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BACKGROUND

House Bill 781 - Physicians and Pharmacists - Therapy Management Contracts which passed during the 2002 legislative session, allows a licensed physician and a licensed pharmacist to enter into time-limited agreements to treat specific disease-states using approved protocols. HB 781 specified that the Department of Health and Mental Hygiene should conduct a study to assess the outcomes achieved by drug therapy management agreements. Section 5, chapter 249 of the 2002 Acts of the General Assembly (program enabling chapter) specified that chapter 249 “shall remain in effect for a period of five (5) years and eight (8) months, and at the end of May 31, 2008 with no further action required by the General Assembly, the Act shall be abrogated and of no further force and effect.”  

HB 781 specified that the Board of Physicians and the Board of Pharmacy jointly promulgate regulations to implement the legislation within 6 months of October 1, 2002.   Due to unanticipated delays related to limited available staff resources during the 2003 legislative session, the regulations, COMAR 10.34.29.01 - .11, Drug Therapy Management, did not become effective until December 11, 2003.

COMAR 10.34.29.01 - .11, Drug Therapy Management, established a Joint Committee, consisting of representatives from both the Board of Physicians and the Board of Pharmacy, that would review and recommend actions by the respective Boards regarding approval of drug therapy management applications. The regulations also included guidelines and the required content of a protocol and a physician-pharmacist agreement.  They set forth in detail the requirements for approval of a pharmacist to enter into drug therapy management with a physician and the overall approval process. 

Following a series of initial meetings between representatives on the Joint Committee, program review procedures were implemented and acceptance of applications began in January 2005.  The first application was approved in February 2006 and the University of Maryland School of Pharmacy was contracted to conduct the evaluation study beginning in April 2006.  
This report is divided into six parts, which include:  1) the definition of Program Terms used; 2) an overview of the drug therapy management Program Procedures; 3) a Summary of Approved Applications (as of the date of this report); 4) a Program Study Update; 5) Preliminary Recommendations; and 6) Conclusion.
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PROGRAM TERMS

The Drug Therapy Management Physician-Pharmacist Agreement Checklist and the Protocol Checklist are included in the Appendices to provide information that is required by the regulations.  Terms used in the checklists include the following:

‘Therapy Management Contract’ means a voluntary, written arrangement that is disease-state specific signed by each party to the arrangement between one licensed pharmacist and the licensed pharmacist’s designated alternate licensed pharmacists; one licensed physician and alternate designated licensed physicians involved directly in patient care; and one patient receiving care from a licensed physician and a licensed pharmacist pursuant to a physician-pharmacist agreement and protocol. It must be related to treatment using drug therapy, laboratory tests, or medical devices, under defined conditions or limitations for the purpose of improving patient outcomes. 
‘Physician-Pharmacist Agreement’ is an approved agreement between a licensed physician and a licensed pharmacist that is disease-state specific and specifies the protocols that may be used. The physician-pharmacist agreement is valid for 2 years from the date of its final approval.  
‘Authorized Pharmacist’ is a pharmacist authorized by the Board of Pharmacy to enter into a physician-pharmacist agreement.  The pharmacist must be licensed in Maryland, possess a Doctor of Pharmacy Degree or have had equivalent training (as established in regulations), and must have specific training for treatment of the disease-state for which a protocol is written. 
‘Protocol’ is a course of treatment predetermined by the licensed physician and licensed pharmacist according to generally accepted medical practice for the proper completion of a particular therapeutic or diagnostic intervention.  Every protocol must be approved by both the Board of Physicians and the Board of Pharmacy.  An approved protocol can be used by other applicants who desire to treat patients for a particular disease-state.

PROGRAM PROCEDURES

The Board of Pharmacy's Licensing and Certification Unit receives and reviews applications, along with the supporting protocols and agreements.  After it determines that the application and other documents are complete and that the pharmacist(s) is authorized, the Licensing Unit notifies the four representatives of the Joint Committee and schedules an application review meeting.  The approval process allows 60 days for the Joint Committee to meet and approve protocols and physician-pharmacist agreements.  The Joint Committee reviews the submitted protocols and communicates with the applicants regarding any required changes or clarification.  

Once the Joint Committee representatives agree to approve or disapprove an application and protocol(s), a recommendation is made for approval by the full membership of both the Board of Physicians and the Board of Pharmacy.  The Board of Physicians and the Board of Pharmacy must make final approval or disapproval of any agreement or protocol within 60 days of receipt of the recommendation from the Joint Committee. 

A protocol or physician-pharmacist agreement may be denied because it is: 1) clinically inappropriate; 2) inconsistent with current practice; 3) poses an undue risk to patients; 4) provides insufficient detail; or 5) is unclear or ambiguous.

SUMMARY OF APPROVED APPLICATIONS

The Joint Committee began meeting and approved the first Drug Therapy Management Agreement and Protocol for Thrombosis, February 24, 2006. Six pharmacists and 3 physicians were approved to be included in the physician-pharmacist agreement. Two more Drug Therapy Management physician-pharmacist agreements and protocols were approved in August 2006.  Both of these, Tobacco Use and Dependence; and Metabolic Syndrome, include two approved pharmacists and eight approved physicians.  All three approved Drug Therapy Management agreements and protocols were submitted by various units of University of Maryland Medical Center.  A fourth application for, Anticoagulation Therapy, was submitted by Kaiser Permanente and is currently under review.

Following experience with review and approval of the initial applications, the Joint Committee determined that all protocols should conform in terms of the length of time that an authorized pharmacist must notify the physician of changes to the prescription (in accordance with the protocols).  Specifically, notification must be provided within seven working days for non-emergency changes and within 24 hours for emergency changes.     
PROGRAM STUDY UPDATE

The study design and data collection mechanism are being developed by a collaboration of departments within the University of Maryland School of Pharmacy and practitioners who have submitted protocols that have been approved. A meeting has been held with representatives to discuss patient data collection for the Thrombosis protocol and a meeting will be scheduled by the end of October 2006 to discuss data collection with representatives for both the Metabolic Syndrome and Tobacco Use and Dependence according to approved protocol.  

The School of Pharmacy is contemplating the design of an electronic data collection mechanism to ease the burden to the practitioners in the different practice settings.  The Medication Therapy Evaluation Study and method of data collection will be presented to a consortium consisting of, but not limited to, representatives from the Maryland Board of Physicians (MBP), Maryland Board of Pharmacy, Maryland Pharmacists Association (MPhA), Maryland Pharmaceutical Society (MPS), American Society of Consultant Pharmacists – Maryland (ASCP-MD), and Maryland Society of Health System Pharmacists (MSHP).  Tentatively this meeting will occur in November 2006.

The initial receipt of approved applications for the program was delayed because following the promulgation of regulations the Boards required time to implement the program procedures and subsequently, applicants required time to develop Drug Therapy Management applications, agreements and protocols.  As a consequence, only three Drug Therapy Management Agreements and sets of protocols have been approved since February 24, 2006 (date of first approved application). Implementation of the study and data collection are anticipated to begin January 1, 2007. (See Scope of Services in Appendix III)
Based on the above, a collaboration of departments within the University of Maryland School of Pharmacy is recommending that the study to assess the outcomes achieved by drug therapy management agreements be extended an additional 2 years in order to collect sufficient patient data under a variety of protocols.  Appendix IV of this report contains the letter from the University of Maryland supporting that recommendation. Outcomes of the study will be utilized to support the final report submitted by the Board of Physicians and the Board of Pharmacy to the Maryland Legislature.     
PRELIMINARY RECOMMENDATION
Based on the request from the University of Maryland, the Board of Physicians and the Board of Pharmacy, recommend the following:

Introduce legislation in the 2007 Legislative Session to extend the ending date of the Drug Therapy Management program beyond May 31, 2008.

Conclusion

The Board of Physicians and the Board of Pharmacy agree that the Drug Therapy Management Program has progressed successfully.  The regulations that are in place have successfully established the program and provided processes and procedures for its implementation.  Now that the first three protocols have been approved, it is anticipated that many more physicians and pharmacists will be applying to take advantage of this unique health care relationship.  The first three approved protocols on Thrombosis; Tobacco Use and Dependence; and Metabolic Syndrome will serve as templates for future drug therapy management agreements on those specific disease-states.  

The apparent intent of the 2002 Legislature was to allow sufficient time following promulgation of the program regulations, to receive and approve applications; as well as sufficient time to conduct the study to assess the outcomes achieved by drug therapy management agreements.  The first drug therapy management application was not approved and forwarded to the University of Maryland School of Pharmacy until after February 2006.  Consequently, the University of Maryland School of Pharmacy requires an extension of time in order to collect sufficient patient outcome data and to develop its study conclusion and recommendations.  

The Board of Physicians considered the Board of Pharmacy’s recommendation that the program be extended through 2012 to allow time for the evaluation to be completed.  However, the Board of Physicians recommended that legislation be introduced in the 2007 Legislative Session to extend the effective date of the Drug Therapy Management program to October 1, 2009.  
Based on the request from the University of Maryland, and the fact that the program was delayed two years and eight months before it was fully implemented, the Board of Pharmacy has changed its recommendation and now requests that legislation be introduced in the 2007 Legislative Session to extend the ending date of the Drug Therapy Management program from May 31, 2008 to October 1, 2010. 
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PHYSICIAN-PHARMACIST AGREEMENT CHECKLIST


The following provisions are required to be in any Physician-Pharmacist Agreement that is approved by the Boards of Physicians and Pharmacy.  This is only a list of provisions required by law therefore your Physician-Pharmacist Agreement will probably require more provisions than are listed below.  You may also provide any supporting documentation that will help the Boards and the Drug Therapy Management Joint Committee in their review of your Physician-Pharmacist Agreement.

□
The names of the physicians authorized to act under a therapy management 

contract;

□
The signatures of the physicians authorized to act under a therapy management 

contract;

□
The names of the pharmacists authorized to act under a therapy management 

contract;

□
The signatures of the pharmacists authorized to act under a therapy management 

contract;

□
The location or locations where the pharmacists may provide drug therapy 

management services;

□
The titles of the protocols to which the physician-pharmacist agreement pertains; 

□ 
The methods and timeframes by which documentation and routine communication will occur between the physicians and the pharmacists, including the timeframes in which the pharmacist will fully update the patient's record in writing; 

□ 
A description of technical modifications that may be made to the physician-pharmacist agreement without submitting a request for amendment to the Boards; 

□ 
The name, address, and telephone number of the party to the physician-pharmacist agreement who is to receive correspondence from the Boards or Joint Committee related to the physician-pharmacist agreement.  This should be the same person listed as the contact person on the Application; 

□ 
A statement that the physicians and pharmacists shall comply with all State and federal laws relating to patient confidentiality; 
□ 
A list of devices available to the pharmacists performing under the physician-pharmacist agreement, which are relevant to the disease-states or conditions to be managed; and
□
If the physician or physicians want the pharmacist or pharmacists to notify them within a specified period of time when the pharmacist or pharmacists modify a dose or agent under the therapy management contract or detect an abnormal result from an assessment activity, this must be noted in the Physician-Pharmacist Agreement otherwise the pharmacist or pharmacists are required to notify the physician or physicians within 48 hours of these events. 

PLEASE NOTE:

A.
Technical modifications to the Physician-Pharmacist Agreement must be registered with the Board of Pharmacy within 30 days of the technical modification. 

 B.
Any type of technical modification that will be allowed must be described in the approved Physician-Pharmacist Agreement; otherwise the parties to the Physician-Pharmacist Agreement will have to request approval of an amendment from the Boards. 
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PROTOCOL CHECKLIST


The following provisions are required to be in any protocol that is approved by the Boards of Physicians and Pharmacy.  This is only a list of provisions required by law; therefore your protocol will probably require more provisions than are listed below.  You may also provide any supporting documentation that will help the Boards and the Drug Therapy Management Joint Committee in their review of your protocol.

□
The condition to be managed;

□
A list of medications that may be used under the auspices of the protocol; 

□ 
Monitoring parameters including laboratory tests for the: 

□  Condition; and 

□  Medication employed; 

□  
A list of circumstances requiring pharmacist contact with the physician or physicians who are a party to the physician-pharmacist agreement; 

□ 
A statement prohibiting substitution of a chemically dissimilar drug product by the pharmacist for the product prescribed by the physician unless permitted in the therapy management contract; 

□
A list of circumstances under which the pharmacist may alter doses, modify the treatment regimen, or switch the agent under the terms of the therapy management contract; 

□ 
Information to be documented; 

□ 
A listing of provisions within the protocol that may be customized within a therapy management contract; 

□ 
An action plan for situations when the pharmacist encounters a situation that is not addressed in the protocol; 

□ 
A description of technical modifications that may be made to the protocol without submitting a request for amendment to the Boards. 
PLEASE NOTE:

A.
A protocol may authorize: 

(1) 
The modification, continuation, and discontinuation of drug therapy; 

(2) 
The ordering of laboratory tests; and 

(3) 
Other patient care management measures related to monitoring or improving the outcomes of drug or device therapy. 

B. 
A protocol may not authorize acts that exceed the scope of practice of the parties to the physician-pharmacist agreement. 

C. 
Technical modifications to the protocol shall be registered with the Board of Pharmacy within 30 days of the technical modification. 

D.
Any type of technical modification that will be allowed must be described in the approved protocol, otherwise the parties acting pursuant to the protocol will have to request approval of an amendment from the Boards.
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Scope of Services

Maryland Therapy Management Program – Evaluation Study Plan

The purpose of the MOU between the Maryland Board of Pharmacy and the University of MD School of Pharmacy is to evaluate patient outcomes pursuant to receiving care through the Therapy Management Program approved by the Board of Pharmacy and the Board of Physicians.  The School of Pharmacy shall ensure the necessary personnel, materials equipment, support and supplies to enable the consortium to accomplish the functions needed to complete the contract and comply with specific requirements for data collection and analysis, quarterly progress reports, conference calls, and meetings. 

Specific Tasks

The following is required within the first ninety (90) days of the initiation of the Evaluation Study:

· The list of the names and affiliations of the consortium members shall be submitted for Board approval;

· A detailed plan of how the consortium will gather data from sites where drug therapy management by pharmacists is practiced; 
· A description of how patient satisfaction will be measured.
The primary questions that should be evaluated include the following, but are not limited to:

Research Questions
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Data Sources

Primary data for the Evaluation Study will be collected by the School of Pharmacy and the members of its consortium using a variety of qualitative and quantitative methods.  The School of Pharmacy will provide the Board with the consortium’s strategy for collecting information to answer the research questions posed above, plus additional related questions believed to be of interest to the State and Department of Health and Mental Hygiene.  Approaches for collecting the information will include individual practice site data bases and patient records, interviews or surveys of patients, site visits, comparison of data from published literature and national guidelines, and should employ a mix of strategies.  

APPENDIX  IV
October 3, 2006
Anna D. Jeffers, Esq.

Acting Legislative and Regulations Manager Maryland Board of Pharmacy

4201 Patterson Avenue

Baltimore, Maryland 21215

Dear Anna:

In order to complete the data collection for the Drug Therapy Management Program, there needs to be sufficient time allowed for more protocols to be approved and for the pharmacists to see patients. As it is stated in the MOU, we need to assess outcome of therapy.  

Completing the study by January 2008 would not be ideal and would require modifications of some of the objectives and conditions of the MOU.  There would be less time for the study results with less individuals being engaged in the program. The University of Maryland School of Pharmacy would require a greater number of patients, protocols and physicians to have enough data for a thorough evaluation of the program.  It would also be difficult to merge data if someone is involved in several protocols in several disease states if we do not have sufficient time to allow a good number of pharmacists to see patients with similar protocols in different practice sites.

Therefore, the University of Maryland School of Pharmacy is recommending extending the study through all of 2008 and the legislation through at least 2010 in order to have access to more data. This is only fair due to the delays in the development and implementation of the regulations, delays in the approval of the protocols, the naming of the members of the committee to review protocol and other issues that have caused set backs in the implementation of the study. 

Thank you for your assistance with this matter. I will be more than happy to talk to others to articulate these issues.

Sincerely,
[image: image3.jpg]agy iy a0 6




Magaly Rodriguez de Bittner, PharmD, BCPS

Chair
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APPENDIX V

A BILL ENTITLED

AN ACT concerning

Physicians and Pharmacists – Therapy Management Contracts – Extension of Program

FOR the purpose of extending the termination date of the Therapy Management Contracts program to October 1, 2010. 

BY repealing and reenacting, with amendments


Chapter 249 of the Acts of the General Assembly of 2002


Section 5

SECTION 1. BE IT ENACTED BY THE GENERAL ASSEMBLY OF

MARYLAND, That:

Chapter 249 of the Acts of 2002

SECTION 5. AND BE IT FURTHER ENACTED, That this Act shall take effect October 1, 2002. It shall remain effective for a period of [5 years from the effective date of regulations adopted under this Act, and at the end of 5] 8 years [and 8 months] and, at the end of [May 31, 2008] OCTOBER 1, 2010 with no further action required by the General Assembly, this Act shall be abrogated and of no further force and effect.


SECTION 2. AND BE IT FURTHER ENACTED, That this Act shall take effect October 1, 2007.
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