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November 8, 2013

Senator John A Alario Jr., President

Louisiana Senate

PO Box 94183 Via Email: APA.SenatePresident@legis.la.gov
Baton Rouge, LA 70804

Electronic Mail — Delivery Receipt Requested
Re: Report No. 2 of 3 for Regulatory Project 2013-5 ~ Collaborative Drug Therapy Management
Dear Senator Alario;

As we indicated in our first report to you on July 10, 2013, the Board is currently amending its rules relative
to collaborative drug therapy management. Subsequent to our Notice of Intent published in the July 20,
2013 edition of the Louisiana Register, and in accordance with the Administrative Procedures Act, we
conducted a public hearing at the Board office on August 27, 2013.

During the public hearing, we received copies of three emails and three people offered verbal testimony
concerning the proposed rule. During their meeting earlier this week, the Board considered all the
comments and testimony and determined that no amendments were necessary. Further, the Board
determined it appropriate to move forward with the proposed rule as published.

You should find the following documents appended to this letter:
o Notice of Intent, as published in the Louisiana Register,
e Summary of Comments & Testimony at Public Hearing;
e Copies of emails and Board responses to their questions; and
e Full text of proposed rule.

Subject to review by the Joint Legislative Oversight Committee on Health and Welfare, the Board
proposes to publish the original proposed rule as a Final Rule in the December 20, 2013 edition of the
Louisiana Register. If you have any questions about the enclosed information or our procedures, please
contact me directly at mbroussard@pharmacy.la.gov or 225.925.6481.

For the Board:

. /i
Wbl Broerinark
Malcolm J. Broussard
Executive Director

cc: Chair, Senate Committee on Health and Welfare — APA.S-H&W@legis.la.gov
Speaker, House of Representatives — APA.HouseSpeaker@leqis.la.gov
Chair, House Committee on Health and Welfare — APA.H-H&W@leqgis.la.gov
Editor, Louisiana Register — Catherine.Brindley@la.qgov
Reference File
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Summary of Testimony & Public Comments
re
Regulatory Project 2013-5 ~ Collaborative Drug Therapy Management
at
August 27, 2013 Public Hearing

1. E-mail from Candace T. Chelette, pharmacist on faculty at ULM College of Pharmacy

At 8523.A — Definitions, expressed concern for definition of “Order Set.” Objects to the
requirement for patient specificity.

At 8523.B.2.b.iii, questioned what additional education may be required to engage in
CDTM activities.

At 8523.D.1.a, questioned whether the proposed rule has improved what services a
pharmacist can provide if the order set must be patient-specific, drug-specific, and disease-
specific.

At 8523.D.1.b.iv, objects to the requirement for status reports no less than every three
months.

At 8523.D.5.a, questioned the applicability of the records requirement if the collaborating
pharmacist is working within a physician’s office and not in a pharmacy.

2. E-mail from Angelle M. Huff, pharmacist at The Wellness Corner in Prairieville, La.

a. Can medication therapy management (MTM) be defined or added to the Practice of
Pharmacy (sic) in accordance with “Medication Therapy Management in Pharmacy Practice:
Core Elements of an MTM Service Model"? [copy of this reference was provided in appendix.]

b. If yes, would it be necessary to enter into or engage in a Collaborative Practice
Agreement (Agreements) with a physician in order to provide MTM services?

c. If noto [b] and MTM be defined in the Practice of Pharmacy, is 8523 of Chapter5
even necessary for the practice of MTM?

3. E-mail from Ashley Berthelot, on behalf of Professional Arts Pharmacy in Lafayette, La.

a. Requested clarification of 8523.A, but failed to identify specific term or definition.

b. If prescriber requests a recommendation of drug therapy from a pharmacist, a
pharmacist gives a recommendation using tools available to them, and then the prescriber gives
a valid prescription for the recommended order, should the pharmacist and prescriber be
required to enter into a collaborative practice agreement?

4. Comments from Angelle M. Huff, pharmacist at The Wellness Corner in Prairieville, La.

a. Does the Board have a position on MTM, and if so what is it?

b. Would MTM be considered the practice of pharmacy?

c. Does the proposed rule re CDTM allow the Board of Medical Examiners to have
jurisdiction over collaborating pharmacists?

d. Since the content of MTM mirrors that of CDTM, are we not allowing the Board of
Medical Examiners to regulate the practice of pharmacy.

5. Comments from Max Huff, appearing for The Wellness Corner in Prairieville, La.

a. If MTM is recognized as the practice of pharmacy, why do we need CDTM?

b. Does a CDTM agreement expose the pharmacist to jurisdiction by the Board of
Medical Examiners?
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Malcolm J. Broussard
——— =
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From: Catherine Brindley [Catherine.Brindley@LA.GOV]
Sent: Wednesday, August 07, 2013 11:53 AM
To: Malcolm J. Broussard
Subject: FW: Comments - Louisiana Register 7/2013

| have forwarded your comments to Malcolm Broussard of the Pharmacy Board.

From: Candace Chelette [mailto:chelette@uim.edu]
Sent: Wednesday, August 07, 2013 9:05 AM

To: Catherine Brindley

Cc: Michael Cockerham

Subject: Comments - Louisiana Register 7/2013

Good morning,

| am not sure who to address comments to pertaining to Title 46 PROFESSIONAL AND
OCCUPATIONAL

STANDARDS Section 523. Collaborative Drug Therapy Management. If you are not the person to
receive these comments, please let me know. Below are my comments-

Thank you,
Candace Chelette

Comments: ’
It seems like the focus of the original and edited version of the CDTM rest solely on anticoagulation
management. | made some specific comments below that support the above statement.

Section A Definitions: Order Set - "collaborative drug therapy management of disease specific drug
therapy for a specific patient” concerns me. If we are to have collaborative agreement, pharmacists
should be able to make recommendations for every drug that is on a patient's profile, not just
"disease specific drug therapy." | am also concerned about having an order set for each patient.

This would be cumbersome and not many providers would be willing to participate. It would be nice if
there was an order set that could be written and signed allowing a pharmacist to oversee all of the
physician's patients that have a certain disease state or are on certain medications (ie. all Diabetes
patients or all patients on coumadin therapy)

Section B Registration: #2b.iii. |s there more education required to qualify to engage in CDTM
activities? [f it is more than a PharmD degree, the Board may want to specify.

Section D. Standards of Practice:
#1a.ii. | am not sure the new CDTM agreement has expanded the services a pharmacist can provide
if the order set has to be "patient specific, drug specific, and disease specific.”

#1biv. "provide on a scheduled basis not less than every three months a status report on the patient
relating to problem, complication, or other issues with drug therapy management.” | agree with
providing a status report to the physician, but the time frame should be patient specific. If a patient is
well controlled, you may only see that patient every 6 months. Also, the pharmacist may want to
report progress notes (SOAP) note on the patient instead of just "problems"

#8a. Records- "the following information shall be included in the pharmacy's record of a patient
1



subject to collaborative drug therapy management:...."etc. What if you are a pharmacist working
within a physician office and not in a pharmacy?

| appreciate your time and attention to this matter.

Kind regards,
Candace Chelette

Candace T. Chelette, PharmD

Assistant Professor - Pharmacy Care Laboratory
ULM College of Pharmacy

Bienville Office 211

Phone: 318-342-1730

Fax: 318-342-5290

chelette@ulm.edu

From: "Malcolm J Broussard" <mbroussard@pharmacy.la.gov>
Sent: Wednesday, July 10, 2013 7:19:02 PM
Subject: Notice of Rulemaking Activity ~ 2013-0710

The Board has filed Notices of Intent for three new regulatory projects as described belove. These notices are scheduled for publication
in the July 20, 2013 edition of the Louisiana Register, The contents of the state register are available online at the register's website
at www.doa.la.gov/ost. As indicated in each of the notices, the Board will convenc a public hearing n August 27, 2013 to receive
comments and testimony on the proposed rues. Following the hearing, the Board will consider the comments and testimony to
determine whether any changes should be made to the proposed rutes before completing the rulemaking process.

®  Regulatory Project 2013-4 -~ Preferential Licensing for Military Personnel
In compliance with the provisions of Act 276 of the 2012 Legistature, the Board proposes to amend its existing rules for
pharmacists and pharmacy technicians to establish preferentiat licensing procedures for certain military personnel. The
Board has filed its notice with the legislatuti; a copy of that report is available here as well n the Public Lilsrary on
the Board's website.

L4 Regulatory Project 2013-5 ~ Collaborative Drug Therapy Management (CDTM)
The Board proposes to amend its existing rules for collaborative drug therapy management to reduce the administrative
documentation requirements for pharmacists collaborating with physicians. The Board has filed its notice with the
legislature; a copy of that report 1s available here as well as in the Public Library on the Boards website.

L Regulatory Project 2013-6 ~ Penal Pharmacy Permit Revision
The Board proposes to amend its existing rules for the penal pharmacy permit to clarify the necessity of that permit for
only those pharmacies providing medications to offenders in the custody of the state department of corrections. The
Board has filed its notice with the legislature; a copy of that report is available here as well as in the Public Library on
the Board's website.

You can track the progress of all of the Board's rutemaking activities by wisiting the Board's website al www.pharmacy.la.gov, selecting
the Link for the Public Library, and then selecting the links for Regulatory Proposals and Regulatory Projects.

Distribution of Notice:

= List of Interested Parties

= ALL pharmacists

» ALL pharmacy t icians

= ALL pharmacies

For the Board:

Malcoln J Broussard

Executive Director
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November 7, 2013

Candace T. Chelette, PharmD

Assistant Professor — Pharmacy Care Laboratory

ULM College of Pharmacy Via Email: Chelette@uim.edu
1800 Bienville Ave

Monroe, LA 71201

Re: Regulatory Project 2013-5 ~ Collaborative Drug Therapy Management
Dear Dr. Chelette:

Thank you for taking the time to review the proposed rule referenced above as well as
submitting comments and questions about the proposal. During their meeting
yesterday, the Board considered all of the comments and testimony offered about the
proposed rule during the August 27 public hearing. Further, they directed me to
respond to each of your specific comments as noted below:

o ‘It seems like the focus of the original and edited version of the CDTM rest solely
on anticoagulation management.”
Board Response

A careful comparison of the original rule and the proposed revision demonstrate
the focus of the rule is much broader than anticoagulation management. The original
rule includes anticoagulation management in the definition of “Disease Specific Drug
Therapy” in Section A(5), and further, requires those pharmacists engaged in
anticoagulation management using CDTM to possess a Doctor of Pharmacy academic
degree with documented training in anticoagulation management (Section D.1.d). Of
note, the definition of “Disease Specific Drug Therapy” lists only six disease states,
which means the current rule limits the use of CDTM to only those six disease states,
one of which is anticoagulation management.

The proposed rule removes the limitations referenced above from the definition
of “Disease Specific Drug Therapy” in Section A(5), which means that CDTM may be
used for any disease state. Moreover, the limitation in Section D.1.d relative to the
academic degree has been removed.

o “Section A. Definitions: Order Set. Collaborative drug therapy management of
disease specific drug therapy for a specific patient concerns me. If we are to
have collaborative agreement, pharmacists should be able to make
recommendations for every drug that is on a patient’s profile, not just disease-
specific drug therapy. | am also concerned about having an order set for each
patient. This would be cumbersome and not many providers would be willing to



participate. It would be nice if there was an order set that could be written and
signed allowing a pharmacist to oversee all of the physician’s patients that have
a certain disease state or are on certain medications (i.e., all diabetes patients or
all patients on Coumadin therapy).”

Board Response

There is nothing in either the current rule or the proposed revision to that rule that
requires a pharmacist to be engaged in CDTM in order to make a drug therapy
recommendation to a physician.

As the definition of Order Set in Section A of the proposed rule indicates, that
document shall be signed by the physician and represents the physician orders for
CDTM to be provided to the patient. Since prescriptions for medications must be
patient-specific and signed or authorized by a practitioner with prescriptive authority, the
order set fulfills that legal requirement. Since pharmacists do not have prescriptive
authority, the order set must be signed by the physician.

e “Section B. Registration #2.b.iii. Is there more education required to qualify to
engage in CDTM activities. If it is more than a PharmD degree, the Board may
want to specify.”

Board Response

The original rule only requires the PharmD (Doctor of Pharmacy) degree for those
pharmacists using CDTM to engage in anticoagulation management. The proposed
rule removes that limitation and replaces it with a provision that requires every
pharmacist using CDTM to describe the elements of his professional education that
qualifies him to manage the type of medication therapy he proposes to manage. Since
the limitations on the types of disease states has been removed, which enables
pharmacists to manage any type of disease state, the Board determined it not practical
to specify the type of education and/or training for every disease state susceptible to
management with CDTM. Obviously, the more complex the disease state to be
managed by the pharmacist, the more likely it is the Board would want to see some
type of education and training beyond the academic degree in the college of pharmacy.

e “Section D. Standards of Practice.

> #1.a. | am not sure the new CDTM agreement has expanded the services
a pharmacist can provide if the order set has to be patient-specific, drug-
specific, and disease-specific.

> #1.b.iv. | agree with providing a status report to the physician, but the time
frame should be patient-specific. If a patient is well controlled, you may only
see that patient every six months. Also, the pharmacist may want to report
progress note (SOAP note) on the patient instead of just problems.

> #8.a. With respect to the records to be maintained in the pharmacy, what
if a pharmacist is working within a physician’s office and not in a pharmacy?”

Board Response

> With respect to D.1.a.ii, the number of disease states which are eligible
for CDTM was expanded from six to unlimited, by virtue of the proposed
revision to the definition of “Disease Specific Drug Therapy” in Section A.

> With respect to D.1.b.iv, the proposed rule specifies the frequency of the
required status report but not the minimum amount of content or complexity
of that report. For a well-controlled patient seen every six months, a very
brief note in the interim could be sufficient.



> With respect to D.5 and recordkeeping requirements, the proposed rule
refers to pharmacists engaged in CDTM activities in pharmacies. Physicians
and pharmacists working within a physician’s office would be governed by the
recordkeeping requirements found in the medical board’s version of the
CDTM rule.

We trust this information is responsive to your comments and questions. Again, thank
you for taking the time to review the proposed rule and submit comments for the
Board'’s consideration. At the conclusion of their review of all the comments and
testimony on the proposed rule, the Board determined that no amendments were
necessary to the proposed rule. Further, they directed me to respond to all the
commentators and then submit the required report to the Joint Legislative Oversight
Committee on Health and Welfare for their consideration of this proposed rule. On the
premise you have already enrolled in the Board’s electronic List of Interested Parties,
we will notify you when we submit that report to the legislature.

For the Board:

Malcolm J Broussard
Executive Director



From: Wellness Corner

To: Joe Fontenot
Subject: August 27 Public Hearing
Date: Tuesday, August 27, 2013 11:22:43 AM

To Whom It May Concern:

The following are concerns and questions regarding Regulatory Project 2013-5 ~
Collaborative Drug Therapy Management in it's entirety:

1. Can Medication Therapy Management (MTM) be defined or added to the Practice
of Pharmacy in accordance with "Medication Therapy Management in Pharmacy
Practice: Core Elements of an MTM Service Model"? (Please refer to Appendix A of
the document to see the definition of MTM)

2. If yes, would it be necessary to enter into or engage in a Collaborative Practice
Agreement (Agreements) with a physician in order to provide MTM services?

3. If no to question 2 and MTM be defined in the Practice of Pharmacy, is Section
523 of Chapter 5 even necessary for the practice of MTM?


mailto:angieh@thewellnesscorner.net
mailto:jfontenot@pharmacy.la.gov
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Medication Therapy Management
in Pharmacy Practice:

Core Elements of an MTM
Service Model

Version 2.0

A joint initiative of

the American Pharmacists Association and

the National Association of Chain Drug Stores Foundation

Acknowledgment

The American Pharmacists Association and the National Association of Chain Drug Stores Foundation
respectfully acknowledge the contributions of all individuals and organizations that participated in the
development of Medication Therapy Management in Pharmacy Practice: Core Elements of an MTM Service
Model Version 2.0 document for application across the pharmacy profession.

This service model is supported by the following organizations:
Academy of Managed Care Pharmacy

American Association of Colleges of Pharmacy

American College of Apothecaries

American College of Clinical Pharmacy

American Society of Consultant Pharmacists

American Society of Health-System Pharmacists

National Alliance of State Pharmacy Associations

National Community Pharmacists Association

© 2008 American Pharmacists Association and National Association of Chain Drug Stores Foundation.
Al rights reserved.

No part of this publication may be reproduced, stored in a retrieval system, or transmitted in any form, or by any means, electronic,
mechanical, photocopying, recording, or otherwise, without prior permission of the American Pharmacists Association and the
National Association of Chain Drug Stores Foundation, with the sole exception that Appendices C and D may be reproduced,
stored, or transmitted without permission.
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Preface

Eleven national pharmacy organizations achieved consensus on a definition of medication therapy management (MTM)

in July 2004 (Appendix A). Building on the consensus definition, the American Pharmacists Association and the National
Association of Chain Drug Stores Foundation developed a model framework for implementing effective MTM services in a
community pharmacy setting by publishing Medication Therapy Management in Community Pharmacy Practice: Core Ele-
ments of an MTM Service Version 1.0. The original version 1.0 document described the foundational or core elements of
MTM services that could be provided by pharmacists across the spectrum of community pharmacy.!

Medication Therapy Management in Pharmacy Practice: Core Elements of an MTM Service Model Version 2.0 is an
evolutionary document that focuses on the provision of MTM services in seftings where patients* or their caregivers can
be actively involved in managing their medications. This service model was developed with the input of an advisory panel
of pharmacy leaders representing diverse pharmacy practice settings (listed in Addendum). While adoption of this model
is voluntary, it is important fo note that this model is crafted to maximize both effectiveness and efficiency of MTM service
delivery across pharmacy practice settings in an effort fo improve continuity of care and patient outcomes.

*In this document, the ferm patient refers fo the patient, the caregiver, or other persons involved in the care of the patient.

Notice: The materials in this service model are provided only for general informational purposes and do not constitute business or legal
advice. The National Association of Chain Drug Stores Foundation and the American Pharmacists Association assume no responsibility for
the accuracy or timeliness of any information provided herein. The reader should not under any circumstances solely rely on, or act on the
basis of, the materials in this service model. These materials and information are not a substitute for obtaining business or legal advice in the
appropriate jurisdiction or state.

The materials in this service model do not represent a standard of care or standard business practices. This service model may not be
appropriate for all pharmacists or pharmacies. Service programs should be designed based on unique needs and circumstances and model
examples should be modified as appropriate.

Nothing contained in this service model shall be construed as an express or implicit invitation to engage in any illegal or anticompetitive
activity. Nothing contained in this service model shall, or should be, construed as an endorsement of any particular method of treatment or
pharmacy practice in general.



Introduction

Medication Therapy Management in Pharmacy Practice:
Core Elements of an MTM Service Model Version 2.0 is
designed to improve collaboration among pharmacists,
physicians, and other healthcare professionals; enhance
communication between patients and their healthcare
team; and optimize medication use for improved patient
outcomes. The medication therapy management (MTM)
services described in this model empower patients to take
an active role in managing their medications. The services
are dependent upon pharmacists working collaboratively
with physicians and other healthcare professionals to
optimize medication use in accordance with evidence-
based guidelines.2?

MTM services,* as described in this model, are distinct from
medication dispensing and focus on a patient-centered,
rather than an individual product-centered, process of
care.* MTM services encompass the assessment and evalu-
ation of the patient’s complete medication therapy regimen,
rather than focusing on an individual medication product.
This model framework describes core elements of MTM
service delivery in pharmacy practice and does not
represent a specific minimum or maximum level of all
services that could be delivered by pharmacists.

Medication-related problems are a significant public health
issue within the healthcare system. Incidence estimates
suggest that more than 1.5 million preventable medication-
related adverse events occur each year in the United
States, accounting for an excess of $177 billion in terms of
medication-related morbidity and mortality.” The Institute
of Medicine advocates that healthcare should be safe,
effective, patient-centered, timely, efficient, and effective to
meet patients’ needs and that patients should be active
participants in the healthcare process to prevent medica-
tion-related problems.3”

MTM services, as described in this service model, may help
address the urgent public health need for the prevention of
medication-related morbidity and mortality.> MTM services
may contribute fo medication error prevention, result in
improved reliability of healthcare delivery, and enable
patients to take an active role in medication and healthcare
self-management.” The MTM services outlined in this model
are aligned with the Centers for Medicare & Medicaid

Services' expectations, as stated in the Medicare Prescrip-
tion Drug, Improvement, and Modernization Act of 2003,
that MTM services will enhance patients’ understanding of
appropriate drug use, increase adherence to medication
therapy, and improve detection of adverse drug events.?

MTM programs are demonstrating positive clinical,
economic, and humanistic outcomes across diverse patient
populations in various patient care seftings.”'> MTM
services are currently being delivered in both the public and
private sectors. In the public sector, some state Medicaid
and Medicare Part D plans have focused on a comprehen-
sive medication therapy review as the foundation of their
MTM programs. Pharmacists participating in these
programs offen provide patients with an initial compre-
hensive assessment and ongoing follow-up assessments to
identify and resolve medication-related problems. ! 1¢-20

In the private sector, MTM programs are beginning to
emerge nationwide, offering MTM services to traditional
insured groups, managed-care populations, self-insured
employers, and self-paying individual patients.®19.12

Any patient who uses prescription and nonprescription
medications, herbal products, or other dietary supple-
ments could potentially benefit from the MTM core elements
outlined in this model. As part of the effort to effectively
address the urgent public health issue of medication-related
morbidity and mortality, MTM services should be considered
for any patient with actual or potential medication-related
problems, regardless of the number of medications they
use, their specific disease states, or their health plan cover-
age. Although MTM program structure and the needs of
individual patients may vary, the use of a consistent

and recognizable framework for core MTM services, as
described in this model, will enhance their efficient delivery
and effective quality measurement. As new opportunities
arise, pharmacists in all practice settings must share a
common vision for patient-centered MTM services that
improve medication therapy outcomes and provide value
within our nation’s healthcare system.

*MTM services are built upon the philosophy and process of pharmaceutical care that was first implemented in pharmacy practice in
the early 1990s. As pharmacy education, fraining, and practice continue to evolve to a primarily clinical “patientcentered” focus,
pharmacists are gaining recognition from other healthcare professionals and the public as “medication therapy experts.” Recognizing
the pharmacist’s role as the medication therapy expert, the pharmacy profession has developed a consensus definition for medication
therapy management and is increasingly using this term fo describe the services provided by pharmacists to patients.

March 2008
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Framework for Pharmacist-Provided
MTM Services

This framework for MTM service delivery in pharmacy
practice is designed to facilitate collaboration among the
pharmacist, patient, physician, and other healthcare profes-
sionals to promote safe and effective medication use and
achieve optimal patient outcomes. MTM services in all patient
care seftings should include structures supporting the estab-
lishment and maintenance of the patient-pharmacist
relationship.

Providing MTM Services in Various Patient
Care Settings

Patients with a potential need for MTM services can be iden-
tified by the pharmacist, the physician or other healthcare
professionals, the health plan, or the patients themselves
when medication-related problems are suspected. Appendix
B provides considerations for identification of patients who
may benefit from MTM services. Patients may be especially
vulnerable to medication-related problems during transitions
of care* such as when their healthcare setting changes,
when they change physicians, or when their payer status
changes. These transitions of care often result in medication
therapy changes that may be due to changes in the patient’s
needs or resources, the patient’s health status or condition,
or formulary requirements. It is important that systems be
established so that pharmacist-provided MTM services can
focus on reconciling the patient’s medications and ensuring
the provision of appropriate medication management dur-
ing transitions of care.

For ambulatory patients, MTM services typically are offered
by appointment but may be provided on a walk-in basis.
MTM services should be delivered in a private or semi-
private area, as required by the Health Insurance Portability
and Accountability Act, by a pharmacist whose time can be
devoted to the patient during this service.?' In other patient
care settings (e.g., acute care, |ong-ferm care, home care,
managed care), the environment in which MTM services are
delivered may differ because of variability in structure and
facilities design. Even so, to the extent MTM core elements
are implemented, a consistent approach to their delivery
should be maintained.

The Delivery of MTM Services
by the Pharmacist

Within the MTM core elements service model, the patient
receives an annual comprehensive medication therapy
review and additional medication therapy reviews accord-
ing fo the patient's needs. The patient may require ongoing
monitoring by the pharmacist to address new or recurring
medication-related problems.

The total number of reviews required to successfully manage
a patient's therapy will vary from patient fo patient and will
be ultimately determined by the complexity of the individual
patient's medication-related problems. The extent of health
plan benefits or other limitations imposed by the patient's
payer may affect coverage for MTM services; however, this
would not preclude additional services provided by the phar-
macist for which the patient pays on a fee-for-service basis.

To perform the most comprehensive assessment of a
patient, personal interaction with direct contact between

a healthcare professional and a patient is optimal. A
face-to-face interaction optimizes the pharmacist’s ability

to observe signs of and visual cues to the patient’s health
problems (e.g., adverse reactions to medications, lethargy,
alopecia, extrapyramidal symptoms, jaundice, disorientation)
and can enhance the patient-pharmacist relationship.?? The
pharmacist’s observations may result in early detection of
medication-related problems and thus have the potential to
reduce inappropriate medication use, emergency depart-
ment visits, and hospitalizations. It is recognized, however,
that alternative methods of patient contact and interaction
such as telephonic may be necessary for those patients

for whom a face-to-face interaction is not possible or not
desired (e.g., homebound patients) or in pharmacy prac-
tice settings in which the pharmacist serves in a consultative
role on the healthcare team. Irrespective of whether the
MTM service is provided by the pharmacist to the patient
face-to-face or by alternative means, the service is intended
to support the establishment and maintenance of the
patient-pharmacist relationship.

*Examples of transitions of care may include but are not limited to changes in healthcare sefting (e.g., hospital admission, hospital fo
home, hospital to long-term care facility, home to longterm care facility), changes in healthcare professionals and/or level of care
le.g., freatment by a specialist), or changes in payer status [e.g., change or loss of health plan benefits/insurance).



Core Elements of an MTM Service
Model in Pharmacy Practice

The MTM service model in pharmacy practice includes the
following five core elements:

* Medication therapy review (MTR)

¢ Personal medication record (PMR)

¢ Medication-related action plan (MAP)
e |ntervention and/or referral

¢ Documentation and follow-up

These five core elements form a framework for the delivery
of MTM services in pharmacy practice. Every core element
is integral fo the provision of MTM; however, the sequence
and delivery of the core elements may be modified to meet
an individual patient's needs.

Medication Therapy Review: The
medication therapy review (MTR) is a
systematic process of collecting patient-specific
information, assessing medication therapies to
identify medication-related problems, devel-
oping a prioritized list of medication-related
problems, and creating a plan to resolve them.

An MTR is conducted between the patient and the pharmacist.
Pharmacist-provided MTR and consultation in various
settings has resulted in reductions in physician visits,
emergency department visits, hospital days, and overalll
healthcare costs.?10121420.23-25 |n addition, pharmacists have
been shown to obtain accurate and efficient medication-
related information from patients.'92627 The MTR is designed
to improve patients” knowledge of their medications,
address problems or concerns that patients may have,

and empower patients to self-manage their medications
and their health condition(s).

The MTR can be comprehensive or targeted to an actual or
potential medication-related problem. Regardless of wheth-
er the MTR is comprehensive or targeted, patients may be
identified as requiring this service in a variety of ways.
Commonly, patients may be referred to a pharmacist by
their health plan, another pharmacist, physician, or other
healthcare professionals. Patients may also request an MTR
independent of any referral. Additional opportunities for
providing an MTR include when a patient is experiencing

a transition of care, when actual or potential medication-
related problems are identified, or if the patient is suspected
to be at higher risk for medication-related problems.

In a comprehensive MTR, ideally the patient presents all
current medications to the pharmacist, including all
prescription and nonprescription medications, herbal
products, and other dietary supplements. The pharmacist
then assesses the patient’s medications for the presence of
any medication-related problems, including adherence, and
works with the patient, the physician, or other healthcare
professionals fo determine appropriate options for resolving
identified problems. In addition, the pharmacist supplies
the patient with education and information to improve the
patient’s self-management of his or her medications.

Targeted MTRs are used to address an actual or potential
medication-related problem. Ideally, targeted MTRs are
performed for patients who have received a comprehensive
MTR. Whether for a new problem or subsequent monitoring,
the pharmacist assesses the specific therapy problem in the
context of the patient’s complete medical and medication
history. Following assessment, the pharmacist intervenes
and provides education and information to the patient, the
physician or other healthcare professionals, or both, as
appropriate. The MTR is tailored to the individual needs of
the patient at each encounter.

Depending on its scope, the MTR may
include the following:

Interviewing the patient to gather data including
demographic information, general health and activity
status, medical history, medication history, immunization
history, and patients’ thoughts or feelings about their
conditions and medication use?

Assessing, on the basis of all relevant clinical
information available to the pharmacist, the patient's
physical and overall health status, including current
and previous diseases or conditions

* Assessing the patient’s values, preferences, quality of
life, and goals of therapy

® Assessing cultural issues, education level, language
barriers, literacy level, and other characteristics of
the patient’s communication abilities that could affect
outcomes

* Evaluating the patient to detect symptoms that could
be attributed to adverse events caused by any of his or
her current medications

* Interpreting, monitoring, and assessing patient's
laboratory results
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* Assessing, identifying, and prioritizing medication-

related problems related to

» The clinical appropriateness of each medication
being taken by the patient, including benefit
versus risk

» The appropriateness of the dose and dosing
regimen of each medication, including consid-
eration of indications, contraindications,
potential adverse effects, and potential
problems with concomitant medications

» Therapeutic duplication or other unnecessary
medications

» Adherence to the therapy

» Untreated diseases or conditions

» Medication cost considerations

» Healthcare/medication access considerations

* Developing a plan for resolving each medication-

related problem identified

Providing education and training on the appropriate
use of medications and monitoring devices and the
importance of medication adherence and
understanding treatment goals

e Coaching patients to be empowered to manage
their medications

* Monitoring and evaluating the patient’s response to
therapy, including safety and effectiveness

e Communicating appropriate information to the
physician or other healthcare professionals, including
consultation on the selection of medications, sug-
gestions to address identified medication problems,
updates on the patient’s progress, and recommended
follow-up care?”

In this service model, a patient would receive an annual
comprehensive MTR and additional targeted MTRs to
address new or ongoing medication-related problem(s).
Significant events such as important changes in the patient's
medication therapy, changes in the patient's needs or re-
sources, changes in the patient’s health status or condition,
a hospital admission or discharge, an emergency depart-
ment visit, or an admission or discharge from a long-term
care or assisted-living facility could necessitate additional
comprehensive MTRs.



Personal Medication Record: The personal
medication record (PMR) is a comprehensive
record of the patients medications (prescription
and nonprescription medications, herbal
products, and other dietary supplements).

Within the MTM core elements service model, the patient
receives a comprehensive record of his or her medica-
tions (prescription and nonprescription medications, herbal
proc|ucts, and other dietqry supp|ements) that has been
completed either by the patient with the assistance of the
pharmacist or by the pharmacist, or the patient's existing
PMR is updated. Ideally, the patient's PMR would be gener-
ated e|ectronic0||y, but it also may be produced mc:nuc:”y.
Whether the pharmacist provides the PMR manually or
electronically, the information should be written at a literacy
level that is appropriate for and easily understood by the
patient. In institutional settings, the PMR may be created

at discharge from the medication administration record or
patient chart for use by the patient in the outpatient setting.
The PMR contains information to assist the patient in his or
her overall medication theropy se|f-monogement. A sqmp|e

PMR is included in Appendix C.

The PMR, which is intended for use by the patient, may
include the following information:®

e Patient name
e Patient birth date
* Patient phone number

* Emergency contact information
(Name, relationship, phone number)
® Primary care physician
(Name and phone number)

* Pharmacy/pharmacist
(Name and phone number)

e Allergies (e.g., What allergies do | have2 What
happened when | had the allergy or reaction?)

e Other medication-related problems (e.g., What
medication caused the problem2 What was the
problem | had?)

e Potential questions for patients to ask about their
medications (e.g., When you are prescribed a new
drug, ask your doctor or phormocist...)

¢ Date last updated

Date last reviewed by the pharmacist, physician, or
other healthcare professional

¢ Patient’s signature
* Healthcare provider’s signature
* For each medication, inclusion of the following:
» Medication (e.g., drug name and dose)
» Indication (e.g., Take for...)
» Instructions for use (e.g., When do | take it?)
» Start date
» Stop date

» Ordering prescriber/contact information
(e.g., doctor)

» Special instructions

The PMR is intended for patients o use in medication
self-management. The maintenance of the PMR is a col-
laborative effort among the patient, pharmacist, physician,
and other healthcare professionals. Patients should be
encouraged to maintain and update this perpetual docu-
ment. Patients should be educated to carry the PMR with
them at all times and share it at all healthcare visits and at
all admissions to or discharges from institutional settings to
help ensure that all healthcare professionals are aware of
their current medication regimen.

Each time the patient receives a new medication; has a
current medication discontinued; has an instruction change;
begins using a new prescription or nonprescription medi-
cation, herbal product, or other dietary supplement; or has
any other changes to the medication regimen, the patient
should update the PMR to help ensure a current and
accurate record. Ideally, the pharmacist, physician, and
other healthcare professionals can actively assist the patient
with the PMR revision process.

Pharmacists may use the PMR to communicate and collabo-
rate with physicians and other healthcare professionals to
achieve optimal patient outcomes. Widespread use of the
PMR will support uniformity of information provided to alll
healthcare professionals and enhance the continuity of care
provided to patients while facilitating flexibility to account
for pharmacy- or institution-specific variations.
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Medication-Related Action Plan:

The medication-related action plan (MAP) is

a patient-centric document containing a list of
actions for the patient to use in tracking progress
for self-management.

A care plan is the health professional’s course of action

for helping a patient achieve specific health goals.?' The
care plan is an important component of the documentation
core element outlined in this service model. In addition to
the care plan, which is developed by the pharmacist and
used in the collaborative care of the patient, the patient
receives an individualized MAP for use in medication self-
management. Completion of the MAP is a collaborative
effort between the patient and the pharmacist. The patient
MAP includes only items that the patient can act on that are
within the pharmacist’s scope of practice or that have been
ogreed to by relevant members of the healthcare team. The
MAP should not include outstanding action items that still
require physician or other healthcare professional review
or c1pprovo|. The patient can use the MAP as a simp|e
guide to track his or her progress. The Institute of Medicine
has advocated the need for a potient—centered model of
healthcare.” The patient MAP, coupled with education, is an
essential element for incorporating the patient-centered ap-
proach into the MTM service model. The MAP reinforces a
sense of patient empowerment and encourages the patient’s

active participation in his or her medication-adherence
behavior and overall MTM. A sample MAP is included in
Appendix D.

The MAP, which is intended for use by the patient, may
include the following information:

e Patient name

* Primary care physician
(Doctor’s name and phone number)

e Pharmacy/pharmacist
(Pharmacy name/pharmacist name and
phone number)

e Date of MAP creation (Date prepared)
* Action steps for the patient: “What | need to do...”
 Notes for the patient: “What | did and when | did it...”

* Appointment information for follow-up with
pharmacist, if applicable

Specific items that require intervention and that have been
approved by other members of the healthcare team and
any new items within the pharmacist’s scope of practice
should be included on a MAP distributed to the patient on
a follow-up visit. In institutional settings the MAP could be
established at the time the patient is discharged for use by
the patient in medication self-management.



Intervention and/or Referral: The pharma-
cist provides consultative services and intervenes
to address medication-related problems; when
necessary, the pharmacist refers the patient to a
physician or other healthcare professional.

During the course of an MTM encounter, medication-related
problems may be identified that require the pharmacist to
intervene on the patient’s behalf. Interventions may include
collaborating with physicians or other healthcare profes-
sionals fo resolve existing or potential medication-related
problems or working with the patient directly. The com-
munication of appropriate information to the physician or
other healthcare professional, including consultation on the
selection of medications, suggestions to address medication
problems, and recommended follow-up care, is integral to
the infervention component of the MTM service model.??

The positive impact of pharmacist interventions on outcomes
related to medication-related problems has been demon-
strated in numerous studies.?>” Appropriate resolution of
medication-related problems involves collaboration and
communication between the patient, the pharmacist, and
the patient’s physician or other healthcare

professionals.

Some patients’ medical conditions or medication therapy
may be highly specialized or complex and the patient's
needs may extend beyond the core elements of MTM
service delivery. In such cases, pharmacists may provide
additional services according fo their expertise or refer the
patient to a physician, another pharmacist, or other
healthcare professional.

Examples of circumstances that may require referral include
the following:

* A patient may exhibit potential problems discovered
during the MTR that may necessitate referral for evalu-
ation and diagnosis

* A patient may require disease management education
to help him or her manage chronic diseases such as
diabetes

* A patient may require monitoring for high-risk
medications (e.g., warfarin, phenytoin,
methotrexate)

The intent of intervention and/or referral is to optimize
medication use, enhance continuity of care, and encourage
patients to avail themselves of healthcare services to prevent
future adverse outcomes.
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Documentation and Follow-up: MTM
services are documented in a consistent manner,
and a follow-up MTM visit is scheduled based
on the patients medication-related needs, or the
patient is transitioned from one care setting to
another.

Documentation is an essential element of the MTM
service model. The pharmacist documents services and
intervention(s) performed in a manner appropriate for
evaluating patient progress and sufficient for billing
purposes.

Proper documentation of MTM services may serve several
purposes including, but not limited, to the following:

* Facilitating communication between the pharmacist
and the patient’s other healthcare professionals regard-
ing recommendations intended to resolve or monitor
actual or potential medication-related problems

* Improving patient care and outcomes

e Enhancing the continuity of patient care among
providers and care settings

e Ensuring compliance with laws and regulations
for the maintenance of patient records

* Protecting against professional liability

e Capturing services provided for justification of
billing or reimbursement (e.g., payer audits)

e Demonstrating the value of pharmacist-provided
MTM services

* Demonstrating clinical, economic, and
humanistic outcomes

MTM documentation includes creating and maintaining an
ongoing patient-specific record that contains, in chronologi-
cal order, a record of all provided care in an established
standard healthcare professional format (e.g., the SOAP
[subjective observations, objective observations, assessment,
and plan] note®).

Ideally, documentation will be completed electronically or
alternatively on paper. The inclusion of resources such as a
PMR, a MAP, and other practice-specific forms will assist the
pharmacist in maintaining consistent professional documen-
tation. The use of consistent documentation will help facili-
tate collaboration among members of the healthcare team
while accommodating practitioner, facility, organizational,
or regional variations.

Documentation elements for the patient record may include, but are not limited to, the following:2229.3-40

Documentation category

Examples

Patient demographics

Subjective observations

Objective observations

Basic information: address, phone, e-mail, gender, age, ethnicity, education status,
patient’s special needs, health plan benefit/insurance coverage

Pertinent patient-reported information: previous medical history, family history,
social history, chief complaints, allergies, previous adverse drug reactions

Known allergies, diseases, conditions, laboratory results, vital signs, diagnostic
signs, physical exam results, review of systems

Assessment

Plan

Education

Problem list, assessment of medication-related problems

A care plan is the healthcare professional’s course of action for helping a patient
achieve specific health goals

Goal setting and instruction provided to the patient with verification of understanding

Collaboration

Communication with other healthcare professionals: recommendations, referrals, and
correspondence with other professionals (cover letter, SOAP note)

Billing

PMR A record of all medications, including prescription and nonprescription medications,
herbal products, and other dietary supplements

MAP Patient-centric document containing a list of actions to use in tracking progress
for self-management

Follow-up Transition plan or scheduling of next follow-up visit

Amount of time spent on patient care, level of complexity, amount charged




External Communication of
MTM Documentation

Following documentation of the MTM encounter, appropri-
ate external communication should be provided or sent to
key audiences, including patients, physicians, and payers.
Providing the patient with applicable documentation that
he or she can easily understand is vital to facilitating active
involvement in the care process. Documentation provided
to the patient at the MTM encounter may include the PMR,
MAP, and additional education materials. Documentation to
physicians and other healthcare professionals may include
a cover letter, the patient's PMR, the SOAP note, and care
plan. Communicating with payers and providing appropri-
ate billing information may also be necessary and could
include the name of the pharmacist or pharmacy and
appropriate identifier, services provided, time spent on
patient care, and appropriate billing codes.

Follow-up

When a patient’s care setting changes (e.g., hospital admis-
sion, hospital fo home, hospital to long-term care facility,
home to long-term care facility), the pharmacist transi-

tions the patient to another pharmacist in the patient's new
care setting to facilitate continued MTM services. In these
situations, the initial pharmacist providing MTM services
participates cooperatively with the patient’s new pharmacist
provider to facilitate the coordinated transition of the
patient, including the transfer of relevant medication and
other health-related information.

If the patient will be remaining in the same care setting,
the pharmacist should arrange for consistent follow-up
MTM services in accordance with the patient’s unique
medication-related needs. All follow-up evaluations and
interactions with the patient and his or her other healthcare
professional(s) should be included in MTM documentation.

Conclusion

The MTM core elements, as presented in this document,

are intended to be applicable to patients in all care set-
tings where the patients or their caregivers can be actively
involved with managing their medication therapy, taking full
advantage of the pharmacist's role as the “medication ther-
apy expert.”A flow chart of the core elements of an MTM
service model contained in this document can be found in
Appendix E. As the core elements service model continues
to evolve to meet diverse patient needs, pharmacists are
encouraged to make the most of the framework provided to
improve patient outcomes and medication use.
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Appendix A. Definition of Medication Therapy Management (MTM)*

Medication Therapy Management is a distinct service or
group of services that optimize therapeutic outcomes for in-
dividual patients. Medication Therapy Management services
are independent of, but can occur in conjunction with, the
provision of a medication product.

Medication Therapy Management encompasses a broad
range of professional activities and responsibilities within
the licensed pharmacist's, or other qualified healthcare
provider’s, scope of practice. These services include but
are not limited to the following, according to the individual
needs of the patient:

a. Performing or obtaining necessary assessments of the
patient’s health status

b. Formulating a medication treatment plan

Selecting, initiating, modifying, or administering
medication therapy

d. Monitoring and evaluating the patient's response to
therapy, including safety and effectiveness

e. Performing a comprehensive medication review to
identify, resolve, and prevent medication-related prob-
lems, including adverse drug events

f.  Documenting the care delivered and communicating
essential information to the patient’s other primary
care providers

g. Providing verbal education and training designed to
enhance patient understanding and appropriate use of
his/her medications

h. Providing information, support services, and resources
designed to enhance patient adherence with his/her
therapeutic regimens

i. Coordinating and integrating medication therapy
management services within the broader healthcare
management services being provided to the patient

*

other persons involved in the care of the patient.

A program that provides coverage for Medication Therapy
Management services shall include:

a. Patient-specific and individualized services or sets
of services provided directly by a pharmacist to the
patient.* These services are distinct from formulary de-
velopment and use, generalized patient education and
information activities, and other population-focused
quality-assurance measures for medication use

b. Face-to-face interaction between the patient* and the
pharmacist as the preferred method of delivery. When
patient-specific barriers to face-to-face communication
exist, patients shall have equal access to appropri-
ate alternative delivery methods. Medication Therapy
Management programs shall include structures sup-
porting the establishment and maintenance of the
patient*—pharmacist relationship

c. Opportunities for pharmacists and other qualified
healthcare providers to identify patients who should
receive medication therapy management services

d. Payment for medication therapy management ser-
vices consistent with contfemporary provider payment
rates that are based on the time, clinical intensity, and
resources required to provide services (e.g., Medicare
Part A and/or Part B for CPT and RBRVS)

e. Processes to improve continuity of care, outcomes, and
outcome measures

Approved July 27, 2004, by the Academy of Managed
Care Pharmacy, the American Association of Colleges

of Pharmacy, the American College of Apothecaries, the
American College of Clinical Pharmacy, the American So-
ciety of Consultant Pharmacists, the American Pharmacists
Association, the American Society of Health-System Phar-
macists, the National Association of Boards of Pharmacy,**
the National Association of Chain Drug Stores, the National
Community Pharmacists Association, and the National
Council of State Pharmacy Association Executives.

In some situations, medication therapy management services may be provided to the caregiver or

** Organization policy does not allow NABP fo take a position on payment issues.

R | | 1 L. r /- . | | | ) [ . .
% Bluml BM. Definition of medication therapy management: development of profession wide consensus.

J Am Pharm Assoc. 2005:45:566~72.
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Appendix B. Considerations for Identification of Patients Who

May Benefit From MTM Services

Any patients using prescription and nonprescription
medications, herbal products, and other dietary supple-
ments could potentially benefit from the medication therapy
management (MTM) services described in the core elements
outlined in this service model, especially if medication-
related problems or issues are discovered or suspected.
Patients may be evaluated for MTM services regardless of
the number of medications they use, their specific disease
state(s), or their health plan coverage.

Opportunities for the identification of patients targeted for
MTM services may result from many sources including, but
not limited to, pharmacist identification, physician referral,
patient self-referral, and health plan or other payer referral.
Pharmacists may wish to notify physicians or other health-
care professionals in their community or physicians within
their facility, if applicable, of their MTM services, so that
physicians may refer patients for MTM services.

To provide assistance in prioritizing who may benefit most
from MTM services, pharmacists, health plans, physicians,
other healthcare professionals, and health systems may
consider using one or more of the following factors to target
patients who are likely to benefit most from MTM services:

e Patient has experienced a transition of care, and his or
her regimen has changed

e Patient is receiving care from more than one prescriber

e Patient is taking five or more chronic medications
(including prescription and nonprescription medica-
tions, herbal products, and other dietary supplements)

e Patient has at least one chronic disease or chronic
health condition (e.g., heart failure, diabetes,
hypertension, hyperlipidemia, asthma, osteoporosis,
depression, osteoarthritis, chronic obstructive
pulmonary disease)

Patient has laboratory values outside the normal range
that could be caused by or may be improved with
medication therapy

Patient has demonstrated nonadherence (including
underuse and overuse) to a medication regimen

Patient has limited health literacy or cultural
differences, requiring special communication
strategies to optimize care

Patient wants or needs to reduce out-of-pocket
medication costs

Patient has experienced a loss or significant change in
health plan benefit or insurance coverage

Patient has recently experienced an adverse event
(medication or non-medication-related) while
receiving care

Patient is taking high-risk medication(s), including
narrow therapeutic index drugs (e.g., warfarin,
phenytoin, methotrexate)

Patient self-identifies and presents with perceived need
for MTM services



Appendix C. Sample Personal Medication Record

Patients, professionals, payers, and health information technology system vendors are encouraged to develop a format that
meets individual needs, collecting elements such as those in the sample personal medication record (PMR).
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(Note: Sample PMR is two pages or one page front and back)

MY MEDICATION RECORD

- — 1
Name: Birth date: ‘ LOGO ‘
Include all of your medications on this record: prescription medications, nonprescription medications, herbal products, and other dietary supplements”.
Always carry your medication record with you and show it to all your doctors, pharmacists and other healthcare providers. - - _—

When do | take it?
Take for... Start Date| Stop Date Doctor Special Instructions

Evening | Bedtime

Glypuride ng Diabetes 1 1 1/15/08 Johnson (000-0000)|  Take with food

T

This sample Personal Medical Record (PMR) is provided only for general informational purposes and does not constitute professional health care advice or treatment. The patient
(or other user) should not, under any circumstances, solely rely on, or act on the basis of, the PMR or the information therein. If he or she does so, then he or she does so at his or her
own risk. While intended to serve as a communication aid between patient (or other user) and health care provider, the PMR is not a substitute for obtaining professional healthcare
advice or treatment. This PMR may not be appropriate for all patients (or other users). The National Association of Chain Drug Stores Foundation and the American Pharmacists
Association assume no responsibility for the accuracy, currentness, or completeness of any information provided or recorded herein.

APhA and the NACDS Foundation encourage the use of this document in a manner and form that serves the individual needs of practitioners.
All reproductions, including modified forms, should include the following statement: “This form is based on forms developed by the
American Pharmacists Association and the National Association of Chain Drug Stores Foundation. Reproduced with permission from APhA
and NACDS Foundation.”
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MY MEDICATION RECORD

side 2

Name: Birth date: Phone:

Always carry your medication record with you and show it to all your doctors, pharmacists and other healthcare providers.

Emergency Contact Information

Name

Relationship

Phone Number

Primary Care Physician

Name

Phone Number

Pharmacy/Pharmacist

Name

Phone Number

Allergies

What allergies do | have? (Medicines, food, other) | What happened when | had the allergy or reaction?

Other Medicine Problems

Name of medicine that caused problem | What was the problem | had with the medicine?

When you are prescribed a new drug, ask your doctor or pharmacist:

*What am | taking?

*What is it for?
*When do | take it?

¢ Are there any side effects?

® Are there any special instructions?

eWhat if | miss a dose?

Date last updated

P s Date last reviewed by
Patient’s Signature I Provider’s Sig healthcare provider

5o

APhA and the NACDS Foundation encourage the use of this document in a manner and form that serves the individual needs of practitioners.
All reproductions, including modified forms, should include the following statement: “This form is based on forms developed by the
American Pharmacists Association and the National Association of Chain Drug Stores Foundation. Reproduced with permission from APhA
and NACDS Foundation.”




Appendix D. Sample Medication-Related Action Plan (for the Patient)

Patients, healthcare professionals, payers, and health information technology system vendors are encouraged to
develop a format that meets individual and customer needs, collecting elements such as those included on the sample
medication-related action plan (MAP) below.
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MEDI ION-RELATED ACTION PLAN

Patient:

Doctor (Phone):

Pharmacy/Pharmacist (Phone):

Date Prepared:

The list below has important Action Steps to help you get the most from your medications.
Follow the checklist to help you work with your pharmacist and doctor to manage your medications
AND make notes of your actions next to each item on your list.

Action Steps =% What | need to do... Notes =% What I did and when I did it...

[

My Next Appointment with My Pharmacist is on: (date) at Oam O pm

APhA and the NACDS Foundation encourage the use of this document in a manner and form that serves the individual needs of practitioners.
All reproductions, including modified forms, should include the following statement: “This form is based on forms developed by the
American Pharmacists Association and the National Association of Chain Drug Stores Foundation. Reproduced with permission from APhA
and NACDS Foundation.”
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Appendix E. Flow Chart of a Medication Therapy Management Service Model

The Medication Therapy Management Core Elements Service Model

The diagram below depicts how the MTM Core Elements (<) interface with the patient care process to create an MTM Service Model.

< MEDICATION THERAPY REVIEW < INTERVENTION AND/OR REFERRAL

---| Possible referral of patient
to physician, another
pharmacist or other

healthcare professional X
*

(PMR)

3
MEDICATION-
RELATED
ACTION PLAN
(MAP)

PERSONAL
<merventions directly with patiems>

Create/Communicate MEDICATION
RECORD

gite Implement

lan plan

Create/Communicate

Interventions via

<
DOCUMENTATION
&
FOLLOW-UP

Complete/Communicate
& Conduct

collaboration
Physician and
other healthcare

professionals




Addendum

Medication Therapy Management in Pharmacy Practice: Core Elements of an MTM Service Model Version 2.0 was
developed with the input of an advisory panel of pharmacy leaders representing diverse pharmacy practice settings.

The pharmacy practice setting areas represented by members of the advisory panel included ambulatory care, community,
government technical support services, hospital, long-term care, managed care health systems, managed care organization

plan administration, and outpatient clinics.

MTM Core Elements Service Model Version 2.0 Advisory Panel Members

Marialice S. Bennett, RPh, FAPhA
The Ohio State University

Rebecca W. Chater, RPh, MPH, FAPhA
Kerr Drug, Inc.

Kimberly Sasser Croley, PharmbD, CGP, FASCP
Knox County Hospital

Rachael Deck, PharmD
Walgreen Co.

Jeffrey C. Delafuente, MS, FCCP, FASCP

Virginia Commonwealth University School of Pharmacy

Susan L. Downard, RPh

Kaiser Permanente of the Mid-Atlantic States, Inc

Margherita Giuliano, RPh

Connecticut Pharmacists Association

Zandra Glenn, PharmD
HRSA Pharmacy Services Support Center

Melinda C. Joyce, PharmD, FAPhA, FACHE
The Medical Center

Sandra Leal, PharmD, CDE
El Rio Community Health Center

Staff
Ben Bluml, RPh

American Pharmacists Association Foundation

Anne Burns, RPh

American Pharmacists Association

Ronna Hauser, PharmD
National Association of Chain Drug Stores

Macary Weck Marciniak, PharmD, BCPS
Albany College of Pharmacy

Randy P. McDonough, PharmD, MS, CGP, BCPS
Towncrest and Medical Plaza Pharmacies

Melissa Somma McGivney, PharmD, CDE
University of Pittsburgh School of Pharmacy

Rick Mohall, PharmD
Rite Aid Corporation

Anthony Provenzano, PharmbD, CDE
SUPERVALU Pharmacies, Inc.

Michael Sherry, RPh
CVS Caremark

Steven T. Simenson, RPh, FAPhA
Goodrich Pharmacies

Donna S. Wall, RPh, PharmbD, BCPS, FASHP
Clarian Healthcare Partners, Indiana University Hospital

Winston Wong, PharmD
CareFirst BCBS

Crystal Lennartz, PharmD, MBA

National Association of Chain Drug Stores

James Owen, PharmbD
American Pharmacists Association

Afton Yurkon, PharmD
National Association of Chain Drug Stores

Medication Therapy Management in Pharmacy Practice: Core Elements of an MTM Service Model Version 2.0 advisory panel members
provided expert advice. The content of this document does not necessarily represent all of their opinions or those of their affiliated organizations.
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Louigiana BWoard of Pharmarcy

3388 Brentwood Drive
Baton Rouge, Louisiana 70809-1700
Telephone 225.925.6496 ~ Facsimile 225.925.6499
www.pharmacy.la.gov ~ E-mail: info@pharmacy.la.gov

P oy

November 7, 2013

Angelle M. Huff, PharmD

The Wellness Corner

17733 Old Jefferson Highway Via Email: AngieH@TheWellnessCorner.net
Prairieville, LA 70769-3934

Re: Regulatory Project 2013-5 ~ Collaborative Drug Therapy Management
Dear Dr. Huff:

Thank you for taking the time to review the proposed rule referenced above as well as
submitting comments and testimony about the proposal. During their meeting
yesterday, the Board considered all of the comments and testimony offered about the
proposed rule during the August 27 public hearing. Further, they directed me to
respond to each of your specific comments as noted below:

—With respect to your written comments:

e “1. Can Medication Therapy Management (MTM) be defined or added to the
Practice of Pharmacy in accordance with ‘Medication Therapy Management in
Pharmacy Practice: Core Elements of an MTM Service Model? [Please refer to
Appendix A of the document to see the definition of MTM.]”

Board Response

By the Practice of Pharmacy, we presume you refer to the Louisiana Pharmacy Practice
Act, the law that governs the practice of pharmacy in Louisiana. As you know, laws are
adopted by the state legislature and rules are adopted by administrative agencies like
the Board of Pharmacy. Whether the concept of Medication Therapy Management
(MTM) can be added to the Louisiana Pharmacy Practice Act is a question for the
Louisiana Legislature, and that question is beyond the scope of the proposed rule.

o “2 If yes, would it be necessary to enter into or engage in a Collaborative
Practice Agreement (Agreements) with a physician in order to provide MTM
services?”

Board Response

Whether it would be necessary to enter into or engage in collaborative practice
agreements with a physician in order to provide MTM services would be dependent
upon the legal definition of MTM in the pharmacy law.

o ‘3. If no to question 2 and MTM be defined in the Practice of Pharmacy, is
Section 523 of Chapter 5 even necessary for the practice of MTM?



Board Response
Since there is no legal definition of MTM in Louisiana pharmacy laws or rules at this
time, there is no way to answer this question at this time.

With respect to your testimony:

o ‘“Does the Board have a position on MTM, and if so, what is it?”
Board Response
The Board has not formally considered MTM, therefore, there is no position statement.

o “Would MTM be considered the practice of pharmacy?”
Board Response
Whether MTM could be considered the practice of pharmacy would depend on the legal
definition of MTM as adopted by the state legislature.

o “Does the proposed rule re CDTM allow the Board of Medical Examiners to have
jurisdiction over collaborating pharmacists?”
Board Response
There is nothing in the proposed rule that would allow the Board of Medical Examiners
to have jurisdiction over collaborating pharmacists. Moreover, the only agency with
legislative authority to regulate the practice of pharmacy is the Board of Pharmacy.

e Since the content of MTM mirrors that of CDTM, are we not allowing the Board of
Medical Examiners to regulate the practice of pharmacy?”
Board Response
Since MTM has not yet been legally defined in Louisiana pharmacy laws or rules, there
is no way to know, at this time, whether or not the content of MTM will ever ‘mirror’ the
content of CDTM. Whether or not that determination is ever made, the only agency
with legislative authority to regulate the practice of pharmacy is the Board of Pharmacy.

We trust this information is responsive to your comments and questions. Again, thank
you for taking the time to review the proposed rule and submit comments for the
Board’s consideration. At the conclusion of their review of all the comments and
testimony on the proposed rule, the Board determined that no amendments were
necessary to the proposed rule. Further, they directed me to respond to all the
commentators and then submit the required report to the Joint Legislative Oversight
Committee on Health and Welfare for their consideration of this proposed rule. On the
premise you have already enrolled in the Board's electronic List of Interested Parties,
we will notify you when we submit that report to the legislature.

For the Board:

77/{,@“@{ E&omu()

Malcolm J Broussard
Executive Director



From: Ashley Berthelot

To: Joe Fontenot

Cc: Eric Vidrine; David Mayer

Subject: Written request for clarification on Regulatory Project 2013-5 ~ Collaborative Drug Therapy Management 523
Section A.

Date: Tuesday, August 27, 2013 11:54:15 AM

Mr. Fontenot,

This is a written request for clarification on Regulatory Project 2013-5 ~ Collaborative Drug
Therapy Management 523 Section A.

Could we have clarification on “qualification” of the need to register for collaborative
practice?

For example, IF a prescriber requests a recommendation of drug therapy from a
pharmacist, a pharmacist gives a recommendation using tools available to them, and then
the prescriber gives a valid prescription for the recommended order, should the pharmacist
and prescriber be required to enter into a collaborative practice agreement?

Thank you and we look forward to the response of the board.

Ashley Berthelot

Chief Administrative Officer
Sales & Marketing Director

Professional Arts Pharmacy
128 Curran Lane

Lafayette, LA 70506

P 337-991-0101

F 337-991-9844

www.professionalarts.com

=

Professional Arts Pharmacy

Prescripoion Compoianding Specialia

#JB. Protect personalized medicine:
S P E \ ?‘& Voice your opposition to
' 8} proposed legislation.

ProtectMyCompounds.com

« ACCREDITED

Compounding Pharmacy

CONFIDENTIALITY NOTICE:
The information transmitted in this communication is intended only for the person or entity to which it is addressed and may contain


mailto:ashley@professionalarts.com
mailto:jfontenot@pharmacy.la.gov
mailto:eric@professionalarts.com
mailto:davidm@professionalarts.com
http://www.professionalarts.com/

confidential and/or privileged material. Any review, retransmission, dissemination or other use of, or taking of any, action in reliance upon,
this information by persons or entities other than the intended recipient is prohibited. Attachments to this communication may contain
confidential and privileged health Information and access to it should not be attempted. The contents of this transmission may also be
subject to intellectual property rights and all such rights are expressly claimed and are not waived. If you are not the intended recipient of
this email, please contact the sender of this message immediately, do not use any of the material, and delete the material from any

computer.



Pouigiana MWoard of Pharmacy
3388 Brentwood Drive
Baton Rouge, Louisiana 70809-1700
Telephone 225.925.6496 ~ Facsimile 225.925.6499
www.pharmacy.la.gov ~ E-mail: info@pharmacy.la.gov
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November 7, 2013

Ashley Berthelot

Chief Administrative Officer

Professional Arts Pharmacy Via Email: Ashley@ProfessionalArts.com
128 Curran Lane

Lafayette, LA 70506-7222

Re: Regulatory Project 2013-5 ~ Collaborative Drug Therapy Management
Dear Ms. Bertholot:

Thank you for taking the time to review the proposed rule referenced above as well as
submitting comments and testimony about the proposal. During their meeting
yesterday, the Board considered all of the comments and testimony offered about the
proposed rule during the August 27 public hearing. Further, they directed me to
respond to each of your specific comments as noted below:

o “Could we have clarification on ‘qualification’ of the need to register for
collaborative practice?”
Board Response
In the event a pharmacist intends to engage in collaborative drug therapy management,
as defined in Section A of the proposed rule, then the pharmacist shall first obtain a
registration from the Board of Pharmacy, as described in Section B of the proposed
rule.

o “For example, if a prescriber requests a recommendation of drug therapy from a
pharmacist, a pharmacist gives a recommendation using tools available to them,
and then the prescriber gives a valid prescription for the recommended order,
should the pharmacist and prescriber be required to enter into a collaborative
practice agreement?”

Board Response
No. Such activities are within the scope of routine pharmacy practice and are not
included in the definition of collaborative drug therapy management.

We trust this information is responsive to your questions. Again, thank you for taking
the time to review the proposed rule and submit comments for the Board’s
consideration. At the conclusion of their review of all the comments and testimony on
the proposed rule, the Board determined that no amendments were necessary to the
proposed rule. Further, they directed me to respond to all the commentators and then



submit the required report to the Joint Legislative Oversight Committee on Health and
Welfare for their consideration of this proposed rule. On the premise you have already
enrolled in the Board’s electronic List of Interested Parties, we will notify you when we
submit that report to the legislature.

For the Board:
7?/ a.g )C&Z« B‘u&w-kp

Malcolm J Broussard
Executive Director



3388 Brentwood Drive
Baton Rouge, Louisiana 70809-1700
Telephone 225.925 6496 ~ Facsimile 225.925.6499
www.pharmacy.la.gov ~ E-mail: info@pharmacy.la gov

Louigiana FBoard of Pharmary %r
X

November 7, 2013

Mr. Max Huff
The Wellness Corner Via Email: AngieH@TheWellnessCorner.net

17733 Old Jefferson Highway
Prairieville, LA 70769-3934

Re:  Regulatory Project 2013-5 ~ Collaborative Drug Therapy Management
Dear Mr. Huff:

Thank you for taking the time to review the proposed rule referenced above as well as
submitting testimony about the proposal. During their meeting yesterday, the Board considered
all of the comments and testimony offered about the proposed rule during the August 27 public
hearing. Further, they directed me to respond to each of your specific comments as noted
below:

* “If MTM is recognized as the practice of pharmacy, why do we need CDTM?”
Board Response
Since MTM has not been legally defined in Louisiana pharmacy laws or rules, it has not been
legally recognized as the practice of pharmacy. For those pharmacists desiring to engage in
collaborative drug therapy management, the proposed rule streamlines the administrative
burdens present in the current rule.

e “Does a CDTM agreement expose the pharmacist to jurisdiction by the Board of Medical
Examiners?”
Board Response
No. The only agency with legislative authority to regulate the practice of pharmacy is the Board
of Pharmacy.

We trust this information is responsive to your questions. Again, thank you for taking the time to
review the proposed rule and submit comments for the Board’s consideration. At the conclusion
of their review of all the comments and testimony on the proposed rule, the Board determined
that no amendments were necessary to the proposed rule. Further, they directed me to respond
to all the commentators and then submit the required report to the Joint Legislative Oversight
Committee on Health and Welfare for their consideration of this proposed rule. On the premise
you have already enrolled in the Board's electronic List of Interested Parties, we will notify you
when we submit that report to the legislature.

For the Board:
7;/06,:,4;,‘ Brsisaand]

Malcolm J Broussard
Executive Director



Louisiana Administrative Code
Title 46 — Professional and Occupational Standards
Part L1111 — Pharmacists

Chapter 5. Pharmacists

8523. Collaborative Drug Therapy Management
A. Definitions. As used in this Chapter, the following terms shall have the meaning ascribed to them in
this Section:
Board — the Louisiana Board of Pharmacy.
Collaborative Drug Therapy Management or Drug Therapy Management — that practice in which a
pharmacist voluntarily agrees with a physician to manage the disease specific drug therapy of one or
more patients of such physician, within a predetermined range of medication selected by the physician
and set forth in a patient specific written order set. Drug therapy management shall be limited to:
a. monitoring and modifying a disease specific drug therapy;
b. collecting and reviewing patient history;
c. obtaining and reviewing vital signs, including pulse, temperature, blood pressure, and respiration;
d. ordering, evaluating, and applying the results of laboratory tests directly related to the disease
specific drug therapy being managed under an order set, provided such tests do not require the
pharmacist to interpret such testing or formulate a diagnosis; and
e. providing disease or condition specific patient education and counseling.
Controlled Substance — any substance defined, enumerated, or included in federal or state statute or
regulations, or any substance which may hereafter be designated as a controlled substance by
amendment or supplementation of such statute or regulations.
Disease Specific Drug Therapy — a specific drug or drugs prescribed by a physician for a specific
patient of such physician that is generally accepted within the standard of care for treatment of the
diseases or condition.
Drug - (a) any substance recognized as a drug in the official compendium, or supplement thereto,
designated by the board for use in the diagnosis, cure, mitigation, treatment or prevention of diseases
in humans or animals; (b) any substance intended for use in the diagnosis, cure, mitigation, treatment
or prevention of diseases in humans or other animals, or (c) any substance other than food intended to
affect the structure or any function of the body of humans or other animals.
Drugs of Concern — a drug that is not a controlled substance but which is nevertheless defined and
identified in accordance with procedures established by the Louisiana Prescription Monitoring
Program Act, R.S. 40:1001-1014, as a drug with the potential for abuse.
Pharmacist — for purposes of this Section, an individual who has a current unrestricted license to
practice pharmacy in this state duly licensed by the board, who is approved by the board to engage in
collaborative practice for a specific disease or condition based on the pharmacist’s training and
experience.
Physician — an individual lawfully entitled to engage in the practice of medicine in this state as
evidenced by a current, unrestricted license duly issued by the Louisiana State Board of Medical
Examiners.
Prescribe — a request or order transmitted in writing, orally, electronically or by other means of
telecommunication for a drug that is issued in good faith, in the usual course of professional practice
and for a legitimate medical purpose, by a physician for the purpose of correcting a physical, mental or
bodily ailment of his patient.
Order Set — a written set of directives or instructions containing each of the components specified
elsewhere in this Section for collaborative drug therapy management of disease specific drug therapy
for a specific patient. The order set shall be signed by the physician and represents the physician
orders for the collaborative drug therapy management to be provided to the patient.
B. Registration
1. Eligibility



No pharmacist shall engage in collaborative drug therapy management in this state
until registered with the board in accordance with this Section. To be eligible for
registration, a pharmacist shall, as of the date of the application:

i. possess a current, unrestricted license to practice pharmacy issued by the
board and not be the subject of a pending investigation or complaint by the
board or by the pharmacy licensing authority of any other state or
jurisdiction;

ii. be actively engaged in the practice of pharmacy in this state and the
provision of pharmacist care similar to the activities anticipated in the
collaborative drug therapy management agreement.

A pharmacist shall be deemed ineligible for registration of collaborative drug

therapy management who:

i does not possess the qualifications prescribed by §523.B.1.3;

ii. has voluntarily surrendered or had suspended, revoked, or restricted his
controlled dangerous substances license, permit, or registration (state or
federal);

iii. has had a pharmacy license suspended, revoked, placed on probation or
restricted in any manner by the board or by the pharmacy licensing
authority of any other state or jurisdiction;

iv. has had an application for pharmacist licensure rejected or denied; or

\2 has been, or is currently in the process of being denied, terminated,

suspended, refused, limited, placed on probation or under other
disciplinary action with respect to participation in any private, state, or
federal health insurance program.
The board may, in its discretion, waive the limitations referenced in Subparagraph
B.1.b of this Section on a case-by-case basis.
The board may deny registration to an otherwise eligible pharmacist for any of the
causes enumerated in R.S. 37:1241.A, or any other violation of the provisions of
the Pharmacy Practice Act or the board’s rules.
The burden of satisfying the board as to the eligibility of a pharmacist for
registration to engage in collaborative drug therapy management shall be upon the
pharmacist. A pharmacist shall not be deemed to possess such qualifications
unless and until the pharmacist demonstrates and evidences such qualifications in
the manner prescribed by and to the satisfaction of the board.

2. Application and Issuance

a.

Application for registration to engage in collaborative drug therapy management

shall be made upon forms supplied by the board. Application forms and

instructions may be obtained from the board’s website or by contacting the board’s

office.

An application for registration to engage in collaborative drug therapy

management shall include:

i the pharmacist’s full name, license number, mailing address of record,
and emergency contact information;

ii. the nature of the collaborative drug therapy management activities
contemplated, i.e., the disease or condition proposed for management;

iii. a description of the pharmacist’s professional education that qualifies him
to engage in collaborative drug therapy management activities described
in the application;

iv. proof documented in a form satisfactory to the board that the pharmacist
possesses the qualifications set forth in this Section; and
V. such other information and documentation as the board may require to

evidence qualification for registration.
The board may reject or refuse to consider any application for registration which is
not complete in every detail required by the board. The board may, in its
discretion, require a more detailed or complete response to any request for
information set forth in the application as a condition to consideration.
A pharmacist seeking registration to engage in collaborative drug therapy
management shall be required to appear before the board or its designee if the
board has questions concerning the nature or scope of the pharmacist’s application,



finds discrepancies in the application, or for other good cause as determined by the
board.

When all the qualifications, requirements, and procedures of this Section are met
to the satisfaction of the board, the board shall approve and register a pharmacist to
engage in collaborative drug therapy management. Registration of authority to
engage in collaborative drug therapy management shall not be effective until the
pharmacist receives notification of approval from the board.

Although a pharmacist shall notify the board each time he intends to engage in
collaborative drug therapy management with a physician other than the physician
identified in the pharmacist’s original application, registration with the board is
only required once. The board shall maintain a list of pharmacists who are
registered to engage in collaborative drug therapy management.

Each pharmacist registered to engage in collaborative drug therapy management
shall be responsible for updating the board within 10 days in the event of any
change in the information recorded in the original application.

3. Expiration of Registration; Renewal

a.

A pharmacist’s registration to engage in collaborative drug therapy management

with a physician shall terminate and become void, null and without effect upon the

earlier of:

i. death of either the pharmacist or physician;

ii. loss of license of the pharmacist;

iii. disciplinary action limiting the ability of the pharmacist to enter into
collaborative drug therapy management;

iv. notification to the board that the pharmacist has withdrawn from
collaborative drug therapy management;

V. a finding by the board of any of the causes that would render a pharmacist
ineligible for registration; or

Vi. expiration of a pharmacist’s license or registration to engage in

collaborative drug therapy management for failure to timely renew such
license or registration.
Registration of authority to engage in collaborative drug therapy management shall
expire annually on the same day as a pharmacist’s license unless renewed by the
pharmacist by completing the application form supplied by the board. An
application for registration renewal shall be made part of and/or accompany a
pharmacist’s renewal application for pharmacist licensure.
The timely submission of an application for renewal of registration shall operate to
continue the expiring registration in effect pending renewal of registration or other
final action by the board on such application for renewal.

C. Advisory Committee. The Collaborative Drug Therapy Management Advisory Committee, constituted
as provided for in LAC 46:XLV.7417, shall assist the Board of Medical Examiners and the Board of
Pharmacy on matters relative to collaborative drug therapy management. The President of the Board
of Pharmacy shall appoint a pharmacist to serve on the committee, and said pharmacist shall serve at
the pleasure of the Board of Pharmacy.

D. Standards of Practice

1. Authority, Responsibility, and Limitations of Collaborative Drug Therapy Management

a.

A pharmacist registered with the board under this Section may engage in

collaborative drug therapy management with a physician in accordance with a

patient specific, drug specific, disease specific order set satisfying the

requirements of this Section.

A pharmacist engaged in collaborative drug therapy management shall:

i retain professional responsibility to his patient for the management of
their drug therapy;

ii. establish and maintain a pharmacist-patient relationship with each patient
subject to collaborative drug therapy management;

iii. be geographically located to be physically present to provide pharmacist
care to a patient subject to collaborative drug therapy management;

iv. provide on a scheduled basis no less than every three months, a status
report on the patient, including but not limited to, any problem,
complication, or other issues relating to patient non-compliance with drug



therapy management. This requirement may be met by entering the
information in the patient’s medical record.; and

V. be available through direct telecommunication for consultation,
assistance, and direction.

A pharmacist’s registration to engage in collaborative drug therapy management

with a physician is personal to the pharmacist. A pharmacist registered to engage

in drug therapy management shall not allow another pharmacist not so registered
or any other individual to exercise the authority conferred by such registration.

Collaborative drug therapy management shall only be utilized for disease specific

drug therapy as defined in this Section.

The scope of the collaborative drug therapy management shall not include:

i any patient of the physician for whom such physician has not prepared a
patient specific, drug specific, disease or condition specific order set
based on a face-to-face visit with the patient;

ii. initiation or discontinuance of drug therapy by a pharmacist, except as
specified in the order set;

iii. the management of controlled substances or drugs of concern; or

iv. substitution of a drug prescribed by a physician without the explicit
written consent of such physician.

2. Informed Consent

a.

b.

C.

3. Order Sets
a.

A pharmacist shall not engage in collaborative drug therapy management of a

patient without the patient’s written informed consent.

In addition to the requirements provided by law for obtaining a patient’s informed

consent, each patient who is subject to a collaborative drug therapy management

shall be:

i informed of the collaborative nature of drug therapy management for the
patient’s specific medical disease or condition and provided instructions
and contact information for follow-up visits with the pharmacist and
physician;

ii. informed he may decline to participate in a collaborative drug therapy
management practice and may withdraw at any time without terminating
the physician-patient or pharmacist-patient relationship; and

iii. provided written disclosure of any contractual or financial arrangement
with any other party that may impact one of the party’s decision to
participate in the agreement.

All services provided shall be performed in a setting which insures patient privacy

and confidentiality.

A separate order set shall be written for each patient to be managed by

collaborative drug therapy management. A copy of each order set shall be:

i provided to the collaborating physician and pharmacist; and

ii. made part of the patient’s pharmacy record.

A physician shall develop a patient specific order set for a particular patient or

utilize a standard written protocol order set , incorporating what patient specific

deviations, if any, the physician may deem necessary or appropriate for such

patient. In either event, an order set for disease specific drug therapy shall adhere

to generally accepted standards of care and shall identify, at a minimum:

i. the pharmacist, the physician, and telephone number and other contact
information for each;

ii. the patient’s name, address, gender, date of birth, and telephone number;

iii. the disease or condition to be managed;

iv. the disease specific drug or drugs to be utilized;

V. the type and extent of drug therapy management the physician authorizes
the pharmacist to perform;

Vi. the specific responsibilities of the pharmacist and physician;

vii. the procedures, criteria, or plan the pharmacist is required to follow in

connection with drug therapy management;



viii. the specific laboratory test or tests, if any, directly related to drug therapy
management the physician authorizes the pharmacist to order and
evaluate;

ix. the reporting and documentation requirements of the pharmacist and
physician respecting the patient and schedule by which such are to take
place;

X. the conditions and events upon which the pharmacist and physician are
required to notify one another; and

Xi. procedures to accommodate immediate consultation by telephone or
direct telecommunication with, between, or among the pharmacist,
physician, and the patient.

c. Each order set utilized for collaborative drug therapy management of a patient
shall be reviewed annually by the collaborating physician, or more frequently as
such physician deems necessary, to address patient needs and to insure compliance
with the requirements of this Section. The physician’s signature and date of
review shall be noted on the order set and maintained by the pharmacist in
accordance with this Section.

4. Reporting Obligations and Responsibilities

a. A pharmacist engaged in collaborative drug therapy management shall report
annually, as a condition to the renewal of his registration, whether or not and the
extent to which the pharmacist is engaged in collaborative drug therapy
management and such other information as the board may request.

b. A pharmacist engaged in collaborative drug therapy management shall comply
with reasonable requests by the board for personal appearances or information
relative to the functions, activities, and performance of a pharmacist or physician
engaged in collaborative drug therapy management.

5. Records

a. The following information shall be included in the pharmacy’s record of a patient
subject to collaborative drug therapy management:

i the prescription or order implementing collaborative drug therapy
management;

ii. the order set applicable to the patient evidencing documentation of the
physician’s annual review;

iii. documentation of all activities performed by the pharmacist;

iv. consultations and status reports by and between the pharmacist and
physician; and

V. documentation of the patient’s informed consent to collaborative drug
therapy management.

b. A pharmacist registered to engage in collaborative drug therapy management shall
maintain and produce, upon inspection conducted by or at the request of a
representative of the board, a copy of any order sets and such other records or
documentation as may be requested by the board to assess a pharmacist’s
compliance with requirements of this Section, the Pharmacy Practice Act, or other
applicable board rules.

E. Sanctions

1. Action against Registration. For noncompliance with any of the provisions of this Section,
the board may, in addition to or in lieu of administrative proceedings against a pharmacist’s
license, suspend or revoke a pharmacist’s registration to engage in collaborative drug therapy
management, or may impose such terms, conditions, or restrictions thereon as the board may
deem necessary or appropriate.

2. Action against Pharmacist License. Any violation or failure to comply with the provisions of
this Section shall be deemed a violation of R.S. 37:1241.A.1, as well as a violation of any
other applicable provisions of R.S. 37:1241.A, providing cause for the board to take any of
the actions permitted in R.S. 37:1241.A against the pharmacist’s license.

3. Unauthorized Practice. Nothing in this Section shall be construed as authorizing a pharmacist

to issue prescriptions, exercise independent medical judgment, render diagnoses, provide
treatment, assume independent responsibility for patient care, or otherwise engage in the
practice of medicine as defined in the Louisiana Medical Practice Act. Any person who
engages in such activities, in the absence of medical licensure issued by the Louisiana State



Board of Medical Examiners, shall be engaged in the unauthorized practice of medicine and
subject to the penalties prescribed by the Louisiana Medical Practice Act.

AUTHORITY NOTE: Promulgated in accordance with R.S. 37:1164(37)(b)(i).
HISTORICAL NOTE: Promulgated by the Department of Health and Hospitals, Board of Pharmacy, LR 33:1125
(June 2007), amended LR
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