(Name of Hospital)

Model Agreement for Hospital Practice for

Collaborative Drug Therapy Management (CDTM)
PURPOSE:

The purpose of this policy is to establish guidelines for the creation and operation of Collaborative Drug Therapy Management agreements.  To this end, this policy will outline the requirements of and limits to a scope of practice for an authorized pharmacist who has entered into a Collaborative Drug Therapy Management agreement with a supervising physician, as well as the responsibilities of the supervising physician at your hospital as provided by state and federal law.

In addition, the purpose of this policy is to outline the minimum administrative requirements necessary to allow a pharmacist to prescribe medications at your hospital under Collaborative Drug Therapy Management agreements as provided by state and federal law.  Nothing in this policy is intended to exempt a pharmacist from his/her obligation to have knowledge of and familiarity with all state and federal laws and regulations regarding prescribing medications.

POLICY:
Pharmacists may prescribe medications at your hospital pursuant to a written Collaborative Drug Therapy Management agreement that has been approved by the YOUR HOSPITAL Pharmacy and Therapeutics Committee, provided they are credentialed to do so.  Pharmacists may not diagnose. Pharmacists may not prescribe any medications outside of the scope of the written agreement. 

APPLICABILITY:
This policy applies to pharmacists who are employed by or provide services at YOUR HOSPITAL.
DEFINITIONS:
a. Collaborative Drug Therapy Management or CDTM, as defined in 243 CMR 2.12(1) and 247 CMR 16.01, is the initiating, monitoring, modifying and discontinuing of a patient’s drug therapy by an authorized pharmacist under the supervision of a physician in accordance with a Collaborative Practice Agreement.

b. Collaborative Practice Agreement or CDTM Agreement, as defined in 243 CMR 2.12(1) and 247 CMR 16.01, is a written and signed agreement between an authorized pharmacist with training and experience relevant to the scope of the collaborative practice and a supervising physician that defines the collaborative practice in which the authorized pharmacist and supervising physician propose to practice.  The collaborative practice must be within the scope of the supervising physician’s practice.
c. CDTM Protocol, ”Protocol”, is a written, evidence based practice agreement authorizing pharmacists to perform pharmacotherapy services. This protocol will have a supervising physician and will be approved by the YOUR HOSPITAL Pharmacy & Therapeutics Committee (hereinafter “YOUR HOSPITAL P&T Committee”).
d. Authorized Pharmacist, shall be a pharmacist registered by the Massachusetts Board of Pharmacy (“BORP”) and in good standing; meet the requirements of 247 CMR 16.02; and is participating in drug therapy management with a supervising physician pursuant to a written CDTM agreement with written protocols.  

e. Supervising Physician, is a physician with a full license issued by the Massachusetts Board of Registration in Medicine (“BORM”). A supervising physician is a subject matter expert working in collaboration with the pharmacist and YOUR HOSPITAL P&T Committee.  Pursuant to 243 CMR 2.12(3), to qualify to enter into a CDTM Agreement, a physician must: 
i. Be actively engaged in the clinical practice of medicine and provision of patient care in the particular field of medicine the CDTM agreement governs
f. Physician designee, is a physician with a full license issued by the BORM, and to whom a supervising physician may delegate duties under a CDTM agreement.   
REQUIRED TERMS AND PROVISIONS FOR CDTM AGREEMENTS
a. Specific disease state(s) being co-managed.  Each disease state must be identified as “primary” or “co-morbid”
b. Specific pharmacist prescribing authority pursuant to the agreement
c. Detailed practice protocols
d. Description of risk management activities
e. Documentation of any initiation, modification or discontinuation of a patient’s medication in the patient’s medical record in the custody of the supervising physician
f. Description of outcome measurements
g. Detailed informed consent procedures
h. Detailed procedures and periods by which time any test results, copies of initial prescriptions, modifications or discontinuances, copies of patient consent and the CDTM agreement, and other patient information will be forwarded from the pharmacist to the supervising physician
i. Specific procedure for the pharmacist to identify and transmit urgent communications with the supervising physician
j. Description of the nature and form of the supervision of the pharmacist by the supervising physician
k. Description of the procedure to be followed when either the pharmacist or the supervising physician is unavailable or absent
l. Any specific requirements based on the particular CDTM agreement to be entered into
m. Attestation of satisfaction by the supervising physician of the qualifications listed in 243 CMR 2.12 and by the pharmacist of the qualifications listed in 247 CMR 16.02(1) for participating in CDTM
SUPERVISING PHYSICIAN’S RESPONSIBILITIES
a. Oversee pharmacist compliance with all required state and federal licenses for each approved CDTM Protocol.  
b. Develop the practice guidelines for the CDTM Protocol based upon most current medical evidence.  The supervising physician will develop quality criteria to review protocol compliance, outcome assessment and report this data to the YOUR HOSPITAL P&T Committee periodically.  This criteria will be specified in each protocol.
c. Sign the Application for Massachusetts Controlled Substances Registration for Pharmacists. See application: http://www.mass.gov/Eeohhs2/docs/dph/quality/drugcontrol/app_pharmacist.pdf
d. The supervising physician is the supervisor and retains the ultimate responsibility for the care of the patient.
e. A supervising physician may delegate duties under the agreement; however, the CDTM agreement must clearly specify when and how these duties may be delegated and the duration and scope of such delegation. 
f. The supervising physician or physician designee shall assess the patient and make a written referral of the identified patient, including a primary diagnosis and any co-morbid conditions covered by the CDTM agreement, to the pharmacist.
g. The supervising physician or physician designee must obtain patient consent to participate under a CDTM agreement.
h. The supervising physician or physician designee will monitor and evaluate the implementation of the CDTM agreement and will verify pharmacist credentialing for each agreement.

   AUTHORIZED PHARMACIST’S RESPONSIBILITIES
a. The pharmacist shall hold a current unrestricted license in good standing to practice pharmacy in the Commonwealth and currently be engaged in pharmacy practice in the Commonwealth. 
b. The pharmacist shall wear a nametag, which identifies him/her as a pharmacist.
c. The pharmacist shall have earned a doctor of pharmacy degree or have completed 5 years of experience as a licensed pharmacist.
d. The pharmacist shall devote a portion of practice to the defined drug therapy area that the pharmacist shall co-manage.
e. The pharmacist shall complete, in each year of the term of the protocol, at least 5 additional contact hours or 0.5 continuing education units of Board-approved continuing education that address areas of practice generally related to the particular collaborative practice protocol.
f. The pharmacist must notify the Board of Registration of Pharmacists of change of employment, supervising physician or departure from the state within 30 days.  Whenever an authorized pharmacist participating in CDTM is disciplined by the Board, whether by agreement or Board order, or otherwise subject to any practice restrictions, the authorized pharmacist must provide written notification of such discipline or practice restriction to each supervising physician.

SUPERVISORY RESPONSIBILITIES

a. A pharmacist may provide CDTM services only when such services are rendered under the supervision of a supervising physician or physician designee. 
b. Such supervision must be ongoing, but does not require the physical presence of the supervising physician.
c. The supervising physician is responsible for determining the scope of services which may be performed by a pharmacist and providing appropriate supervision within the defined scope of services.  The specific scope of services to be provided will be described in individual CDTM Protocols.  Scope for a pharmacist is defined by considering:
i. Competence of the pharmacist 
ii. Scope of service of supervising physician. 
iii. Each collaborative practice protocol shall be approved by the YOUR HOSPITAL P&T Committee.  
d. On follow-up care, hospital visits, and in similar circumstances in which the supervising physician has established a therapeutic regime or other written protocol, the pharmacist shall check and record the patient's progress and report the patient's progress to the supervising physician or physician designee. Supervision is adequate if it permits a pharmacist who encounters new problems not covered by a written protocol or which exceed the established parameters to initiate a new patient plan in consultation with the supervising physician or physician designee.
e. The supervising physician or physician designee shall review all historical and physical data obtained by a pharmacist in a timely manner.  (For inpatients, timely shall mean within 24 hours of admission).
f. The supervising physician or physician designee and the authorized pharmacist will work together in accordance with the prescribing guidelines described below.  Each pharmacist who prescribes controlled substances must have:
i. A current MCSR (Massachusetts Controlled Substances Registration) and DEA (Drug Enforcement Administration) registration.  
ii. Full, not temporary nor provisionary, licenses, along with both Massachusetts & Federal DEA licenses, and a Massachusetts Controlled Substances Registration.
g. When the supervising physician is absent, a physician designee shall assume temporary supervisory responsibilities for the pharmacist.
h. The supervising physician, and/or Director of Pharmacy Services, in accordance with YOUR HOSPITAL process, shall notify Provider Services upon termination or change of employment of a pharmacist.
APPOINTMENT PROCESS FOR AUTHORIZED PHARMACIST

a. Privileges and credentials are approved through your hospital’s credentialing process, which grants privileges.
b. No pharmacist may provide services (neither inpatient nor ambulatory) until the pharmacist’s duties and credentials have been approved.  
AUTHORIZATION OF SPECIFIC CDTM SERVICES TO A CREDENTIALED AUTHORIZED PHARMACIST 
a. A supervising physician or physician designee may permit a pharmacist to approach patients of all ages and with all types of conditions, to perform the following tasks pursuant to a written CDTM agreement including, but not limited to:
i. Collect and review patient history, including a medication history and relevant disease state history to manage CDTM services as appropriate per protocol.
ii. In the ambulatory setting, monitor vital signs as appropriate per protocol and record pertinent data.
iii. Assist the supervising physician or physician designee in an inpatient setting as follows:
1. Record patient progress notes
2. Order and interpret select laboratory test as outlined in the specific CDTM protocols  
3. Order medications as outlined in the specific CDTM Protocols  
4. Instruct and counsel patients on the use of prescribed drug therapy.
PROHIBITED SERVICES BY AN AUTHORIZED PHARMACIST SPECIFIC TO CDTM
a. Pharmacists may not diagnose
b. Pharmacists may not order anything outside of the written protocol 
c. Pharmacists may not provide anesthesia, procedural sedation or perform procedures involving ionizing radiation
d. Pharmacists shall not be utilized as sole medical personnel in charge of emergency services, outpatient services, or any other clinical service where licensed physicians are not readily available.
e. Pharmacists may not order radiology tests
RECORD KEEPING AND WRITTEN ORDERS

a. Pharmacists with prescription privileges may write medication orders in accordance with written protocols developed by the pharmacist and supervising physician, and approved by the YOUR HOSPITAL P&T Committee. 
b. Pharmacists with prescription privileges may write prescriptions and medication orders. For those pharmacists without prescription privileges, no prescription or medication orders will be accepted.
c. Pharmacists may write and sign progress notes.
d. Pharmacists may order laboratory tests in accordance with written protocols developed by the pharmacist and the supervising physician, and approved by the YOUR HOSPITAL P&T Committee.
e. Pharmacists may write other non-prescription based treatment orders, in accordance with written protocols developed by the pharmacist and supervising physician, and approved by the YOUR HOSPITAL P&T Committee. 
f. The supervising physician must maintain the original of the current collaborative practice agreement

g. The supervising physician or physician designee must maintain the patient’s medical record with the original of the patient’s written consent to participate in the collaborative practice agreement.  

h. To the extent required and/or permitted by law, the supervising physician or physician designee shall make the patient’s medical record available upon request during a BORM investigation (243 CMR 2.12(5)(e)).

i. A pharmacist must maintain a copy of the current collaborative practice agreement in the primary practice setting, which is readily retrievable at the request of the BORM and BORP.
 SPONSOR:


APPROVED:       Pharmacy and Therapeutics Committee, PENDING



Your Hospital’s Credentialing Committee, PENDING
                        Medical Staff Executive Committee, PENDING
Pharmacist Prescribing Guidelines

PROCEDURE:

A. Registration Requirements
In order to issue, modify or discontinue a written prescription, oral prescription or medication order in accordance with requirements for collaborative drug therapy management for Schedule II through VI drugs, pharmacists must register with the Massachusetts Department of Public Health, Division of Food and Drugs, and the United States Drug Enforcement Administration.  

In order to register, pharmacists must meet all licensure requirements set by their respective boards of registration and must also have completed the requisite continuing education requirement of 5 hours of pharmaco-therapeutics in addition to their annual 15 hour CME requirement.
The registration requirements are set out in detail in 105 Code of Massachusetts Regulations

700.003 (C), 700.003(I), and 700.004 and in 21 Code of Federal Regulations 1300.  These regulations are available through your hospital’s Office of General Counsel.

B. Supervisory Requirements
Each pharmacist who prescribes controlled substances must do so pursuant to a written CDTM agreement.  The pharmacist must meet all applicable requirements of the BORP.  The supervising physician or physician designee for a pharmacist must hold an unrestricted, full license from the BORM; must have completed an ACGME-accredited or accredited Canadian post-graduate medical training in a specialty area appropriately related to the pharmacist’s area of practice; and be board-certified or board eligible, in a specialty area appropriately related to the pharmacist’s area of practice, or have hospital admitting privileges in a specialty area appropriately related to the pharmacist’s area of practice.  The supervising physician or physician designee and the pharmacist will work together in accordance with the prescribing guidelines described below.  Only pharmacists with a full (not temporary or provisional) Massachusetts license, a current Federal DEA registration, and a current Massachusetts Controlled Substances Registration may prescribe.




C. Prescribing
Guidelines
Written guidelines for prescribing must exist in the practice setting representing the relationship between the supervising physician or physician designee and the pharmacist.  CDTM agreements and specific CDTM protocols for pharmacists must be reviewed annually and dated and signed by the physician and the pharmacist at the time of each such review.



The content of a CDTM agreement/protocol for a pharmacist must include but is not limited to:

a. The identification of the supervising physician for that setting;

b. A description of the nature and scope of the pharmacist practice;

c. The types and classes of and limitations on medications to be prescribed by pharmacists;
d. The quantity of any medication to be prescribed including initial dosage limits and refills if applicable;

e. The frequency for reviewing initial prescriptions and changes in medications;

f. If applicable, a statement that prescriptions of Schedule II controlled substances will be reviewed by the supervising physician or physician designee within 96 hours ; 

g. A mechanism for the transfer of supervision to a physician designee, in the event the supervising physician or physician designee is unable or unavailable to be the principal medical decision maker;

h. A description of the circumstances in which physician consultation or referral is required;
i. A method by which the pharmacist provides a copy of an initial prescription or modification or discontinuation of a prescription to the supervising physician or physician designee within 24 hours of its issuance, unless more urgent notification is required under the circumstances; and 

j. Any limitations on the initiation or renewal of prescriptions which are not within the ordinary scope of practice of the pharmacist, but which may be needed to provide appropriate care.

D. Prescription Form

All outpatient prescriptions by an authorized pharmacist must contain the following information:

a. The DEA number of the prescribing pharmacist must be recorded on all prescriptions issued for drugs in Schedule II-V.  Prescriber may use either their DEA number or Massachusetts Controlled Substances Registration number on Schedule VI prescriptions.
b. The name of the supervising physician or physician designee must appear on the prescription form.  A co-signature is not required.
c. The prescription form may be any color, but must conform to the requirements of 105 CMR 721.000 "Standards for Approved Prescription Forms in Massachusetts."

ROLE OF PHARMACY ORDER APPROVAL
Inpatient medication orders and outpatient prescriptions written by an authorized pharmacist pursuant to the written CDTM Protocol must be evaluated and approved by a second licensed pharmacist pursuant to the normal protocol for ordering and administering prescriptions.  An outpatient prescription issued by an authorized pharmacist can be distinguished by the name of the supervising physician or physician designee which must appear on the prescription blank.
ROLE OF NURSING
The nurse's responsibility remains in accordance with the implementation of any written or verbal


order from any provider who under law is permitted to prescribe.  MGL Chpt. 94C, Sect. 9(b)). If the 
nurse has any questions regarding a provider's order he/she will continue to call the assigned 
responding clinician for the patient in question.
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