manufacturer specific training for each product, (7)
minimum of 2 hrs of annual CE credits focused on antipsychotics
and/or disease states that are FDA approved for LAIA use, & (8)
trained on proper procedures for documentation and physician
follow-up.

Model B Initiation
105 CMR 700.0046
• MA legislation supporting pharmacists
administering behavioral health and substance
use disorder medications. Guidelines are still
pending. Regulation proposes that “a
pharmacist or pharmacy intern is authorized to
dispense by administration FDA approved
mental health or substance use disorder
treatment drugs to person 18 years or older
provided that:

3
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Model B Initiation (Cont.)
– (a) Pharmacist or pharmacy intern is authorized to
dispense controlled substances in accordance with
MGL c112;
– (b) Such administration is conducted pursuant to a
valid prescription;
– (c) Such dose is not the first dose of such agent the
person has received;
– (d) Such prescription is subject to reassessment by
the prescriber at appropriate intervals as determined
by such prescriber; and
– (e) Such activity is conducted in accordance with
guidelines adopted by the Department, which shall
include, but not limited to, requirements for:

Model B Initiation (Cont.)
• 1. Specific drugs permitted to be administered pursuant to
this section;
• (2) Training specified and maintenance of compentency;
• (3) Pre-administration patient counseling;
• (4) Dosing and administration of the medicines only in
accordance with manufacturer approved labeling;
• (5) Administration of medication, including administration of
controlled substances as necessary for the management of
medical emergencies;
• (6) Record keeping; and
• (7) Reporting of adverse events

PEP Framework: CPA
Implementation

PEP Framework: Regulation
Implementation
Practice
site

State
Policy

Evaluation
State

State Policy
Amended

State
Practice

Evaluation
State

PEP Implementation: Questions
• To what extent is innovation is feasible?
• To what extent does implementation
achieve stated intent of policy/innovation?
• To what extent does infrastructure exist to
make implementation sustainable?
• What are the barriers and facilitators of
implementation to ensure policy is
successful?

Thinking about innovation
implementation more
• Health Promotion and Planning models1-4,7 highlight the
following implementation considerations:

Practice
site

Policy
site

Evaluation
site

xN

State Policy

State
Practice

Evaluation
State

– Procedures clearly stated and can be followed; how will
adherence to protocol be measured during implementation?
– Measures of innovation protocol deviations and why deviations
– Identification of innovation infrastructure facilitators and barrierslooking at the extent to which innovation is considered consistent
with perceived needs, organizational values, personal values,
etc.
– Examining the extent to the innovation is simple and more likely
to be adopted more consistently

N= number of sites needed to convert to for broad state implementation and
regulation
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Innovation Models A & B:
Evaluation/Research
• When and how do you evaluate if LAIA CPA or
Regulation innovation is having impact?
• Data Collection- At the start of the innovation
• What are your target outcomes ?
–
–
–
–
–
–

# pharmacist LAIA injections over a specified time period
LAIA Adherence over a specified time period
Measure patient acceptance; Ease of access to injection
Patient knowledge of LAIA
Pharmacist-patient relationship
Team communication regarding LAIA

• How to do evaluation?
– Validated measures if available; patient-reported outcomes; prescriber and
pharmacist outcomes; community-based outcomes
– RCT or more basic experimental designs- pre-post assessments

Consideration in Innovation
Evaluation

Innovation Models A & B:
Sustainability
• Previous implementation and evaluation considerations
lead to questions about sustainability/maintenance of
innovation. These questions include:
– Are there coaches and facilitators to ensure efficacy and support
with innovation initially and periodically thereafter (check in)?
– Does innovation allow for pharmacist reimbursement? If not,
what is the viability of innovation being sustainable?
– If there is reimbursement, is there a clear and easy pathway to
reimbursement through billing codes?
– Is the innovation simple enough, flexible and work within the
practice flow to allow easy maintenance of innovation?
– Is there an organizational culture that supports the continuation
of the innovation beyond the initial supporters of the innovation?
– Does changing innovation model based on evaluation lead to
greater innovation sustainability and success?

Discussion: Challenges &
Future

• What evaluation design makes sense?
• Do you test the whole innovation together or do
you test components of innovation?8
• Is it better for policymakers to know specific
components of innovation work or that entire
innovation works? Is it more efficient to know
what components work well (optimize the
intervention) first and then later test the whole
innovation?

Evaluation of Innovation
Components8

Discussion: Challenges & Future
• Does it matter how the innovation came about- CPA vs.
Regulation and how that might effect innovation
efficiency?
• Should public health policy support more focused,
stepwise implementation vs. broader regulatory initiatives
that may not have adequately explored?
• Can pilot programs, CPAs or regulatory pilots, have
strong evaluation components built within their language
that specifies when a high quality evaluation needs to be
done and how results can lead to a quicker path for
incorporation into regulation (thus avoiding the sink hole
of pilots that never get into regulation)?
• Is innovation regardless of PEP pathway viable when
infrastructure doesn’t exist to make it sustainable? To
what end do policymakers have a responsibility to all
involved in the innovation that innovation can be

5
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Discussion: Challenges & Future
• Is innovation regardless of PEP pathway viable when
infrastructure doesn’t exist to make it sustainable?
• To what end do policymakers have a responsibility to all
involved that the innovation is sustainable? Or in other
words, does it make sense to propose innovation that is not
founded on a sustainable model?
• Do pharmacists initiate and continue LAIA injections without
a funding model and possibly not being able to ensure
continuity of service?
• What are your thoughts on the future of practice innovation,
regardless of PEP pathway, without sustainable? Is it
necessarily good for patient-centered care and optimizing
community outcomes when practitioners engage in models
that are not sustainable?

Questions

Contact: nathaniel.rickles@uconn.edu; 860-486-6026
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IMMUNIZATION IN DIFFERENT STATES


Any vaccine – CT, RI, MA, and ME.



Influenza, Pneumo, Zoster – NH.



Some states require Rxs other do not. Age
restrictions also vary.



Calls for standardization among states.

January 16, 2019

IMMUNIZATION UPDATE

LEARNING OBJECTIVES







Identify changes to the 2018 CDC immunization
schedule for adults.
Explain changes to commercially available vaccines.
Identify when vaccination might be contra-indicated.
Describe research and recommendations to increase
vaccination rates and address issues association with
vaccination administration.
Given a patient case, choose the appropriate
vaccination regimen including spacing of vaccinations
and possible side effects.

APHA IMMUNIZATION TRAINING PROGRAM




It is the responsibility of the practitioner to engage in
continuing professional development and education to meet
the existing standards of practice set by the practitioner’s
state board of pharmacy and/or the policies and procedures
of the organization that employs the immunizer.
Practitioners should complete an annual immunization
update continuing pharmacy education (CPE) activity (1–2
hours) that provides updated information regarding
guidelines and recommendations of the Advisory Committee
on Immunization Practices, National Vaccine Advisory
Committee, and other immunization authorities.

MA – 2017-08 JOINT POLICY – PHARMACIST
ADMINISTRATION OF VACCINES


May immunize individuals 9 years of age and older according to CDC
immunization schedules



A notification/record of immunization should be provided to the patient’s
physician.



If an immunization is being administered to a person younger than 18 years
old, information on primary care providers in the pharmacy’s geographic
area should be provided.



If the purpose of the visit is for a childhood immunization other than the
influenza vaccine, counseling on the importance of establishing and
maintaining a relationship with a pediatric or family practice for ongoing
medical and well-child care must be provided.

DOCUMENTATION/COMMUNICATION


A notification/record of immunization should be
provided to the patient and patient’s physician.



Adverse events should be reported to the Vaccine
Adverse Event Reporting System (VAERS).
http://vaers.hhs.gov/index



VAERS 2.0 – New online platform that allows info to be
submitted via an online reporting tool or a writable pdf
form that can be uploaded onto the website.
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IM INJECTION TECHNIQUE

INFLUENZA VIRUS

Neuraminidase

Hemagglutinin

A/California/7/2009 (H1N1)
Virus
type

2018 ADULT IMMUNIZATION SCHEDULE


MMR Vaccine - Administer 1 dose of MMR to adults who previously received
≤2 doses of mumps virus–containing vaccine and are identified by a public
health authority to be at increased risk during a mumps outbreak.



Td/Tdap - Td/Tdap” has been replaced by “Tdap or Td” on Figures 1 and 2
and the text in the indication bar has been revised to “1 dose Tdap, then Td
booster every 10 years.”



Herpes Zoster Vaccine – will discuss later



HPV Vaccine - the text in the indication bars for HPV vaccine for females and
males has been revised to “2 or 3 doses depending on age at series
initiation.”



MenACWY - the text in the indication bar for MenACWY (serogroups A, C, W,
and Y meningococcal vaccine) has been revised to “1 or 2 doses depending
on indication, then booster every 5 years if risk remains.”

SPECIFIC VACCINES


Influenza Vaccine



Hepatitis B Vaccine



Pneumocccal Vaccine (PCV13 & PPSV23)



Herpes Zoster Vaccine

Geographic
origin

Strain
number

Year of
isolation

Virus
subtype

INFLUENZA VIRUS MA - ACTIVITY WEEK #52

INFLUENZA VIRUS MA - ACTIVITY WEEK #52
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SUSCEPTABILITY FOR THE INFLUENZA VIRUS
Researchers at Stanford University School of Medicine say
they've identified a "biomarker" that indicates a person's
susceptibility to flu viruses.
A blood-based gene called KLRD1 reveals the presence of a
type of immune cell believed crucial for halting flu infection in
the early stages.
The ability to identify people at highest risk for flu infection
could be very useful in certain situations, the researchers said.
"If, for example, there's a flu epidemic going on, and Tamiflu
supplies are limited, this data could help identify who should be
[preventively] treated first,"







ABBREVIATIONS FOR INFLUENZA VACCINES
Inactivated Influenza Vaccine = IIV
 Live Attenuated Influenza Vaccine = LAIV
 Trivalent Influenza Vaccine = IIV3
 Quadrivalent = IIV4
 Cell Cultured = ccIIV
 Recombinant Hemagglutin Influenza vaccine =
RIV


Bongen et al. Genome Medicine (2018) 10:45
https://doi.org/10.1186/s13073-018-0554-1

COMPLICATIONS OF RESPIRATORY INFECTIONS
There is evidence that respiratory infections (flu
and Pneumonia) increase the chance of heart
attack or stroke.
 Researchers speculate that respiratory
infections put stress on the body and this can
precipitate a cardiovascular event due to the
extra stress on the body in predisposed
individuals.


COMMERCIALLY AVAILABLE QUADRIVALENT
INFLUENZA VACCINE 2018-2019
Vaccine Type/Category

Manufacturer

Inactivated influenza vaccine, quadrivalent (IIV4) standard-dose
Afluria Quadrivalent

Seqirus

Fluarix Quadrivalent

GlaxoSmithKline

FluLaval Quadrivalent

Distributed by GlaxoSmithKline

Fluzone Quadrivalent

Sanofi Pasteur

Inactivated influenza vaccine, quadrivalent (ccIIV4) Cell Culture-based standard-dose
Flucelvax Quadrivalent

Seqirus

Recombinant influenza vaccine, quadrivalent (RIV4)
Flublok Quadrivalent

Protein Sciences

Live activated influenza vaccine, quadrivalent (LAIV4) standard-dose
European Respiratory Journal 2018 51: 1701794; DOI:10.1183/13993003.01794-2017

N Engl J Med 2018; 378:345-353 DOI: 10.1056/NEJMoa1702090

INACTIVATED INFLUENZA VACCINE



Routine vaccination of all over 6 months of age without
contraindication.
Vaccine Composition Change
2017





A/Michigan/45/2015 (H1N1)pdm09–like (New)
A/Hong Kong/4801/2014(H3N2)-like
B/Brisbane/60/2008-like (Victoria)
B/Phuket/3073/2013-like (Yamagata) for quadrivalent

2018





A/Michigan/45/2015 (H1N1)pdm09–like
A/Singapore/INFIMH-16-0019/2016(H3N2)-like (New)
B/Colorado/06/2017-like (New)
B/Phuket/3073/2013-like (Yamagata) for quadrivalent

Flumist

Medimmune

COMMERCIALLY AVAILABLE TRIVALENT
INFLUENZA VACCINES 2018-2019
Vaccine Type/Category

Manufacturer

Inactivated influenza vaccine, trivalent (IIV3) standard-dose
Afluria

Seqirus

Inactivated influenza vaccine , trivalent (aIIV3) adjuvanted standard
Fluad

Seqirus

Inactivated influenza vaccine, trivalent (IIV3), high dose
Fluzone High-Dose

Sanofi Pasteur
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EGG BASED VS CELL BASED INFLUENZA
VACCINES

INFLUENZA VACCINE PRECAUTIONS AND
CONTRAINDICATIONS

According to the FDA cell based vaccines may
be more effective than egg based vaccines.
More data is needed to confirm.
 Cell cultured vaccines include Flucelvax®
(mammalian cells) and FluBlok® (insect cells).
 The theory is that cell based vaccines cause
less mutations.



Precautions;
Moderate to severe illness with or without fever
History of Guillain-Barré syndrome within 6
weeks of receipt of influenza vaccine.



Contraindications;
History of severe allergic reaction to any
component of the vaccine.

INFLUENZA VACCINE

ADMINISTRATION OF INFLUENZA VACCINE –
ADDITIONAL CONSIDERATIONS









Routine vaccination of all over 6 months of age
without contraindication.
Included in the recommendation is the use of the LAIV
during the 2018-2019 influenza season.
ACIP does not provide preference for specific influenza
vaccines. They refer to FDA approved package insert.

Vaccination should occur before the onset of
influenza activity. There is no recommendation
to delay vaccination to ensure protection
through the season.
 Pregnancy – give any age appropriate product
any time during the pregnancy.
 Older Adults – High Dose Vaccine may be used.
No preference from ACIP.


MMWR; June 8, 2018 67(22);634–642

INFLUENZA VACCINE ADMINISTRATION TO
PERSONS WITH EGG ALLERGY


Recommendations for influenza vaccination of persons with
egg allergy have been previously modified, including:

Individuals who report hives after eating eggs can receive IIV.
Removal of the recommendation that egg-allergic recipients
should be observed for 30 minutes post vaccination. Providers
should consider observing all patients for 15 minutes after
vaccination to decrease the risk for injury should they
experience syncope.
A recommendation that persons with a history of severe allergic
reaction to egg (i.e., any symptom other than hives) should be
vaccinated in an inpatient or outpatient medical setting .

FLU & PNEUMONIA DEATHS


According to the CDC* how many deaths were
attributed to Influenza & Pneumonia infections
in New England this past season
A. 700 Deaths
B. 1200 Deaths
C. 1700 Deaths
D. 2300 Deaths
* https://www.cdc.gov/flu/weekly/#S2
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TALKING TO PATIENTS ABOUT THE FLU VACCINE








Prevalence & Severity - Flu was more common &
severe last season and this may continue. More
complications than previously known.
Timing – vaccine recommended as soon as it is
available.
Effectiveness – the flu vaccine has been reformulated
and an increase in effectiveness is anticipated. Also
immunization rates last year were lower than previous
years.
Adverse effects – will not cause an “influenza
infection”.

INCREASING VACCINATION RATES IN OLDER
ADULTS


Flu Defense - https://www.influenza-defense.org/
Resources and tips on talking with older adults about
influenza and the influenza vaccine by the
immunization action coalition.

INCREASING VACCINATION RATES IN PREGNANT
WOMEN


Over the course of six flu seasons, getting a flu shot
reduced a pregnant woman’s risk of being
hospitalized from flu by an average of 40 percent.



CDC recommends pregnant women get a flu shot
because they are at high risk of developing serious flu
illness, including illness resulting in hospitalization.

https://www.cdc.gov/media/releases/2018/p1011-flu-vaccine-reduces-riskpregnant-women.html

INFLUENZA VACCINE – DRUG INTERACTIONS
WITH ANTIVIRAL MEDICATION


Immunization with IIV or RIV is acceptable.
Immunization with LAIV - Vaccinate 2 days prior or
14 days after therapy.



Which antiviral would interact with the live
influenza vaccine?
A. Acyclovir (Zovirax)
B. Oseltamivir (Tamiflu)
C. Ritanovir (Norvir)
D. Baloxavir (Xofluza)

INFLUENZA VACCINE – DRUG INTERACTION
WITH STATINS


Two recent studies raise the possibility that statin
medications may blunt the effectiveness of influenza
vaccines in seniors. Experts caution that more research
is needed to better understand the issue. Because of
their benefit, seniors should not stop taking their statin
without consultation with their healthcare provider.
Influenza vaccine remains the best protection we have
against influenza, and provides at least some protection
in people who take statins, so patients should still
receive an influenza vaccine to be protected. There is no
change to the ACIP recommendation for influenza
vaccine.

INFLUENZA VACCINE – DRUG INTERACTION
WITH METHOTREXATE
Recent studies demonstrate that methotrexate
may blunt the effectiveness of influenza vaccine in
patients with RA.
 Prospective randomised parallel-group multicentre
study, patients with RA on stable dose of Mtx were
randomly assigned at a ratio of 1:1 to continue
Mtx or to hold Mtx for 2 weeks after 2016–2017
quadrivalent seasonal influenza vaccine.
 Antibody titre was measured 4 weeks after
vaccination


Park JK, Lee YJ, Shin K, et al. Ann Rheum Dis 2018;77:898–904
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INFLUENZA VACCINE – DRUG INTERACTION
WITH METHOTREXATE
More patients in Mtx-hold group achieved satisfactory
vaccine response than the Mtx-continue group (75.5%
vs 54.5%, p<0.001).
The difference in vaccine response did not differ
between patients in the MTX-continue group and MTXhold group who took MTX 7.5 mg per week or less,
whereas the difference was significant between the
patients in the MTX-continue group and MTX-hold group
who took MTX 15 mg per week or more
Eight patients (5.1%) in the MTX-continue group and 17
patients (10.6%) MTX-hold group experienced a flare
during 4 weeks after vaccination (p=0.07).







Park JK, Lee YJ, Shin K, et al. Ann Rheum Dis 2018;77:898–904

INFLUENZA VACCINE QUESTION

IMPACT OF PHARMACY VACCINATION*
Researchers looked at data from 2006 through
2010,
 The researchers used LAIV availability as a proxy
for pharmacy-based immunization services.
 Researchers estimate that 6.2 million additional
influenza immunizations and 3.5 million
pneumococcal immunizations are given each year
because they are offered at pharmacies.


*Patel AR, Breck AB, Law MR, The Impact of Pharmacy-Based Immunization
Services on the Likelihood of Immunization in the USA, Journal of the American
Pharmacists Association (2018), doi: 10.1016/j.japh.2018.05.011.

HEPATITIS B VACCINE
Hepatitis B vaccine is recommended in children
and certain adults who are at greater risk from
household contact or occupation.
 Available vaccines include Energix-B®, Recombivax
HB® and Heplisav-B™
 ACIP has reccomended a 2-dose vaccination
schedule in adults only (0,1 month) when using
Heplisav-B™ instead of the 3 dose vaccination
with a minimum of 4 weeks between dose 1 and
2, 8 weeks between dose 2 and 3, and 16 weeks
between dose 1 and 3 for the other vaccines.




Question:
When I was 5 years old, I had Guillain-Barré
syndrome (GBS) unrelated to vaccination. I am
now 35 with no residual effects of the GBS. I
am a nurse and my facility requires employees
to receive influenza vaccine. Is it safe for me to
be vaccinated?

MMWR April 20, 2018 67(15);455–458

INFLUENZA VACCINATION BY PHARMACIES*
Influenza immunization rates between 2003-2013
were reviewed.
 Overall, as states moved to allow pharmacists to
administer influenza immunizations, the odds that
an adult resident received an influenza
immunization rose, with the effect increasing over
time
 The average percentage of people receiving
influenza immunizations in states was 35.1%,
rising from 32.2% in 2003 to 40.3% in 2013.


*Impact of Pharmacist Immunization Authority on Seasonal Influenza
Immunization Rates Across States. Clinical Therapeutics Volume 39, Issue 8,
August 2017, Pages 1563-1580.e17

HEPATITIS B VACCINE
Heplisav B has a novel adjuvant that allows for
an increased efficacy with fewer doses.
 The two-dose schedule only applies when both
doses are Heplisav-B™. If it is not available the
dose should not be delayed and instead
another vaccine should be administered and
the three dose schedule should be used.
 Patients who received a first dose of another
vaccine can receive two doses of Heplisav-B™


MMWR April 20, 2018 67(15);455–458
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PNEUMOCOCCAL CONJUGATE VACCINE 13VALENT (PCV13)


Prevnar 13 (Pfizer)




PNEUMOCOCCAL VACCINATION RATES


1 serotype not in PPSV23 (6A)

Indicated for immunization of children ages 6
weeks through 5 years


Routine schedule: 2, 4, 6, 12 to 15 months

FDA approved for adults aged 50 years and older
ACIP recommended in all adult 65 years and older
and in patients with ; Cochlear implants, CSF
leaks, Immunosuppression, and Asplenia (includes
sickle cell disease)
 Dose and route: 0.5 mL IM


Medicare Claims from 2009-2016 for individuals 65 years of
age
 43.2% of individuals had received PPSV23


31.5% had received PCV13



18.3% had received both



Black CL, Williams WW, Warnock R, Pilishvili T, Kim D, Kelman JA. Pneumococcal
Vaccination Among Medicare Beneficiaries Occurring After the Advisory Committee
on Immunization Practices Recommendation for Routine Use Of 13-Valent
Pneumococcal Conjugate Vaccine and 23-Valent Pneumococcal Polysaccharide
Vaccine for Adults Aged ≥65 Years. MMWR Morb Mortal Wkly Rep 2017;66:728–
733. DOI: http://dx.doi.org/10.15585/mmwr.mm6627a4

MMWR. 2015;64(34):944-7

PNEUMOCOCCAL POLYSACCHARIDE VACCINE
23-VALENT (PPSV23)


Pneumovax 23 (Merck)
 Recommend single dose for










All people 65 years and older
People 19–64 years old who smoke cigarettes
People 19–64 years old who have asthma
People at least 2 years old with chronic illness

LIVE ZOSTER VACCINE (ZVL)


Zostavax (Merck)



Live attenuated virus vaccine
Higher strength than varicella vaccine



ACIP target group for vaccination



FDA approved for prevention (not treatment) in:





Adults at least 60 years old
Adults at least 50 years old
 Note:

ACIP recommendations still apply to adults 60 years
and older

Contains 11 serotypes not found in PCV13
More efficacious against bacteremia than pneumonia
Not adequately effective in children younger than 2 years
Dose and route: 0.5 mL IM (or SC)



Dose and route
 0.65

mL (entire contents of vial) SC

MMWR, August 22, 2014, Vol 63, #33

INTERVAL BETWEEN PCV13 & PPSV23
The interval between
the two vaccines has
now been standardize
to one year (from 612 months)*

RECOMBINANT ZOSTER VACCINE (RZV)


Shingrix (Glaxosmithkline) – Preferred Vaccine



ACIP target group for vaccination



ACIP approved for those who previously received
the Zostavax vaccine







Recombinant, Adjuvanted Vaccine (non live)
Adults at least 50 years old

Dose, route and storage
2

*MMWR September
4, 2015

doses (0.5ml each) via IM injection at 0 and 2-6 months
refrigerated between 2-8°C or 36-46°F

 Store

*http://www.pharmacist.com/article/cdc-s-acip-recommends-preferred-usenew-herpes-zoster-vaccine
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PERCENTAGE OF ADULTS AGED ≥60 YEARS
WHO EVER HAD THE SHINGLES VACCINE,*
BY SEX — NATIONAL HEALTH INTERVIEW
SURVEY, 2008–2016†

RESEARCH ON SHINGLES




Herpes Zoster Increases the Risk of Stroke and Myocardial Infarction
Journal of the American College of Cardiology Volume 70, Issue 2, July 2017 DOI:
10.1016/j.jacc.2017.05.015

MMWR/ May 18, 2018/Vol. 67/No. 19

ZOSTER VACCINATION ERRORS
RZV and ZVL differ with regard to vaccine type,
dose, and schedule; ACIP recommendation; route
of administration; and storage requirements
 Prior experience indicates that administration
errors are reported most frequently shortly after
vaccine licensure and publication of
recommendations, likely because of lack of
vaccine provider familiarity with the new vaccine

RESEARCH ON HERPES ZOSTER VACCINATION








Question:

Emergency room (ER) visits for shingles fell in the past
decade for people aged 60 and older but rose for most
younger age groups. The decrease among older people
may be due to more of them getting the shingles vaccine,
U.S. researchers suggest.
While the study doesn’t prove that vaccination cut
emergency room visits for shingles, in combination with
several other studies, it suggests that, overall, the vaccine
is effective in real-life . . . for reducing the likelihood of
getting shingles and the severity of illness if it occurs.
Trends in Nationwide Herpes Zoster Emergency Department Utilization From 2006 to 2013
JAMA Dermatol. Published online June 21, 2017. doi:10.1001/jamadermatol.2017.1546

MMWR / May 25, 2018 / Vol. 67 / No. 20

ZOSTER VACCINATION

Shingles may be tied to an increased risk for heart
disease. A study looked at 23,000 people in South
Korea who had shingles. They found the shingles
group had a 59 percent higher risk of heart attack and
a 35 percent higher risk of stroke.
Stroke risk was highest among those under 40. The
risks of both stroke and heart attack were highest the
first year after the onset of shingles and decreased
with time.

VACCINE ADMINISTRATION IN SPECIAL
POPULATIONS



Pregnancy
Immunosuppressed patients

My healthy 29-year-old son recently had a mild
episode of herpes zoster. He has no underlying
medical problems. He was treated with
famcyclovir. Should he now get a zoster
vaccine?
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VACCINES AND PREGNANCY





Encourage vaccination prior to pregnancy
Inactivated seasonal influenza vaccine if pregnant during
influenza season
Tdap for every pregnancy after 20 weeks gestation (27 to 36
weeks ideal)
Avoid other vaccines to women who are or might become
pregnant (especially live vaccines); risks are theoretical





Very complicated issues











Timing of vaccination
Type of immunosuppression
Duration and level of immunosuppression
Individual vaccine issues





Why are zoster, pneumococcal polysaccharide (PPSV23) and meningococcal
serogroup B (MenB) vaccines not covered by the National Vaccine Injury
Compensation Program?

Live vaccines pose a risk for increased risk for an adverse effect due to
uninhibited replication
Inactivated vaccines concerned with decreased effectiveness

IMMUNOCOMPETENCE)


Question:

Advisory Committee on Immunization (ACIP) General Recommendations
Infectious Diseases Society of America (IDSA) Clinical Practice Guidelines

VACCINES AND IMMUNOSUPPRESSION (ALTERED


VACCINE SAFETY

Affects live and inactivated vaccines




We have a 45-year-old patient taking Mesalamine for ulcerative colitis.
Should he receive PCV13 and/or PPSV23?

References




Question:

Pregnant providers may administer live vaccines

IMMUNOCOMPETENCE)





Discuss with the patient’s physician or refer the patient to
her physician for vaccine decisions
After pregnancy, administer any deferred vaccines

VACCINES AND IMMUNOSUPPRESSION (ALTERED


VACCINES AND IMMUNOSUPPRESSION

High-Level
Receiving cancer chemotherapy
Within 2 months after solid
organ transplantation
Receiving daily corticosteroid
therapy with a dose of 20 mg of
Prednisone or more for > 14
days
Receiving certain biologic
immune modulators
(TNF-Alpha blockers)






Low-Level
Receiving a lower daily dose of
corticosteroid therapy for > 14
days
Receiving less than or equal to;
methotrexate 0.4 mg/kg/week,
azathioprine 3mg/kg/day, or
6-mercaptopurine 1.5mg/kg/day

VACCINE SAFETY


The Institute for Safe Medication Practices has identified that abbreviations
used for vaccines lead to errors.



They urge FDA, CDC, ACIP, and vaccine experts from around the country to
further explore the risk of errors caused by vaccine abbreviations and
acronyms, and to ultimately establish safer alternatives than relying on the
use of error-prone abbreviations to help vaccine manufacturers and
healthcare practitioners reduce the risk of confusion among the various
vaccines.



A list of the most common errors caused by abbreviations as well as
additional information is available at:
http://ismp.org/newsletters/acutecare/showarticle.aspx?id=1160
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BEST PRACTICE GUIDELINES (CONTINUED)

WHAT CAN WE EXPECT IN THE FUTURE?




Researchers are working on a needle free vaccine patch. The tiny
needle-like points on the patch are made out of the vaccine itself.
When pressed into the skin, the needles dissolve, delivering the dried
vaccine into the outer layer of the skin. People who tried out the
patch said it was not difficult or painful to use, and tests of their
blood suggested the vaccine it delivers created about the same
immune response as a regular flu shot.



Contraindications and Precautions – Includes detailed discussion on
various conditions as well as other considerations.
TABLE 4-2. Conditions incorrectly perceived as contraindications to vaccination
General for all vaccines

A new study reports important steps that have been taken towards
the development of an acne vaccine. The investigators demonstrated
for the first time that antibodies to a toxin secreted from bacteria in
acne vulgaris can reduce inflammation in human acne lesions.

CDC’S GENERAL BEST PRACTICE GUIDELINES
FOR IMMUNIZATION


Available at:
https://www.cdc.gov/vaccines/hcp/acip-recs/generalrecs/index.html



Document that addresses various aspects of immunization 191
pages.

BEST PRACTICE GUIDELINES (CONTINUED)


Contraindications and Precautions – Includes detailed discussion on
immunocompromised patients as well as other considerations.
TABLE 4-2. Conditions incorrectly perceived as contraindications to vaccination
IIV
Nonsevere (e.g., contact) allergy to latex,thimerosal, or egg
Concurrent administration of Coumadin (generic: warfarin) or
aminophylline
PPSV23
PPSV23
History of invasive pneumococcal disease or pneumonia
Zoster

Timing and Spacing of Immunobiologics – addresses various aspects
related to the timing of vaccines, interval between vaccine doses,
and administration of other medications/products,



Preventing and Managing Adverse Reactions – Detailed discussion
on the treatment of adverse reactions. Discussion of egg allergies.
Reporting of adverse events.



Vaccine Administration – Discussion of the preparation of vaccines,
administration of vaccine (site and equipment) for various age
groups.



Storage and Handling of Immunobiologics – Reccomendations to
effectively deal with storage and handling requirements.



Altered Immunocompetence – Already covered.



Special Situations – Infants, Pregnancy, and immunization of people
from outside the US

TABLE 3-3. Guidelines for spacing of live and inactivated
antigens
Antigen combination

Recommended minimum interval between doses

Two or more inactivated(a),(b)

May be administered simultaneously or at any interval between doses

Inactivated and live(c)

May be administered simultaneously or at any interval between doses

Two or more live injectable(c)

28 days minimum interval, if not administered simultaneously

Therapy with low- dose methotrexate, azathioprine or 6 mercaptopurine.
Health-care providers of patients with chronic diseases or altered
immunocompetence
Contacts of patients with chronic diseases or altered
immunocompetence
Unknown or uncertain history of varicella in a U.S.
-born person

BEST PRACTICE GUIDELINES (CONTINUED)

BEST PRACTICE GUIDELINES (CONTINUED)


Mild acute illness with or without fever
Mild to moderate local reaction
Lack of previous physical examination in well
-appearing person
Current antimicrobial therapy(a)
Convalescent phase of illness
Preterm birth (hepatitis B vaccine is an exception in certain
circumstances)(b)
Recent exposure to an infectious disease
History of penicillin allergy, other nonvaccine allergies, relatives
with allergies, or receiving allergen extract immunotherapy
History of GBS(c)

10
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BEST PRACTICE GUIDELINES (CONTINUED)


Vaccination Records – Discussion on documenting vaccinations and
Immunization Information Systems.



Vaccination Programs – Discussion of various policies and
procedures designed to ensure individuals are immunized.



Vaccine Information Sources – A listing of other sources for
vaccination information

11
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MassPAT

MA Department of Public Health

The Massachusetts Prescription Awareness Tool
(MassPAT) is:
 A web‐based online tool utilized by
prescribers, pharmacists, and their delegates
 Used to help inform clinical decisions and
thereby support the safe prescribing and
dispensing of opioids and other controlled
substances.

Massachusetts Health Council
Pharmacy and Public Health symposium
January 16, 2019

4

PMP is a Component in the
Larger Opioid Effort

Health
Care
Providers

The Law
MGL Ch. 94C, Sec. 24A requires a practitioner to utilize
the Prescription Monitoring Program:

State Linkages in
Opioid Epidemic

• Each time prior to issuing a prescription to a patient for a
narcotic drug in Schedule II or III
• Prior to prescribing to a benzodiazepine to a patient for the
first time

Prof. Boards

Chapter 208 of the Acts of 2018
• Check each time before prescribing a benzodiazepine
(requires the promulgation of regulations)

Drug
Treatment

2
5

Learning Objectives

Learning Objectives

1. Describe the MassPAT use Requirements

1. Describe the MassPAT use Requirements

2. Give examples of common PMP measures
used to assess trends in opioid prescribing
and assessing a patient’s activity of concern

3

6
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Stimulant Prescribing Rates

PMP Data
The MA PMP collects dispensing information on Massachusetts Schedule II ‐ V
controlled substances dispensed pursuant to a prescription.
As of August 1, 2017 MA PMP required the reporting of Gabapentin (a Schedule
VI medication)

Stimulant Prescribing Rates per 1,000 State Residents by
Quarter, Massachusetts, 2011‐2017
100

[VALUE]

90

Rate per 1,000 state residents

• The Department reviews and analyzes PMP data to:
• Determine prescribing and dispensing trends;
• Provide patient prescription history information to prescribers and
dispensers;
• Provide educational information to health care providers and the
public;
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• Provide case information to regulatory and law enforcement
agencies concerning drug distribution and diversion.

Source: MDPH MA PMP; Brandeis University assisted with compiling data as part of the Prescription Behavior Surveillance System (PBSS) measures
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Opioid Prescribing Rates

Dental Prescribing

Source: MDPH MA PMP
8

11

Multiple Provider Episodes
Multiple Provider Episodes by Quarter, Rates per 100,000
State Residents, Massachusettts, 2011‐2017, Opioids

16

Rate per 100,000 state residents
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MA2 excludes buprenorphine for SUD treatment
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MA1 includes tramadol and buprenorphine for substance use disorder (SUD) treatment
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MA1

Source: MDPH MA PMP

Source: MDPH MA PMP; Brandeis University assisted with compiling data as part of the Prescription Behavior Surveillance System (PBSS) measures
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Gabapentin Prescribing

PDMP Data Linkages
Chapter 55 – Key Findings from PDMP Linkage
• Compared to the general population, those who received three months of
prescribed opioids are four times as likely to die from an opioid‐related
overdose within one year, and 30 times as likely to die of an opioid‐related
overdose within five years.
• 58% of those who died of an opioid‐related overdose had an active Rx
opioid in the previous 12 months.
• The use of 3 or more prescribers within a 3 month period is associated with
a 7‐fold increase in risk of fatal opioid overdose
• Having a concurrent prescription for opioids and benzodiazepines results in
a four‐fold increased risk of opioid‐related death.
16

Chapter 55: Linking Partners
Chapter 55 of the Acts of 2015 provides for an examination and
report relative to opiate overdoses in the commonwealth and
serves as the Legal Basis for Cross‐Agency Collaboration to Study
the Alarming Trends in Opioid‐related Deaths

Ten data sets from six government agencies were linked
together to provide an unprecedented view of the opioid
overdose crisis in Massachusetts. The uniqueness of this
data has brought together partners from government,
academia, and industry to study ways to reduce the number
of people who die of opioid overdoses.

Learning Objectives

1. Describe the MassPAT use Requirements
2. Give examples of common PMP measures
used to assess trends in opioid prescribing
and assessing a patient’s activity of concern
3. Give examples of PMP measures used to
assess quality of pharmacy reporting

Contributors: By the numbers

• 17 government agencies
• 15 academic institutions
• 12 hospitals & private companies

PDMP Data Linkages

17

Data Quality
Top issues affecting the quality of data a prescriber or pharmacist
might see in a patient’s prescription history:
• Delinquent Reporting‐ Trending downward but there is still
room for improvement.

*

• Patient Identifiers ‐ The middle name/initial information is
sometimes entered at the end of the first name in the First
Name ASAP field. This defeats our patient matching algorithm
and causes the prescription records to be missed in a patient
search in MassPAT.

Frequencies based on the number of days supplied in the PMP
At death: MME mean 134, min 2, 25th 30, median 90, 75th 120, max 960

* Decedents who had an active prescription for EVERY opioid found in their toxicology
[if more than one type of opioid was present]

18
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Data Quality (cont.)

DEA Issues (cont.)

• Submission Errors – Records are rejected by the PMP
Clearinghouse usually due to missing information that is
required. Prescription records with uncorrected errors will
not be found by the clinician or pharmacist during a patient
search, so it is imperative that the errors be corrected as soon
as possible. The most common errors are:
1. Missing or invalid prescriber DEA or NPI numbers
2. Missing or invalid pharmacy DEA numbers

These practices impact calculations for reports and measures
generated by the program including:
 Multiple Provider Episodes,
 Prescriber alert notifications
 Quarterly reports released to the public.

3. Missing or incorrect dispensation information (e.g., NDC#,
Quantity/Days Supply)
4. Missing patient demographic information‐ name, address,
birthdate, gender.

If one pharmacy uses a valid DEA while another pharmacy uses
an expired DEA for the same prescriber it looks like two different
prescribers instead of one.

19

Data Quality (cont.)

22

Learning Objectives

Submitting Prescription Records Prior to Actual Handover to
Medication to Patient:
• This creates problems for prescribers who are relying on
MassPAT to determine whether their patient received their
medication.

1. Describe the MassPAT use Requirements
2. Give examples of common PMP measures
used to assess trends in opioid prescribing
and assessing a patient’s activity of concern
3. Give examples of PMP measures used to
assess quality of pharmacy reporting
4. Identify the relationship between opioid
prescribing and MassPAT utilization

Species Code:
• If the prescription is for an animal make sure the correct
species code designation (02) is used and vice versa.
• This is very important because PMP data is a critical tool for
researchers and we often exclude non human data based on
the species code.
20
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MassPAT Registrants
(As of December 2018)

DEA Issues
Filling Under the Wrong DEA:
• We frequently receive calls from prescribers reporting that
prescriptions prescribed by other clinicians have been filled
erroneously under their DEA numbers.
Filling Under Expired DEA:
• Over 4,000 prescriptions have been filled under expired DEA
numbers so far in 2018.

21

24
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MassPAT Searches
(November 2018)

Learning Objectives

Does not include integration searches

25

1. Describe the MassPAT use Requirements
2. Give examples of common PMP measures used to
assess trends in opioid prescribing and assessing a
patient’s activity of concern
3. Give examples of PMP measures used to assess
quality of pharmacy reporting
4. Identify the relationship between opioid prescribing
and MassPAT utilization
5. Explain the difference between logging into
MassPAT and accessing PMP data via EHR
integration
28

EHR Integration –
General Overview
• EHR Integration allows MassPAT data to be available to health
care providers at the click of a button.
• With integration, the EHR can automatically initiate a patient
search to MassPAT and view a patient record without needing
to leave the provider’s EHR system.
– Pharmacy Management, Practice Management (i.e. Dentistry), and Electronic
Medical Records (EMRs) included in integration as well.

• The MA PMP is covering integration fees charged by Appriss
Health.
• Healthcare entities can find out more information and submit
an integration request form from our PMP website.
Source: MDPH MA PMP

26
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EHR Integration –
Current Status

Be Part of the Solution

• The first integrated entity, Partners Healthcare, went live on
5/16/18. Since then, we have approved production licenses
for 7 other organizations.
– These 8 organizations have 59 different facilities integrated.

• 27 additional organizations have submitted an integration
request form, 22 of which have executed a Terms and
Conditions agreement.
• 15 of those 22 are on hold because their vendor has not
completed the required upgrade to Appriss’ V5.1 API.
– The other 7 are Epic customers currently either testing or in the build
phase.
DRAFT ‐ For Internal Use Only

27
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EHR Integration –
Integration by the Numbers
•

Questions

9 licenses approved in production:
Partners Healthcare

5/16/18

Wal‐Mart Pharmacies

6/20/18

Boston Medical Center
Pharmacies

7/6/18

Cure‐Aid Pharmacies

10/16/18

Holyoke Health Center
Pharmacy

10/30/18

Sunrise Behavioral Health
Center

10/30/18

Dental Center of Harvard

10/30/18

Greater Lawrence Family
Health Center

11/13/18

Maxim Pharmacy

11/20/18

Contact Information
leonard.young@state.ma.us
Phone: (617) 973‐0959
187,265 successful requests from 3,589 unique IDs

31

THANK YOU
34

EHR Integration –
Integration by the Numbers

32

33
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MHC Pharmacy Symposium
January 16, 2019

Change is in the Air
Massachusetts Health
Council

21st Annual Pharmacy Public Health
Policy Symposium

Paul L. Jeffrey, Pharm.D.
Director of Pharmacy, MassHealth
Associate Professor, Family Medicine and Community Health
University of Massachusetts Medical School

January 16, 2019
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Accountable Care
Organizations

Disclosure Information

■ An ACO is a group of doctors, hospitals, and
other health care providers that work together
with the goals of delivering better care to
members, improving the population’s health,
and controlling costs.

I have no actual or potential
conflict of interest in relation
to this activity.

■ An ACO is accountable both for the health of
its members and for the cost of the care its
members receive.
■ Implemented March 1, 2018
https://bluecrossmafoundation.org/sites/default/files/download/publication/ACO_Primer_July2018_Final.pdf
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Accountable Care Organization Models

Objectives

Model A
Partnership Plans
~510K members
13 ACOs / 5 MCOs

■ Explain recent changes to federal and state
regulations concerning MassHealth Pharmacy

• ACO partners with an MCO which serves as the
member’s health plan and provider network
• MCOs are paid a capitated rate by EOHHS
• MCO contracts with an ACO which has some
financial accountability for the MCO performance

Model B
Primary Care ACO
~345K members
3 ACOs –
“Internal” MCO

■ Describe recent drug utilization trends in the
Massachusetts Medicaid program
■ Explain Emerging Challenges to the MassHealth
Pharmacy Program

Model C
1 MCO
Administered ACO

• ACO contracts directly with Executive Office of
Health and Human Services
• Shares in both savings and losses with
MassHealth based on the cost of the care for
enrolled members and quality performance

Retain:
 2 MCOs
• BMCHP
• Tufts
 PCC
Plan
 FFS

• ACO contracts directly with MassHealth
• MCOs take financial accountability for the MCO
enrollees they serve through retrospective shared
savings and risk

Total:
21 Plans

https://www.crowell.com/NewsEvents/AlertsNewsletters/All/CMS‐Approves‐MassHealth‐Restructuring‐Utilizing‐
Medicaid‐ACOs
https://bluecrossmafoundation.org/sites/default/files/download/publication/ACO_Primer_July2018_Final.pdf
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MassHealth Facts and Figures

New FDA Approvals 2017

Massachusetts Medicaid
Program Payment and Care
Delivery Models
•
•
•
•

MHC Pharmacy Symposium
January 16, 2019

Accountable Care Organizations
Managed Care Organizations
Primary Clinician Care Plan
Fee-for-Service

• 1.8 million members
•
•

1.2 million members are ACO
eligible
23% have primary coverage
through Medicare or another
insurer

• FY19 State Budget - $41.9
•
•

Health & Human Services $22.6B
MassHealth Budget - $16.5B

https://www.iqvia.com/institute/reports/medicine‐use‐and‐spending‐in‐the‐us‐review‐of‐2017‐outlook‐to‐2022

New FDA Approvals 2018 = 59

https://bluecrossmafoundation.org/sites/default/files/download/publication/ACO_Primer_July2018_Final.pdf
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New FDA Approvals 2017

MassHealth Pharmacy Program
Who we serve
Group

 42 New Active Substances

Average Monthly
Enrollment

Primary Care Clinician (PCC) plan

115,423

Primary Care ACO plans (Model B)

334,294

 21 Orphan Drugs
 80-90 more through 2022

 14 Oncology Drugs

Fee-for-Service
• Members who do not qualify for PCC or other plans
• Members with primary coverage (dual eligible, primary
insurance)

 10 orphan drugs

428,430

Health Safety Net

327,661

Children’s Medical Security Plan

52,638

 32 Specialty Drugs

 Similar trends projected for the next 5
years

July 2018-August 2018

8
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The Pharmacy Environment
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Specialty Pharmacy Trend

■ FDA evolving
– Priority Review
Orphan
– Breakthrough Therapy
Drugs
– Accelerated Approval
– Fast Track
– Expansion Cohorts – Adaptive Clinical Trials
■ Specialty pharmacy trend
■ Gene therapy enters the marketplace
■ Value/outcomes-based pharmaceutical
contracting
9

Source: IQVIA, National Sales Perspectives, July 2018
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Cell and Gene Therapies
DRUG

MANUFACTURER

BRAND NAME

Tisagenlecleucel (CAR-T)

Kymriah

Novartis

INDICATION(S)

Pharmaceuticals marketplace is not
transparent - purchasing / payments operate
on a discounts and rebate system

COST per
EACH

Refractory Acute
Lymphoblastic
Leukemia

$475,000*

Refractory Large
B-cell Lymphoma

$373,000

MHC Pharmacy Symposium
January 16, 2019

List Price ≠ Actual Cost

Kite /
Gilead

Refractory Large
B-cell Lymphoma
Axicabtagene ciloleucel (CAR-T)
Yescarta
$373,000
$850,000*
RPE65 Mutation(both eyes)
associated
Voretigene neparvovec-rzyl
Luxturna
Spark
Retinal Dystrophy
AveXis /
Spinal Muscular
Atrophy
Onasemnogene abeparvovec -aaaa Zolgensma Novartis
$2Mm??**
* Manufacturer has offered outcomes-based alternative payment methodology
** Expected market date - May 2019 (Potential outcomes-based payment methodology)
https://www.iqvia.com/institute/reports/medicine‐use‐and‐spending‐in‐the‐us‐review‐of‐2017‐outlook‐to‐2022

16
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Cell and Gene Therapy
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Preferred Drugs and Brand-over-Generic
It’s about the rebate

Payment Strategy

■ Currently paid on an episode of care basis which includes drug
(based on 3MTM Enhanced Ambulatory Payment Group system)
– Adjudicated Payment Amount per Discharge (APAD) =
inpatient hospital
– Adjudicated Payment per Episode of Care (APEC) =
outpatient hospital
■ State Plan Amendment (June 2018) to “carve-out” select
therapies from the APAD/APEC methodology
– High cost of therapies distorts methodology

■ Medicaid Rebates - CFR 42 § 1396r-8
■ Quid Pro Quo – Best Price Guarantee for Formulary Access
– Manufacturer must provide rebate; Medicaid must provide coverage
(utilization management allowed)
– Brands
• 23.1% of Average Manufacturer Price (AMP)
• Increased by:
– Best Price Offered to Commercial Payer

– Allows better management of therapies
• Prior authorization / Utilization management
• Clear pathway to value/outcome-based agreement
• Designates therapies as “covered outpatient drugs”

14

– Consumer Price Index (CPI) Inflation Penalty
– Generics
• 13% of AMP (CPI Inflation Penalty – 2016)
■ Competitive Supplemental Rebates – emerged in early 2000s

17
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1115 Waiver Request: Timeline

AWP – Requiem / Phoenix

MHC Pharmacy Symposium
January 16, 2019

■ Waiver was multifunctional, including 2 Rx Provisions
• Formulary and Specialty Pharmacy Network

HHS offers
flexibility
Mar 2017

MassHealth
posts draft
waiver
request
July 2017

Ain’t What’s Paid
15

Public
reaction;
listening,
discussion
sessions
Jul 17 – May 18

President’s
Blueprint
offers 5 state
demo
May 11, 2018

MassHealth
submits
waiver
request to
CMS
Sept 2017

Governor
signs MA
FY19 Budget
July 26, 2018

CMS denies
pharmacy
sections of
waiver
June 27, 2018

MassHealth
back to the
drawing
board
July 27, 2018

18
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Value-based Purchasing Proposal
Step 1 and 2
1

Direct negotiation with manufacturers
– MassHealth establishes a cost-effective target price
• 3rd party independent analysis
• Cost of existing therapies
– May include outcome-based arrangement

2

Transparency and public hearing
– If no agreement – require disclosures
– May require manufacturer to testify at public
hearing
– May impose sanctions/reasonable penalties

19
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Value-based Purchasing Proposal
Step 3
■ Formulary Exclusion only if
– No agreement after Steps 1 & 2
– Drug has no proven efficacy

■ AND, drug is excluded by the Massachusetts
employees PBM or at least one large national PBM
■ Additional robust guardrails
– DUR Board consultation (add consumer advocate)
– Public comment process
– Non-discriminatory
– Behavioral health drugs require DMH approval
– Maintain exception/appeals process
20
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? ?
?
?

?
?

?

?
? ?

www.mass.gov/masshealth/pharmacy
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Commonwealth of Massachusetts
Executive Office of Health and Human Services
Department of Public Health

What does it all mean?

Bureau of Health Professions Licensure
Board of Registration in Pharmacy

Massachusetts Board of Registration in
Pharmacy

Legislation
Regulation
Policy
Advisory

Regulatory Update
2019

Massachusetts Board of Registration in Pharmacy

Disclosure Information
There are no actual or potential conflicts
of interest in relation to this activity.
There is no plan to discuss unlabeled or
investigational uses of any commercial
product.

Legislation vs. Regulations
Legislation (a.k.a. statute, laws)
• Refers to a law enacted by a legislative body of
a government
• Provides framework
• Cannot be waived

Regulation
• Authorized by statutes and have the effect of law
• Provide details of “how to” carry out the law
• May be waived
Massachusetts Board of Registration in Pharmacy

Massachusetts Board of Registration in Pharmacy

Objectives
1. Explain the difference between a Board of
Registration in Pharmacy Advisory and Policy.
2. Identify new and revised policies and
advisories governing the Practice of Pharmacy.

Advisory vs. Policy
Advisory
• Announcement or bulletin that provides nonbinding strategic advice
• Not enforceable

Policy
3. List common inspection mistakes and how to
rectify them.

Massachusetts Board of Registration in Pharmacy

• Refers to statement of intent, and is
implemented as a procedure or protocol
• Enforceable
Massachusetts Board of Registration in Pharmacy

1
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Policy 2017-08: Pharmacist
Administration of Vaccines

Regulations

• May administer certain vaccines to individuals 9 years of
age and older
• Can only give vaccines included in the latest immunization
schedule:
 Immunization schedule for adults:
https://www.cdc.gov/vaccines/schedules/hcp/adult.html
 Immunization schedule for children 18 or younger:
https://www.cdc.gov/vaccines/schedules/hcp/imz/childadolescent.html

Massachusetts Board of Registration in Pharmacy

Massachusetts Board of Registration in Pharmacy

Promulgated and Pending Regulations
Promulgated Regulations

Policy 2018-01: Joint Policy - Permitted
Prescription Changes and Additions

Pending Regulations

•

Prescription information that may never be changed or added: (CII- CVI)
 patient’s name
 controlled substance prescribed (except generic substitution)
 prescriber’s name
 prescriber’s signature
 earliest date to be filled (Schedule II only)

247 CMR 18.00
Non-Sterile Compounding

•

On Schedule II prescriptions, “partial fill upon patient request” language
may be added

247 CMR 19.00
Hazardous Medications

•

Pharmacists may change days’ supply in their professional judgement only
for CVI drugs that do not require PMP reporting

247 CMR 3.00
Pharmacist Licensure

247 CMR 6.00
Pharmacy Licensure

247 CMR 4.00
License Renewal

247 CMR 9.00
Professional Standards

247 CMR 8.00
Interns & Technicians

247 CMR 17.00
Sterile Compounding

247 CMR 16.00
CDTM

https://www.mass.gov/lists/policies-and-guidelines-of-the-board-ofregistration-in-pharmacy
Massachusetts Board of Registration in Pharmacy

Massachusetts Board of Registration in Pharmacy

Policy 2018-03: Pharmacist Continuing
Education Requirements

Policies

Massachusetts Board of Registration in Pharmacy

• Three types of credit are accepted: ACPE, AMA CME
Category 1, and Pharmacy Board approved programs
• Includes compounding programs requirements
• If in a Collaborative Practice Agreement, must complete an
additional 5 hours (25 contact hours total yearly) that
address the practice areas
• Other requirements:
• 5 live
• 2 law
• 1 immunization every 2 years
Massachusetts Board of Registration in Pharmacy
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Policy 2018-04: Naloxone Dispensing via
Standing Order

Manager of Record
• A Manager of Record (MOR) for a pharmacy has many
responsibilities including:

• A statewide standing order is now available

•

The security and storage of controlled substances

• Unless requested otherwise, the pharmacy must make a reasonable
effort to determine if purchaser’s insurance covers naloxone

•

Monitoring and enforcing policies and procedures

•

Oversight of all staff

• Label naloxone rescue kits with the expiration date of the included
naloxone unit.

•

Ensure all have active licenses

• In place of the name and address, “Naloxone Rescue Kit,” may be
used to create a patient profile and prescription label.

•

Renewing the license for the pharmacy

•

Training

•

Record keeping

•

Scheduling

•

And many more..

• Annually, by January 15th, each pharmacy must submit a report via
email to naloxonestandingorders@MassMail.State.MA.US stating
the total number of naloxone doses dispensed
https://www.mass.gov/files/documents/2018/12/13/naloxone-dispensing-viastanding-order.pdf
Massachusetts Board of Registration in Pharmacy

With a standing order, to whom
can a pharmacy dispense
naloxone?
A. Patient only

Massachusetts Board of Registration in Pharmacy

Sale of Hypodermic Needles and
Syringes
No requirements or limitations exist to prevent the
purchase of hypodermic syringes and /or needles!
– No age restriction and no ID is required

B. Patient or family member
C. Friend of patient
D. Any person in a position to assist with a
potential overdose
E. All of the above
Massachusetts Board of Registration in Pharmacy

Advisories

Massachusetts Board of Registration in Pharmacy

– No limit on the number or type of syringes and needles
– Recommend carrying single unit-of-use syringes for individual
sale
– Consider providing information regarding proper use and
disposal of needles and syringes:
https://www.mass.gov/files/documents/2018/06/15/Proper%20Use
%20and%20Disposal%20of%20Needles%20and%20Syringes%2
0May%202018.pdf
Massachusetts Board of Registration in Pharmacy

Common Deficiencies Found
During Pharmacy Inspections
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Common Deficiencies
Some of the most common deficiencies seen during
pharmacy compliance inspections by investigators involve:
•
•
•
•
•

Perpetual inventories
Biennial inventories
Refrigerator issues
Pharmacy staffing
Compounding records

Pharmacy Operations
• Policy No. 2011-01:”Proper Storage of Refrigerated and
Frozen Medications in a Pharmacy”, was updated on
April 6, 2017.
• The following standards of practice were clarified:
• The use of single door refrigerators with an internal
freezer compartment are not permitted
• Extensive guidance to handle temperature excursions:
• Remove/destroy visibly damaged products
• Evaluate safety and efficacy of other products
• Document the outcomes

Massachusetts Board of Registration in Pharmacy

Perpetual Inventory

Massachusetts Board of Registration in Pharmacy

What’s Wrong Here?

• According to 247 CMR 9.10 (14), a pharmacy must
maintain a perpetual inventory of all Schedule II controlled
substances that are in its possession, including those that
have been received, dispensed, or disposed of.
• Perpetual inventories must be performed at least once
every 10 (ten) days.
• This inventory must be kept for ALL Schedule II’s in
possession, even the
expired or damaged
products that have been
removed from active inventory.
Massachusetts Board of Registration in Pharmacy

Biennial Inventory
• Inventory of Schedules II – V in accordance to
21 CFR § 1304.11
• Must be performed every 2 years and be readily retrievable.
• Schedule II: these substances must have an EXACT count
or measure of its contents.
• Schedules III - V: these substances may have an estimated
count performed UNLESS the container holds more than
1,000 tablets or capsules, in which case an EXACT count is
required.
• Exact count is strongly recommended for all
Scheduled III – V medications.

Massachusetts Board of Registration in Pharmacy
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Pharmacy Staffing
Per 247 CMR 8.06 (3), a pharmacist utilizing support
personnel must do so with the following ratio requirements:
1. One pharmacist for a maximum of four support
personnel provided:
a. At least one of the four support personnel is a certified pharmacy
technician and one is a pharmacy intern; or
b. At least two of the support personnel are certified pharmacy
technicians; or
c. Two of the support personnel are pharmacy interns.

2. One pharmacist for a maximum of three support
personnel, provided at least one of the three support
personnel is a pharmacy intern or a certified pharmacy
technician.

Massachusetts Board of Registration in Pharmacy
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Compounding
• Per 247 CMR 9.01 (3), community pharmacies must observe all current
USP non-sterile compounding standards (USP <795>).
• Examples of non-compliance:
•
•
•
•

Coming Soon…
Electronic prescriptions for all medications
will be required by January 1, 2020

Failing to provide enough space for a designated compounding area
Failing to maintain the necessary equipment to conduct compounding
(i.e. balance, sink, etc.)
Incorrectly assigning beyond-use-dates (BUDs) for specific
compounds
Failing to utilize compounding logs to record all preparations

Massachusetts Board of Registration in Pharmacy

Examples of Improper Labeling

Massachusetts Board of Registration in Pharmacy

NABP Newsletter
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References

What’s Wrong Here?
• 247 CMR:

– http://www.mass.gov/courts/case-legal-res/law-lib/laws-bysource/cmr/200-299cmr/247cmr.html

• Draft Regulations:
– http://www.mass.gov/eohhs/gov/departments/dph/program
s/hcq/dhpl/pharmacy/draft-regulations.html

• Law / Regulation Review:
– https://www.mass.gov/files/documents/2016/07/nc/pharmac
y-mpje-packet.pdf
Massachusetts Board of Registration in Pharmacy

Massachusetts Board of Registration in Pharmacy

5

1/13/2019

Contact Info
Massachusetts Board of Registration in Pharmacy
239 Causeway Street- 5th Floor
Boston, MA 02114
(800) 414-0168

Website:
www.mass.gov/dph/boards/pharmacy
Email:
pharmacy.admin@Massmail.state.ma.us

Massachusetts Board of Registration in Pharmacy

Questions?
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Commonwealth of Massachusetts
Executive Office of Health and Human Services
Department of Public Health

The Opioid Crisis

Bureau of Health Professions Licensure
Board of Registration in Pharmacy

An overview of substance use disorder,
treatment, and its impact on the pharmacy
profession.

Pharmacy Substance
Use Disorder
Ed Taglieri, MSM, NHA, RPh
Pharmacy Substance Use Disorder Program
Supervisor

Massachusetts Board of Registration in Pharmacy

Overview of the Opioid Crisis

Objectives

Evolution
illegal drug
distribution
networks
escalating;
individuals
with
Substance
Use
Disorders

1980

1. Recognize impact of Substance Use
Disorder (SUD) the in the pharmacy
community
2. Explain the role of the Massachusetts
Pharmacists Substance Use Disorder
Program in treatment and recovery for
pharmacists, interns,
and technicians

NEJM
Porter
and
Jick
letter
to the
Editor

1804
Morphine
distilled
from
Opium

1853

1996-2000

hypodermic
syringe
invented

treat pain as the
5th Vital sign;
American Pain
Society, the Joint
Commission and
the Veteran’s
Administration all
support

2008
Drug
Overdoses
(mostly from
opiates)
surpass auto
fatalities as
the leading
cause of
accidental
death in the
United States

Quinones, Sam. Dream Land. New York, NY: Bloomsbury publishing; 2015
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Disclosure
There are no actual or potential
conflicts of
interest to be disclosed.
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Aspects of SUD
• Chronic relapsing condition affecting the brain
• Compulsive use, loss of control with overuse,
and continued use despite problems
• Shame and stigma
• Manageable just like other chronic diseases
• Responsive to treatment
– Requires long term treatment to avoid relapse

Grossman, Jarrod Pharm D. Addiction in the Pharmacy profession: From Discovery to Recovery. APhA
conference Institute on Alcoholism & Drug Dependencies, June 2017

Massachusetts Board of Registration in Pharmacy
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Statistics

Pathophysiologic Process of SUD

• General Public SUD rate: 10%
• Pharmacists and other pharmacy
professionals: up to 25%
• Access to drugs
• Stress
• Knowledge

• Family History:
• 1 parent 20-25%
• 2 parents 30-50%
Light, Kim Edward. State Programs Assisting Pharmacy Professionals with Substance Use Disorder.
Journal of the American Pharmacist Association. 57 (2017) 704-710.

Massachusetts Board of Registration in Pharmacy

Behavioral Indications of SUD
•

Massachusetts Board of Registration in Pharmacy

Brain Scan Comparison

Changes in job performance

•

Absenteeism

•

Volunteering to count controls

•

Excuses for behavior

•

Physical changes in appearance

•

Impaired cognition – forgetfulness

•

Withdrawal

•

Frequent complaint of vague illness or injury

•

Off time, task, place, role
Massachusetts Board of Registration in Pharmacy

Diagnostic Criteria for SUD
1.
2.
3.
4.
5.
6.
7.
8.
9.
10.
11.

Matylewicz, Robert DO. Medication-Assisted Treatment: Is It Right for you, Right For Recovery? The
Opioid Crisis: Strategies for Treatment and Recovery. November 2-3, 2017. Bedford, MA.

Massachusetts Board of Registration in Pharmacy

Brain Scan Comparison

Use of substance in large amounts or for longer duration than intended
Personal desire to cut down or stop use, but unable to do so
Excess time spent in the acquisition, use, or recovery of substance
Craving of substance
Failure to honor personal commitments because of use
Ongoing use despite relationship problems
Discounting important activities because of use
Continued use despite known harm or danger
Continued use despite worsening physical or psychological problems
Increased tolerance to substance
Experiencing withdrawal symptoms:
< 2 symptoms:
2-3 symptoms:
4-5 symptoms:
> 6 symptoms:

no disorder
mild disorder
moderate disorder
severe disorder

Herndon, Christopher M Pharm D; Balancing Risk and Access to opioids: The pharmacist's role. Pharmacy Today, April 2017; 63-75
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Massachusetts Department of
Public Health

Controlled Substance
Inventory Monitoring

Governor
Charles Baker

• Have different ordering and receiving staff
• Alternate people to conduct perpetual inventory
• Utilize hidden cameras; make staff aware that
they are in use
• Exact counts on controlled medications with
abuse potential; often and random
• Monitor perpetual logs and prescriptions to look
for patterns

EOHHS Secretary
Marylou Sudders

Commissioner: Monica Bharel, MD, MPH
Assistant Commissioner: Elizabeth Chen, PhD,
MBA, MPH

Bureau of Health Professions
Licensue

Bureau of Health Care Safety and
Quality Licensure

Board of Pharmacy
(RPh, PI, PT, PTT)

Health Care Facilities
(Including Pharmacy
Clinics and Hospital
Pharmacy)

Massachusetts Board of Registration in Pharmacy
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Board of Pharmacy

Which of the following is not true
about SUD?

Pharmacy
Healthcare
Professionals

A. 10% of general public at risk of an SUD
B. Reports of up to 25% of Pharmacists and
other health care professionals at risk of an
SUD
C. SUD is an acute condition needing only short
term treatment
D. The term “addiction” has been abandoned
and is now termed “use disorder”

2 Chain
Pharmacists

1 LTCF
Pharmacist

1 Hospital
Pharmacist

1 Sterile
Compounder
Pharmacist

1 Academic
Pharmacist

2 Independent
Pharmacists

1 Nurse

2
Members of the
Public

1 Physician

Board of Pharmacy
• Meets Monthly
Board Staff
• Education
• Licensure
• PSUD
Office of Public Protection
• Pharmacy Inspections

1 Pharmacy
Technician

Massachusetts Board of Registration in Pharmacy
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Enacting MA General Law
(M.G.L.)
Available State-Run
SUD Programs
for Pharmacy
Professionals

• M.G.L. are enacted by the Legislature
• Board of Pharmacy then determines how to
implement the law via:
•
•
•
•

Regulation
Policy
Advisory / Best Practice
Staff Action

• For PSUD, Staff Action is utilized
Massachusetts Board of Registration in Pharmacy
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Law and Regulatory oversight
for Pharmacy Practice
State

Federal

DPH 105 CMR sections 700.00-722.00
(Hospital, interchange, labeling, RX
format, security standards)
M.G.L. Chapters
13, sections 22-25A
112 sections 24-42A
94C sections 1-40 (CS)
Regulation: 247 CMR section 2-21
Policies
Advisories
MA Board Medicine: “Prescribing
Practices: Policies and Guidelines”

Title 21 CFR Part 1300-1308
DEA Pharmacist’s Manual

Pharmacy Law and PSUD
M.G.L. 112 § 24 H Rehabilitation program for registered
Pharmacists and Pharmacy Interns and technicians with SUD
A. Establish a program

Poison Prevention Packaging Act 16 CFR
1700

B. Voluntary alternative to traditional disciplinary Action

Prescription Drug Marketing Act

C. Rehabilitation Evaluation Committee (REC)

Federal Food, Drug and Cosmetic Act

D. Employ a PSUD Program Supervisor

FDA regulations governing labeling
directions

E. Participants agree to comply with Individualized
Rehabilitation Plan (IRP)

FDA regulations governing Patient
Package Inserts

F. Successful Completion: facts remain confidential and
sealed

FDA statutes governing recalls and
Mishandling

https://www.mass.gov/files/documents/2016/07/nc/pharmacy-mpje-packet.pdf?_ga=2.240342211.117958595.1543327110-2045650608.1518183189
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State programs assisting pharmacy
professionals with SUD
•

APhA first designates SUD in Pharmacy as concern in 1982

•

25-30% of Pharmacy students engage in hazardous or binge
drinking and up to 15% have used recreational drugs (stimulants,
opioids, marijuana)

•

As of July of 2017, four states are without programs (Hawaii and
Missouri no program, Alaska and Vermont recently closed
programs)

•

PSUD programs moved from association-based in 1990 towards
more consolidated health care group models and state boards of
pharmacy

PSUD Monitoring Program
• 5 year program
– Full restrictions from practice for first year
– Gradual return to work and duties at years 2-5

• Meet with Rehabilitation Evaluation Committee (REC) and
supervisor regularly (7 members: 3 RPh, 1 PT, 1 MD, 2 public)

• Individualized Rehabilitation Plan (IRP) developed with REC
• Work setting required to report to REC and PSUD Supervisor

• Attendance at support groups and Peer Support Group
– (AA/NA/Smart Recovery)

• Random Drug Testing
– (blood, urine, hair)

Light, Kim Edward. State Programs Assisting Pharmacy Professionals with Substance Use Disorder. Journal of the American Pharmacist
Association. 57 (2017) 704-710. Table 1.
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Massachusetts Board of Registration in Pharmacy

Massachusetts Pharmacy Substance Use
Disorder Program (PSUD)
• Governor Baker and the State legislature in the acts of 2016,
Chapter 52 approved as law: An Act Relative to Substance
Use, Treatment, Education and Prevention
• PSUD is a new monitoring program in the Commonwealth of
Massachusetts established by M.G.L. c. 112, § 24H
• Who can participate:
– Pharmacists
– Pharmacy Interns
– Pharmacy Technicians
• Voluntary
• Confidential
• Provides a non-disciplinary alternative to traditional
disciplinary action against individual’s license
Massachusetts Board of Registration in Pharmacy

PSUD Staff Action Policy 17-03
•

Authority to execute a Consent Agreement for PSUD Participation
(CAPP)

•

Authority to dismiss pending complaints and change licensure
status

•

Authority for PSUD Supervisor, in conjunction with REC, to change
an Individualized Rehabilitation Plan (IRP) based on compliance
progression

•

•

Opioid Substitution Therapy

•

Body sample substitution or alteration

•

Positive body sample testing or relapse

•

Termination

Report to Board on a regular basis
Massachusetts Board of Registration in Pharmacy
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Individualized Rehabilitation Plan
(IRP)
Months of compliance

12

24

36

48

May resume practice under supervision of a pharmacist who reviews
practice and reports to the PSUD Supervisor on a quarterly basis

Yes

Yes

Yes

Yes

May precept interns

No

No

Yes

Yes

May order federally controlled substances

No

No

Yes

Yes

May work a shift with hours between 12:00 AM and 5:00 AM

No

No

Yes

Yes

No

No

No

May serve as Manager of Record

PSUD and Return to Work
After one successful year of PSUD, the participant is placed on
non-disciplinary condition and may return to work:
Gradual return of duties

Collaborative effort between participant, work supervisor and PSUD
Program Supervisor

Yes

Quarterly reports from Work Supervisor to PSUD Program
Months of compliance

0-11

12-23

24-35

36-47

48-60

Decrease Self Help Support group meetings

No

No

No

Yes

Yes

Stop submitting dates of self-help meetings quarterly

No

No

No

Yes

Yes

Stop submitting signatures of self-help meetings
quarterly

No

No

Yes

Yes

Yes

Discontinue therapy; must submit documentation from
treating therapist supporting request

No

No

Yes

Yes

Yes

Decrease frequency of body sample testing protocol as
defined by REC

No

No

No

No

Yes

Participants who return to work have been demonstrating success and
receive high marks from work supervisors with quality of work.

Any relapse results in immediate practice restriction

Currently 5 participants actively working as clinicians

Massachusetts Board of Registration in Pharmacy

Typical 5 year PSUD Program
Admission including documentation of SUD and meeting with REC

Massachusetts Board of Registration in Pharmacy

Massachusetts PSUD Statistics
10/31/18

CAPP and IRP executed
Pending concerns with Board dismissed without prejudice
Gradual return to work
Abstain from Drug and Alcohol
Random Body Sample Testing

Category

Numbers

Inquiries

26

Applications mailed

21

Applications returned

16

Applications opted to not apply

4

Admissions approved and admitted

14

Individual Therapy
Peer Support Group once per week
Self Help meetings 4 times per week
Quarterly meetings with REC
Quarterly Reports
8 hours of CEU in addiction within 12 months of entering program

Massachusetts Board of Registration in Pharmacy

License Status and Costs
• The public website will display license status as:
– Non-disciplinary restrictions: during complete work absence
– Non-disciplinary conditions: during gradual work return
– Once program completed successfully, all will be removed from
permanent record and website

• The program is funded by:
– Costs paid by licensee
– No cost for the coordination
of the program through the
Board of Pharmacy

Admissions approved then withdrew

2

Admissions not meeting criteria

0

Discharges Successful

2

Discharges Unsuccessful

1

Rehab Plan changes with Staff Action

19

Rehab Plan changes with Board vote

14

Total Active Participants

12
Massachusetts Board of Registration in Pharmacy

Case Study #1
A 30 year old male participant with a diagnosis of SUD has been
admitted to the program post diversion of stimulants from the work
place. After 3 months of successful participation, a body sample test
comes back positive for alcohol.
What is the next step for this participant?
a. Termination from PSUD; abstinence from all substances is
mandatory.
b. No change; the SUD is associated with stimulants, not alcohol.
c. Participant to meet with REC; after discussion a change in IRP is
implemented.
d. Relapse is a part of recovery; no intervention or concerns until the 3rd
relapse.

Massachusetts Board of Registration in Pharmacy
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Case Study #2
A 36 year old female voluntarily surrendered her pharmacist license
due to drug diversion in 2015. At this time PSUD was not an option.
She has been actively involved in recovery and abstinence since the
loss of her license and would like to apply for reinstatement .
What is the next step for this participant?
a. Submit application for reinstatement and have license reinstated
with evidence of recovery.
b. Meet with PSUD Supervisor, discuss options and submit an
application for admission to PSUD, meet with REC then request
Board to reinstate license.
c.

Both A and B are viable options.

Massachusetts Board of Registration in Pharmacy

Referrals
Ed Taglieri, MSM, NHA, RPh
Pharmacy Substance Use Disorder
Program Supervisor
Email: edmund.taglieri@state.ma.us
Phone: (617) 973-0908
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Questions

7 Questions to Address That Will Up Your Customer Loyalty Game. ITA Group. https://www.itagroup.com/insights/up-yourcustomer-loyalty-game. Published November 1, 2018. Accessed November 9, 2018.
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