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DRUG THERAPY MANAGEMENT WORKGROUP 
REPORT 

 
Work Group Charge 

 
Review Senate Bill 772, Health Care-Therapy Management Agreements and 

Cooperative Procedures, which was introduced during the 2001 Maryland legislative 
session, and to come to a consensus on the issues raised during the session, for the 
purpose of re-introducing a therapy management bill during the 2002 legislative session. 

 
Participants 

 
Stanton G. Ades, P.D., President, Maryland Board of Pharmacy  

and Chair of the Work Group; 
 
 
Delegate Donald B. Elliott, P.D.,   District 4B, Maryland Legislature;  
 
Delegate Dan K. Morhaim, M.D.,    District 11, Maryland Legislature; 
 
Sharon Bloom, representing Del. Morhaim,   District 11, Maryland Legislature;  
 
Erin Hopwood, Esquire,    Counsel, Environmental Matters  

Committee; 
 

Jennifer Chasse,  Policy Analyst, Environmental 
Matters Committee;  

 
Dr. Robert Lyles     MedChi, The Maryland State  

Medical Society; 
 
Dr. Reed Winston,      MedChi, The Maryland State  

Medical Society; 
 
Dr. Donald W. Dembo,     MedChi, The Maryland State  

Medical Society;  
 
Willarda Edwards,      MedChi, The Maryland State  

Medical Society;  
 
Jay Schwartz, Esquire,    MedChi, The Maryland State  

Medical Society;  
 
Deron Johnson, Esquire     Pharmaceutical Research and  

Manufacturers of America; 
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Andrew Corsig,      Pharmaceutical Research and  

Manufacturers of America; 
 
Dr. Samir Neimat,      Chair, Board of Physician Quality  

Assurance;  
 
C. Irving Pinder,      Executive Director, Board of  

Physician Quality Assurance;  
 
Dr. Israel Weiner,      Consultant for the Board of  

Physician Quality Assurance;  
 
Marie Savage,      Legislative Officer, Board of  

Physician Quality Assurance;  
 
Karen Wulff, Legislative Officer, Board of 

Physician Quality Assurance;  
 
Dr. Kevin Rossiter,  Johns Hopkins Bayview Medical 

Center; 
  
Charles H. Twilley, P.D., MBA    University of Maryland/Johns  

Hopkins Bayview Medical Center; 
 
George Voxakis, P.D.,  
 
Mark Levi, P.D.,      Epic Pharmacies;  
 
Catherine Crowley,      Maryland Hospital Association; 
 
Carol Rudo, Pharm.D., B.C.P.S.  Veterans Administration Maryland 

Health Care System; 
  
Magaly Rodriquez de Bittner, Pharm.D.  University of Maryland School of  

Pharmacy; 
  

Gary Smith, Pharm.D.     University of Maryland School of  
Pharmacy;  
 

Dr. Russell Moy,      Department of Health and Mental  
Hygiene; 

 
Kimberly Mayer,  Office of the Secretary, Department 

of Health and Mental Hygiene;  
 



 3

Pamela Owens, Esquire,     Office of Governmental Affairs,  
Department of Health and Mental 
Hygiene;  
 

Paul Ballard, Esquire,  Assistant Attorney General, Office 
of the Attorney General;   
  

Geraldine Valentino, Esquire,    Maryland Association of Chain Drug  
Stores;  
 

Donna Stephens,      Bayer; 
 
Walter Hepner, 
 
Murhl Flowers, P.D., Maryland Association of Chain Drug 

Stores and the Maryland Pharmacists 
Association;  

 
Marvin Freedenburg, P.D.  NeighborCare;  
 
Mark Kern,  Mercy Hospital;   
 
Jennifer Burch, Pharm. D.  North Carolina Association of 

Pharmacists; 
  
Alan Friedman, P.D., Kaiser Permanente; 
 
David Moore,  Maryland Society of Health System  

Pharmacists;  
 
Amy Holmes, Pharm. D., 
 
Eleni Anagnostiadis, R.Ph.,  
 
Richard Baylis, P.D.  Maryland Chapter-American Society 

of Consultant Pharmacists 
 
Arnold Clayman, P.D.,  Maryland Chapter-American Society 

of Consultant Pharmacists;  
 
Mark Handelman,  Maryland Chapter-American Society 

of Consultant Pharmacists;   
 
Howard Schiff, P.D.,     Maryland Pharmacist Association;  
 
Mark Sanford, P.D., Maryland Pharmacist Association; 
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Austin Ladic,  University of Maryland Student;  
 
Chris Asher,  University of Maryland Student;   
 
Cherokee Layson-Wolf,  University of Maryland Student;   
 
Jen Jefferson,  University of Maryland Student;   
 
Charron Long,  University of Maryland Student; 
 
Catherine Kiruthi,  University of Maryland Student;  
 
Juliette Laramie,      University of Maryland Student; 
  
Agnes B. Ekiko,      University of Maryland Student;  
 
Raymond Love, Pharm.D.,    Board of Pharmacy & University of  

Maryland School of Pharmacy; 
 

Wayne Dyke, P.D.     Maryland Board of Pharmacy;  
 
Jeanne Furman, P.D.,     Maryland Board of Pharmacy;  
 
Melvin Rubin, P.D.,      Maryland Board of Pharmacy; 
 
LaVerne G. Naesea,      Executive Director, Maryland Board  

of Pharmacy;  
 
James Slade,        Legislative and Regulations Officer,  

Maryland Board of Pharmacy;  
 
Angela Hamlin,  Executive Secretary, Maryland 

Board of Pharmacy;  
 
Joan Lawrence,  Public Relations Officer, Maryland 

Board of Pharmacy;  
 
 

Benefit to the Public 
 
 The following are excerpts taken directly from the American Pharmaceutical 
Association’s website, relating to two of the disease-states discussed by the Work Group.  
Other disease-states such as asthma and anti-coagulation were discussed as well, but are 
not included in this report due to space limitations. 
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Diabetes 

Pharmacists Improve Health Outcomes and Cut the Cost of Providing 
Diabetic Health Care 

The Need: 

Diabetic patients suffer disproportionately from adverse drug events 
requiring hospitalization. These mishaps often result from preventable 
improper use, overuse, and underuse of diabetic drug therapy. Am J 
Health-syst Pharmacy, June 15, 1996; Lakashmann et al, Arch Internal 
Medicine, October 1986. 

• Eighty-six percent of patients receiving care from pharmacists hired by the 
City of Asheville, NC, were highly satisfied with their care. Patients 
reported a higher quality of life and greater ability to function. Interaction 
with diabetes educators increased while payer cost for services decreased. 
Initial data from Asheville suggests the city has saved an estimated 
$14,000 over the first six months of the program. The total cost of 
inpatient and outpatient services declined $20,246 during the 12-month 
treatment period.( "The Asheville Project," Pharmacy Times, supplement 
issue. Romaine Pierson Publishers, Inc. Westbury, NY, October 1998.) 

  

• Community pharmacy. Pharmacists in three pharmacies provided a 
disease management program for patients with hypertension, diabetes, 
asthma, and/or hypercholesterolemia. Experimental group patients 
received pharmacist-directed education and management; control group 
patients received traditional services. Results: Higher average drug cost 
for the intervention group, but net savings of $144-$294 per patient in 
total medical costs, adjusted for disease severity, comorbid conditions, 
and age. Pharmacist monitoring of blood pressure, cholesterol, glucose, 
peak flow rate allowed early warnings to physicians of adverse effects, 
suboptimal control of the disease, and poor adherence to therapy. (Munroe 
WP, et al. Economic Evaluation of Pharmacist Involvement in Disease 
Management in a Community Pharmacy Setting. Clin Ther. 
1997;19(1):113-123.)  

 

• Long Term Care Facility. A pharmacist who had been granted the 
authority to change the drug therapy of diabetic patients significantly 
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improved control of blood sugar, compared to the same pharmacist's 
activities in a control facility where the pharmacist was empowered only 
to make recommendations for drug therapy. (Cooper JW. Consultant 
Pharmacist Contribution to Diabetes Mellitus Patient Outcomes in Two 
Nursing Facilities. Cons Pharm. 1995;10(1):40-45.)  

… 

• Ambulatory Care. Pharmacist-to-patient teaching was effective in 
improving the quality of both the process and outcomes of care. 
Experimental group patients were significantly more compliant in keeping 
clinic appointments; experienced fewer medication errors; had improved 
symptoms for five of eight symptoms monitored; required fewer changes 
in therapy; had fewer hospital admissions and fewer medical contacts. 
Pharmacists spent 2.3 times as much time working with experimental 
group patients as control patients. Randomized controlled study. (Sczupak 
CA, Conrad WF. Relationship Between Patient-Oriented Pharmaceutical 
Services and Therapeutic Outcomes of Ambulatory Patients with Diabetes 
Mellitus. Am J Hosp Pharm. 1977;34:1238-1242.)  

Hyperlipidemia 
• Project ImPACT (Improve Persistance And Compliance with 

Therapy):Hyperlipidemia, initiated in 1996, is an ongoing, two-year, 
community-pharmacy based demonstration project being conducted by the 
American Pharmaceutical Association Foundation. The project is 
documenting the contributions pharmacists can make to health and quality 
of life in patients with lipid disorders. As of spring 1998, pharmacists at 
29 of the original 32 sites were continuing to conduct cholesterol testing 
and provide this patient-focused disease state management service in their 
practice. In preliminary results in 469 patients who had continued in the 
project for an average of 14 months, observed rates for persistence and 
compliance with medication therapy were 84.0% and 84.3% respectively, 
and 44.3% of the patients had reached their National Cholesterol 
Education Program (NCEP) lipid goals. (Bluml BM, McKenney JM, 
Cziraky MJ and Elswick RK, Jr, Interim report from Project 
ImPACT:Hyperlipidemia J Amer Pharm Assoc 1998. 38:529-534 

American Pharmaceutical Association, Clinical Evidence of the Value of 
Pharmacists (visited February 7, 2002) <http://aphanet.org/>. 

 
Work Group History-  
Summary of Minutes 

 

http://www.aphanet.org/pharmcare/#top
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 Senate Bill 772 was introduced to the Maryland General Assembly during the 
2001 legislative session.  SB 772 passed the Senate with amendments, and was assigned 
to the Environmental Matters Committee of the House of Delegates.  The Environmental 
Matters Committee held a hearing on April 3, 2001.  On April 8, 2001, Chairman Guns 
held an informal meeting involving interested parties.  At that meeting the issue was 
referred for summer study and the Board of Pharmacy hosted the first meeting of the 
Drug Therapy Management Work Group on May 2, 2001.   
 

Chairman Ades reviewed the charge of the Work Group, and indicated that 
Chairman Guns requested that corresponding regulations be developed as well.   

 
Dr. Gary Smith from the University of Maryland School of Pharmacy made a 

presentation on the University’s Doctor of Pharmacy program.  A Doctor of Pharmacy 
degree is also known as a Pharm.D.  The presentation included a summary of the 
program and its key goals, which include teaching students about drug therapy 
management, improving outcomes of patients, and ensuring students’ competencies, 
knowledge, attitudes, values, and skills in the practice of pharmacy.  He indicated that the 
Pharm.D. program is a 6 year program consisting of 2 years prior college and 4 years of a  
Pharm.D. curriculum.   

 
Reasons for drug therapy management were noted by proponents of drug therapy 

management which included: 
 

♦   Rising cost for medical care;  
♦   Pharmacists are experts in dispensing drugs; 
♦ Clinical data and studies have shown that patients have greater success when 

involved in collaborative practices that include pharmacists; 
♦   Patients are receptive and appreciative of involvement of pharmacists; 
♦   30 states have passed similar legislation; 
♦   Many physicians have embraced drug therapy management agreements as a means 

of providing better care for their patients. 
 
Concerns were then listed by MedChi, which included: 
 
♦ There are no provisions in SB 772 for the duration of delegation to pharmacists, 

how the treatments will be modified, and provisions for the patients who elect to 
withdraw from treatment after its been initiated;  

♦ There are no provisions in SB 772 for ‘informed consent’ by patients for the 
collaborative arrangement; 

♦ There are no provisions in SB 772 for record keeping; 
♦ There are liability issues related to treatment errors; 
♦ Privacy and confidentiality concerns need to be addressed. 
♦ Could HMOs begin pressuring or inducing patients to enter into collaborative 

agreements?; 
♦ Any therapeutic substitution is a concern; 
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♦ The Boards of Pharmacy and Physician and Quality Assurance will collaborate on 
the regulations that interpret the statute—Mr. Schwartz, representing MedChi,  felt that 
details and interpretations should be spelled-out in the statute instead of leaving it to the 
Boards to work out in regulations.  

 
The Pharmaceutical Research and Manufacturers of America (PhRMA), indicated 

that its only concern was use of the word “modification,” relating to the ability of 
pharmacists to make certain modifications in medication upon dispensing. 
 

The Board of Physician Quality Assurance (BPQA) stated that current collaborative 
practice agreements in another health care profession do not include input from BPQA 
except for the appointment of representatives to the Collaborative Practice Committee.  
BPQA would be interested in more involvement on its part as far as the review/appeal of 
drug therapy management agreements. 

 
Discussion of these issues ensued.  The Work Group reviewed specific language from 

existing drug therapy laws in Virginia, North Carolina, and Florida.  Specifically tailored 
suggestions were made, including requiring anyone who may be on a review committee 
to report back to the designee’s respective health occupations board concerning the 
progress of any review committee. 

   
Other issues were discussed as well, which included the need for such legislation if it 

is already occurring, specific time frames for transmitting new information in patient 
records, and anti-trust issues.   

 
It was indicated that a form of drug therapy management is occurring in 

institutions, but that presently it could not be performed in non-institutional settings.  
Delegation by physicians to pharmacists was discussed as well, but it was noted that a 
change in the law would have to occur.   

 
Dr. Dembo, representing MedChi, presented at the August 2, 2001 meeting of the 

Work Group, and indicated that there is a difference between delegating to a professional 
in a controlled setting such as an institution, and delegating to a professional in a 
community setting.  He suggested that having “physician extenders” such as pharmacists, 
in the community may work well as long as there are “significant additives” to offset the 
controls that are only available in institutional settings.  It was noted by Dr. Love, a 
Board of Pharmacy Commissioner, that one additive would be a credentialing mechanism 
for pharmacists performing under a drug therapy management agreement.  Other issues 
were raised and discussed. 

 
Kevin Rossiter, M.D., and Charles Twilley, Pharm.D., a physician and pharmacist 

respectively, who are performing drug therapy related to anti-coagulation at Johns 
Hopkins Hospital-Bayview presented at the August 2, 2001 meeting as well.  Dr. Twilley 
stated that drug therapy management provides: 

 
♦   Continuity of care;  
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♦  Shorter periods of instability for patients;  
♦  Better quality of care for patients with chronic diseases; and  
♦  More effective patient monitoring.   
 
Dr. Rossiter stated that the concept and practice of drug therapy management is 

long overdue for patient-centered treatment regimens.  He further stated that, with the 
proper safe guards in place, drug therapy management could, and should, be extended to 
the community practice.   
 
 At the September 21, 2001 meeting, Jennifer Burch, Pharm.D., a community 
pharmacist in North Carolina who performs drug therapy management, presented to the 
Work Group.  She indicated that she performs therapy management in her community 
pharmacy, physicians offices, and other locations such as Duke University.  Dr. Burch 
indicated that she performs therapy management pursuant to written instructions from her 
directing physician and that the therapy management can include changing or substituting 
therapies or ordering tests.  She indicated that the agreements between the physicians and 
pharmacists are patient and disease-state specific.  Dr. Burch said that implementation of 
the North Carolina law changed physicians’ perception.  For example, she stated that:  
 

♦♦♦♦   Drug therapy management does not increase risk to the patient but actually 
reduces it; 

♦   Patients increased their visits to their physician rather than decreased them due 
to the tracking of the disease by the pharmacist, which lead to referral by pharmacists to 
the patient’s physician when disease state changes were noted; 

♦   Patients increased their adherence to treatment plans due to drug therapy 
management.  Rather than the care plans not being followed, compliance was actually 
improved because of the continuous knowledge of patients’ adherence to drug therapies; 
and 

♦♦♦♦   Rather than losing income, physicians had opportunities to increase revenue by     
shifting routine visits to the pharmacist, thus enabling more time to see other patients.  

 
Dr. Burch noted that the basis of therapy management agreements rests on 

whether physicians are comfortable working with pharmacists.  Questions and discussion 
followed her presentation.  From the discussion, it was noted that different disease-states 
require different reporting of updates to the physician.  She also indicated that the 
patients she manages pay cash for the service, and that she requires the patient to return 
to their physician on a quarterly basis.  Physicians are required to perform a weekly 
review of the patient’s progress as well.  She indicated that drug therapy management 
was occurring in North Carolina before the bill, and was then asked why they needed the 
law.  She said that because it was unclear what a pharmacist could do pursuant to an 
agreement, it was needed.  Additionally, she indicated that the law allows her to do things 
she could not, prior to the law.  Ms. Crowley, of the Maryland Hospital Association, 
indicated that a law would give the Boards the ability to monitor agreements in the 
interest of public safety. 
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Mr. Schwartz discussed concepts that MedChi might accept, including a disease-
state specific law, and an arrangement where the physician and pharmacist are in the 
same location. Dr. Rodriguez de Bittner indicated that therapy management was already 
occurring in settings where the physician and pharmacist were in the same location. 

 
The Work Group obtained an Opinion of the Attorney General, with respect to the 

following questions. 
 
1. What legal authority currently permits a pharmacist to enter into a collaborative 

agreement or protocol with a physician concerning drug therapy in an institutional setting 
such as a hospital?  Are such collaborative agreements limited to institutional settings 
where the physician and pharmacist work in the same location? 

 
2. To what extent may such an agreement or protocol permit a pharmacist to modify 

a prescription issued by a physician? 
 
3. Assuming that the General Assembly enacts a law to allow collaborative practice 

agreements between physicians and pharmacists, subject to the approval of licensing 
boards, under which a pharmacist could modify a physician’s prescription according to 
an agreement [sic], without prior authorization from the physician.  What are the antitrust 
implications of a licensing board’s refusal to approve such an agreement?  

 
Please find attached the Attorney General’s Opinion. 
 
The Work Group met in December 2001 to review bill text.  On January 7, 2002, a 

contingent of the Work Group met with MedChi to discuss the progress of the Work 
Group and the proposed bill.  MedChi’s House of Delegates reviewed the bill text after 
the January 7, 2002 meeting and issued a resolution stating that MedChi may support a 
bill if certain issues are addressed in the bill.  The issues were addressed in the bill. 
 
 To receive copies of the Work Group meeting minutes or any documents that 
were handed out at a Work Group meeting, please contact the Maryland Board of 
Pharmacy at 410-764-4755. 
 

Concepts for Regulations 
 
 The Work Group discussed many issues.  Some issues are addressed in the bill; 
others will be developed in regulations.  Specific text of the corresponding regulations 
was not developed due to time constraints, but the following are topics that will be 
reviewed and potentially addressed in regulations, depending on the enacted version of 
the statute.  Other topics will arise as the regulations develop. 
 
 Regulatory topics may include: 
 
1. Additional requirements the pharmacist must meet in order to qualify to enter into 
a physician-pharmacist agreement; 
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2. Approval process for physician-pharmacist agreements; 
 
3. What is equivalent to a doctor of pharmacy degree for the purpose of qualifying to 
enter into a physician-pharmacist agreement; 
 
4. Continuing education; 
 
5. Establishing a procedure to allow for the approval, modification, continuation or 
disapproval of specific protocols by the Boards of Physician Quality Assurance and 
Pharmacy;  
 
6. Establishing guidelines concerning the use of protocols, including 
communication, documentation and other relevant factors; and 
 
7. Establishment of fees. 
 

Developed Bill Text and Analysis. 
 
 The developed bill text that the Work Group developed is bolded and the analysis 
is not in bold text. 
 
 
   SECTION 1. BE IT ENACTED BY THE GENERAL ASSEMBLY OF MARYLAND, 
That the Laws of Maryland read as follows: 
 
                                                                 Article - Health Occupations 
 
 
SUBTITLE 1. DEFINITIONS; GENERAL PROVISIONS. 
 
§ 12-101.  
      (a)      In this title the following words have the meanings indicated. 
…  
      (p)      (1)      "Practice pharmacy" means to engage in any of the following 
activities:  
                  (i)      Providing pharmaceutical care;  
                  (ii)      Compounding, dispensing, or distributing prescription drugs or 
devices;  
                  (iii)      Compounding or dispensing nonprescription drugs or devices;  
                  (iv)      Monitoring prescriptions for prescription and nonprescription 
drugs or devices;  
                  (v)      Providing information, explanation, or recommendations to 
patients and health care practitioners about the safe and effective use of 
prescription or nonprescription drugs or devices; [or]  
                  (vi)      Identifying and appraising problems concerning the use or 
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monitoring of therapy with drugs or devices; OR 
                  (VII)    ACTING WITHIN THE PARAMETERS OF A THERAPY  
MANAGEMENT CONTRACT, AS PROVIDED UNDER SUBTITLE 6A OF THIS 
TITLE.1 
            (2)      "Practice pharmacy" does not include the operations of a person who 
holds a permit issued under §§ 12-601 and 12-602 of this title.  
   

This provision adds to the definition of “practice pharmacy” acting under the 
parameters of a therapy management contract.  The word “agreement” in SB 772 was 
changed to the word “contract” in proposed §12-101(p)(vii) based on the Drug Therapy 
Management Work Group’s discussions.  SB, 415th Leg. Sess.(2001). Other than this one 
change the text is identical to SB 772.   
 

SUBTITLE 6A.  THERAPY MANAGEMENT CONTRACTS. 
 

 
12-6A-01. 
 
        IN THIS SUBTITLE THE FOLLOWING WORDS HAVE THE MEANINGS 
INDICATED. 
 
 (A) "INSTITUTIONAL FACILITY” MEANS, AN ENTITY OTHER 
THAN A NURSING HOME WHOSE PRIMARY PURPOSE IS TO PROVIDE A 
PHYSICAL ENVIRONMENT FOR PATIENTS TO OBTAIN INPATIENT OR 
EMERGENCY CARE, EXCEPT FOR URGENT CARE FACILITIES THAT ARE 
NOT PART OF AN INSTITUTION. 
 

The definition of an “institutional facility” is derived directly from the Code of 
Maryland Regulations 10.34.03.02, Inpatient Institutional Pharmacy, Definitions.  This 
definition is important because institutional facilities are excluded from having to operate 
pursuant to therapy management contracts under this text.  A limited form of drug 
therapy management is presently occurring in institutional facilities under the Board of 
Pharmacy’s “Inpatient Institutional Pharmacy” regulations. 
  
   (B) “LICENSED PHARMACIST” MEANS AN INDIVIDUAL WHO IS 
LICENSED TO PRACTICE PHARMACY UNDER TITLE 12 OF THIS 
ARTICLE.  
 

This text may not be required since term “licensed pharmacist” is already defined 
under Title 12.  MD. CODE ANN., [HEALTH OCC.]§12-101(2000). 
 

(C) "LICENSED PHYSICIAN" MEANS AN INDIVIDUAL WHO IS 
LICENSED TO PRACTICE MEDICINE UNDER TITLE 14 OF THIS ARTICLE. 
 
          (D) “PHYSICIAN-PHARMACIST AGREEMENT” MEANS AN 
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APPROVED AGREEMENT BETWEEN A LICENSED PHYSICIAN AND A 
LICENSED PHARMACIST THAT IS DISEASE-STATE SPECIFIC 2 AND 
SPECIFIES THE PROTOCOLS THAT MAY BE USED. 

 
The “physician-pharmacist agreement” is an agreement between the physician 

and the pharmacist and is approved by the Boards of Physician Quality Assurance and 
Pharmacy.  It is disease-state specific.  For example, the physician and the pharmacists 
may agree that the pharmacist may manage asthma under an approved protocol.  The 
agreement will then specify the protocol or protocols under which the pharmacist may 
act.  Drug therapy management is targeted at managing chronic diseases including 
asthma, diabetes, anticoagulation, and hyperlipidemia.   
 

The agreement is one step in several that will allow a pharmacist to perform drug 
therapy in non-institutional settings.  The agreement can be used to treat more than one 
patient. 
 

(E) “PROTOCOL” MEANS 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. 

 
The “protocol” is the starting point for drug therapy management.  It sets out a 

course of treatment for a disease-state, and may apply to more than one patient with a 
particular disease-state. 

 
(F) "THERAPY MANAGEMENT CONTRACT"  

 
(1) MEANS A VOLUNTARY, WRITTEN ARRANGEMENT 

SIGNED BY EACH PARTY TO THE ARRANGEMENT,3 THAT IS DISEASE-
STATE SPECIFIC4 BETWEEN: 
 

(i) ONE LICENSED PHARMACIST AND THE LICENSED 
PHARMACIST’S DESIGNATED ALTERNATE LICENSED PHARMACISTS; 
 

(ii) ONE LICENSED PHYSICIAN AND ALTERNATE 
DESIGNATED LICENSED PHYSICIANS INVOLVED DIRECTLY IN PATIENT 
CARE; AND 
 
                                                 
2   Pursuant to MedChi’s memorandum entitled “Compromise on Therapy Management Agreements-
Report.” 
  
3   Pursuant to MedChi’s memorandum entitled “Compromise on Therapy Management Agreements-
Report.” 
 
4   From North Carolina.  Stat. 90-18(c)..3a 
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           (iii) ONE PATIENT RECEIVING CARE FROM A 
LICENSED PHYSICIAN AND A LICENSED PHARMACIST PURSUANT TO A 
PHYSICIAN – PHARMACIST AGREEMENT AND PROTOCOL UNDER THIS 
CHAPTER;5 AND 
 
                      (2)  SHALL BE RELATED TO TREATMENT USING DRUG 
THERAPY, LABORATORY TESTS OR MEDICAL DEVICES, UNDER 
DEFINED CONDITIONS OR LIMITATIONS, FOR THE PURPOSE OF 
IMPROVING PATIENT OUTCOMES.    
 

The “therapy management contract” is the final step in the arrangement.  It is: 
 
1.  Patient-specific; 
 
2. Disease-state specific; 
 
3. Voluntarily entered into and signed by all parties, including alternate health care  
providers; 
 
4. In writing; 
 
5. Allows for alternate health care providers to promote continuity of care; and 
 
6. Establishes the parameters of therapy management as relating to treatment using  
drug therapy, laboratory test or medical devices provided there are defined conditions and 
limitations as may be established in the protocol, the physician-pharmacist agreement or 
the therapy management contract. 
 
12-6A-02. 
 
 A THERAPY MANAGEMENT CONTRACT IS NOT REQUIRED FOR 
THE MANAGEMENT OF PATIENTS IN AN INSTITUTIONAL FACILITY.6 
 

Institutions are excluded from the bill.  Such facilities have a highly controlled 
environment, and established protocols that have proven to be effective. 
 
12-6A-03. 
 

A PHARMACIST AUTHORIZED TO ENTER INTO A PHYSICIAN-
PHARMACIST AGREEMENT SHALL: 

 

                                                 
5   Added to address Del. Morhaim’s concern that it should be a three-way agreement.  June 7, 2001 Work 
Group meeting. 
 
6  The section is derived from Virginia Practice Act § 54.1-3300. 
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(A) BE LICENSED TO PRACTICE PHARMACY UNDER TITLE 12 
OF THIS ARTICLE;  
 

(B) HAVE: 
 

(I) A DOCTOR OF PHARMACY DEGREE; OR 
 
(II) EQUIVALENT TRAINING AS ESTABLISHED IN  

REGULATIONS ADOPTED UNDER THIS SUBTITLE7; 
 

(C) BE APPROVED BY THE BOARD OF PHARMACY TO ENTER 
INTO A PHYSICIAN-PHARMACIST AGREEMENT WITH A LICENSED 
PHYSICIAN(S) IN ACCORDANCE WITH THIS SUBTITLE;8 AND 
 

(D) MEET THE REQUIREMENTS THAT ARE ESTABLISHED IN 
REGULATIONS ADOPTED UNDER THIS SUBTITLE.9 
 

§12-6A-03 sets out the requirements that a pharmacist must meet in order to 
consider entering into a therapy management contract with a physician.  The first 
requirement is that the pharmacist be licensed.  The pharmacist must also have either a 
Doctor of Pharmacy or equivalent training as will be established in regulations.   
 

There are two types of pharmacy degrees that pharmacists may possess.  One is 
the Doctor of Pharmacy, which requires the completion of a six curriculum.  All 
universities nationwide that are accredited by the American Council on Pharmaceutical 
Education were required to change their programs to Pharm.D. programs.  As of 1994, 
the University of Maryland changed its program to strictly a Doctor of Pharmacy 
program.  The first two years of a Doctor of Pharmacy degree consist of preliminary 
undergraduate studies.  The final four years consists of pharmacy training as indicated in 
the History section of this report.   

 
The other type of pharmacy degree is the Bachelor of Science in Pharmacy, which 

was a five year program consisting of two years preliminary undergraduate study and 
three years of pharmacy training.  Regulations must be developed to allow certain 
pharmacists with Bachelor of Science degrees to perform drug therapy management 
because these pharmacists have acquired valuable experience practicing pharmacy.  It 
would not benefit the public health to exclude qualified Bachelor of Science pharmacists 
from performing drug therapy management.    

                                                 
7   “ADOPTED UNDER THIS SUBTITLE” was added pursuant to the request of the Board of Pharmacy’s 
Counsel. 
 
8   Derived from the North Carolina statute.  §90-85.3.   
 
9  “ADOPTED UNDER THIS SUBTITLE” was added pursuant to the request of the Board of Pharmacy’s 
Counsel. 
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12-6A-04. 
 

(A) A LICENSED PHYSICIAN AND A LICENSED PHARMACIST 
WHO WISH TO ENTER INTO THERAPY MANAGEMENT CONTRACTS 
SHALL HAVE AN APPROVED PHYSICIAN-PHARMACIST AGREEMENT. 

 
(B) A PHYSICIAN-PHARMACIST AGREEMENT REQUIRES 

APPROVAL OF THE BOARD OF PHYSICIAN QUALITY ASSURANCE AND 
THE BOARD OF PHARMACY. 
 

The Boards of Physician Quality Assurance and Pharmacy must approve the 
physician-pharmacist agreement. 
 

(C) REASONS FOR DISAPPROVAL OF A PHYSICIAN-
PHARMACIST AGREEMENT WILL BE BASED UPON: 

 
(1) INADEQUATE TRAINING, EXPERIENCE OR 

EDUCATION OF THE PHYSICIANS OR PHARMACISTS, TO IMPLEMENT 
THE PROTOCOL OR PROTOCOLS SPECIFIED IN THE AGREEMENT; OR10 
 

(2)     FAILURE TO SATISFY REQUIREMENTS OF: 
 

(I) THIS TITLE OR TITLE 14 OF THE HEALTH 
OCCUPATIONS ARTICLE, ANNOTATED CODE OF MARYLAND; OR 

 
(II) REGULATIONS ESTABLISHED BY THE BOARD 

OF PHYSICIAN QUALITY ASSURANCE AND THE BOARD OF PHARMACY 
ADOPTED UNDER THIS SUBTITLE.11  
 

Section C was added based on the discussion of the Drug Therapy Management 
Work Group, and the Opinion of the Attorney General, which indicated that specifying 
the reasons for disapproval of an agreement or other document will help to avoid future 
anti-trust lawsuits.  Please find attached a copy of the Attorney General’s Opinion. 
 

(D) A PHYSICIAN-PHARMACIST AGREEMENT SHALL BE VALID 
FOR 2 YEARS FROM THE DATE OF ITS FINAL APPROVAL BY THE 
BOARDS OF PHYSICIAN QUALITY ASSURANCE AND PHARMACY UNLESS 

                                                 
10  Inserted to address the anti-trust issue.  Re-worked pursuant to the Board of Pharmacy’s Counsel.  
 
11   “ADOPTED UNDER THIS SUBTITLE” was added pursuant to the request of the Board of Pharmacy’s 
Counsel. 
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RENEWED IN ACCORDANCE WITH ESTABLISHED REGULATIONS 
ADOPTED UNDER THIS SUBTITLE.12 
 

To avoid a physician-pharmacist agreement becoming stale, the agreement is 
valid for two years.  Renewal of such agreements will be allowed, but will be further 
developed in regulations. 
 
12-6A-05. 
 
    A. SUBJECT TO THE REGULATIONS ADOPTED UNDER THIS 
SUBTITLE, A LICENSED PHARMACIST MAY ENTER INTO A THERAPY 
MANAGEMENT CONTRACT INITIATED BY A LICENSED PHYSICIAN. 
 

A therapy management contract must be initiated by the physician. 
 
 B. A LICENSED PHARMACIST MAY NOT EMPLOY OR PROVIDE 
ECONOMIC INCENTIVES TO A LICENSED PHYSICIAN FOR THE PURPOSE 
OF ENTERING INTO A THERAPY MANAGEMENT CONTRACT OR A 
PHYSICIAN-PHARMACIST AGREEMENT.13 
  

Provision B was drafted to avoid a pharmacist, or group of pharmacists, hiring a 
physician to provide business for the pharmacist or pharmacists.  This provision was 
placed in the text at MedChi’s request.   
 
12-6A-06. 
 

A PROTOCOL: 
 

(A) MAY AUTHORIZE: 
 

    (1) THE MODIFICATION, CONTINUATION, AND 
DISCONTINUATION OF DRUG THERAPY UNDER WRITTEN, DISEASE-

                                                 
12  The 2 years is taken from the Virginia regulation which talks about the agreement between the physician 
and the pharmacist, but which requires no approval by a licensing board. VA BReg 18 VAC 110-40-40 
(D).  The regulation reads specifically: 
 

D. An agreement shall be valid for a period not to exceed two years.  The 
signatories shall implement a procedure for reviewing and, if necessary, revising the 
procedures and protocols of a collaborative agreement at least every two years. 

 
“ADOPTED UNDER THIS SUBTITLE” was added pursuant to the Board of Pharmacy’s 
Counsel. 
 
13   Requested in MedChi’s memorandum entitled “Compromise on Therapy Management Agreements-
Report.” 
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STATE SPECIFIC14 PROTOCOLS; 
 
    (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.15 
 

Section A establishes the parameters of a protocol.  Again, the protocol is the 
most general document in the three-document chain, which leads to a therapy 
management arrangement. 

 
(B) MAY NOT AUTHORIZE ACTS THAT EXCEED THE SCOPE OF 

PRACTICE OF THE PARTIES TO THE THERAPY MANAGEMENT 
CONTRACT. 
 

(C) SHALL PROHIBIT THE SUBSTITUTION OF A CHEMICALLY 
DISSIMILAR DRUG PRODUCT BY THE PHARMACIST FOR THE PRODUCT 
PRESCRIBED BY THE PHYSICIAN, UNLESS PERMITTED IN THE THERAPY 
MANAGEMENT CONTRACT. 16 
 

Section C requires the protocol to prohibit the substitution of chemically 
dissimilar drugs by the licensed pharmacist, unless the substitution is recognized in the 
therapy management contract.  Any such substitution is contingent on the physician 
authorizing the substitution. 
 
12-6A-07 
 

(A) A THERAPY MANAGEMENT CONTRACT SHALL ONLY 
APPLY TO CONDITIONS FOR WHICH PROTOCOLS HAVE BEEN 
APPROVED BY THE BOARD OF PHYSICIAN QUALITY ASSURANCE AND 
THE BOARD OF PHARMACY UNDER THE REGULATIONS ADOPTED 
UNDER THIS SUBTITLE. 
 

Protocols must be approved by the Boards of Physician Quality Assurance and 
Pharmacy. 

 

                                                 
14   Based on the discussion of the Work Group. 
 
15   Addresses MedChi’s concern regarding modification of treatments.  Proposed §12-6A-06(A) is based 
on Virginia Practice Act §54.1-3300.1.  
 
16   Derived from the North Carolina statute § 90-18.4, in response to PhRMA’s concern.   
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(B) A THERAPY MANAGEMENT CONTRACT SHALL TERMINATE 
ONE YEAR FROM THE DATE OF ITS SIGNING, UNLESS RENEWED BY THE 
LICENSED PHYSICIAN, LICENSED PHARMACIST AND PATIENT.17 

 
To avoid a contract becoming stale, therapy management contracts terminate one 

year from the date of the signing of the contract.  The parties involved may renew the 
contract at one-year increments. 
  

(C) A THERAPY MANAGEMENT CONTRACT SHALL INCLUDE: 
 

(1)  A STATEMENT THAT NONE OF THE PARTIES 
INVOLVED IN THE THERAPY MANAGEMENT CONTRACT HAVE BEEN 
COERCED, GIVEN ECONOMIC INCENTIVES, EXCLUDING NORMAL 
REIMBURSEMENT FOR SERVICES RENDERED, OR INVOLUNTARILY 
REQUIRED TO PARTICIPATE;18 
 

(2) NOTICE TO THE PATIENT INDICATING HOW THE 
PATIENT MAY TERMINATE THE THERAPY MANAGEMENT CONTRACT;19  

 
(3) A PROCEDURE FOR PERIODIC REVIEW BY THE 

PHYSICIAN, OF THE DRUGS MODIFIED PURSUANT TO THE AGREEMENT 
OR CHANGED WITH THE CONSENT OF THE PHYSICIAN;20 AND 

 
(4) REFERENCE TO AN APPROVED PROTOCOL(S), WHICH 

WILL BE PROVIDED TO THE PATIENT UPON REQUEST. 
 

Therapy management contracts are not approved by the Boards of Physician 
Quality Assurance or the Board of Pharmacy to allow flexibility in the implementation of 
drug therapy management.  The therapy management contract is required to contain 
certain elements as established in this provision.  
  
 (D) ANY PARTY TO THE THERAPY MANAGEMENT CONTRACT 
MAY TERMINATE THE CONTRACT AT ANY TIME. 21  

                                                 
17   Pursuant to MedChi’s request in its memorandum entitled “Compromise on Therapy Management 
Agreements-Report.” 
 
18 Section C (1) was added to address Del. Morhaim’s concerns regarding non-coercion and the patient’s 
right to know how to terminate an agreement.  June 7, 2001 Work Group meeting.  
 
19  Section C (2) was added to address Del. Morhaim’s concerns regarding non-coercion and the patient’s 
right to know how to terminate an agreement.  June 7, 2001 Work Group meeting.  
 
20   Derived from the North Carolina statute § 90-18.4, in response to PhRMA’s concern.   
 
21   Based on MedChi’s memorandum entitled “Compromise on Therapy Management Agreements- 
Report.”   
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(E) FEES TO BE PAID TO THE BOARD OF PHYSICIAN QUALITY 
ASSURANCE AND BOARD OF PHARMACY RELATED TO THERAPY 
MANAGEMENT SHALL BE ESTABLISHED IN REGULATIONS.22 

Fees will be established in regulations that will cover the expenses created by this 
bill, including increased per diems for Board members and the cost of the study required 
under Section 4. 

12-6A-08. 

A. COMPLETE PATIENT RECORDS SHALL BE RETAINED AND 
MAINTAINED BY THE PHYSICIAN. 

 
B. THE LICENSED PHYSICIAN’S PATIENT RECORD SHALL BE 

FULLY UPDATED IN WRITING23 BY THE LICENSED PHARMACIST IN A 
TIMELY MANNER, AS DETAILED IN THE PHYSICIAN-PHARMACIST 
AGREEMENT24 
 

Maintenance of complete and timely patient records is important to the care of the 
patient.  Different disease-states will require different times for reporting updates.  Due to 
this consideration, the time for reporting will be established in the physician-pharmacist 
agreement, which will be developed by the health care practitioners and approved by the 
Boards.   
 
12-6A-09. 
 
NOTHING IN THIS SUBTITLE MAY BE CONSTRUED TO SUPERSEDE THE 
PROVISIONS OF ARTICLE 27, § 288(C) OF THE CODE. 
 

Article 27 is the Criminal Law Article.  §288 is under the Controlled Dangerous 
Substance Title and is entitled “Certain unlawful acts particularly applicable to 
registrants.”  The Criminal Law Article is being re-codified this session, so the section 
number may change. 
 
12-6A-10. 
 
    (A) SUBJECT TO SUBSECTION (B) OF THIS SECTION, THE BOARD 

                                                 
 
22  To cover the expenses incurred by the Boards to process the certification applications, approval of 
physician-pharmacist agreements and protocols, and to pay for the study required in Section 4.  
 
23  Based on MedChi’s memorandum entitled “Compromise on Therapy Management Agreements- 
Report.”  
 
24  After discussion by the Work Group at the August 2, 2001 Work Group meeting, Mr. Baylis suggested 
this text.   
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OF PHARMACY, TOGETHER WITH THE BOARD OF PHYSICIAN QUALITY 
ASSURANCE, SHALL JOINTLY DEVELOP AND ADOPT REGULATIONS TO 
IMPLEMENT THE PROVISIONS OF THIS SUBTITLE. 
 
   (B) THE REGULATIONS ADOPTED UNDER SUBSECTION (A) OF 
THIS SECTION SHALL INCLUDE PROVISIONS THAT: 
 
   (1) DEFINE THE CRITERIA FOR PHYSICIAN-PHARMACIST 
AGREEMENTS; 
 
      (2) ESTABLISH GUIDELINES CONCERNING THE USE OF 
PROTOCOLS, INCLUDING COMMUNICATION, DOCUMENTATION AND 
OTHER RELEVANT FACTORS;25 AND 
 
      (3) ESTABLISH A PROCEDURE TO ALLOW FOR THE 
APPROVAL, MODIFICATION, CONTINUATION OR DISAPPROVAL OF 
SPECIFIC PROTOCOLS BY THE BOARDS OF PHYSICIAN QUALITY 
ASSURANCE AND PHARMACY.  
 

§12-6A-10 requires the Boards of Physician Quality Assurance and Pharmacy to 
jointly promulgate regulations relating to drug therapy management.  It also specifies 
issues that must be addressed in regulations. 
   
SECTION 2.  AND BE IT FURTHER ENACTED, That regulations shall be 
published within 6 months of the effective date of this Act. 
 
SECTION 3.  AND BE IT FURTHER ENACTED, That the Board of Pharmacy and 
the Board of Physician Quality Assurance shall report to the Governor and, in 
accordance with § 2-1246 of the State Government Article, the General Assembly on 
or about 4 years from the date of the enactment of this statute’s corresponding 
regulations, on the effect of this Act and any recommendations for legislative or 
regulatory action.26 
 

The intent is to inform the legislature on the progress made under this bill, relay 
any relevant collected information obtained under the study, and to make any 
recommendations for legislative or regulatory amendment   
 
SECTION 4.  AND BE IT FURTHER ENACTED That the Department of Health 
and Mental Hygiene shall sponsor a study to assess the outcomes achieved by drug 
therapy management under this subtitle.27 
                                                 
25   Suggested at the May 2, 2001 meeting of the Drug Therapy Management Work Group Meeting. 
 
26   The Work Group determined that it would take approximately complete 5 years to implement and 
evaluate the Act. 
 
27   Added pursuant to the discussion at the January 7, 2002 meeting with MedChi. 
 



 22

 
The Board of Pharmacy, and if the Board of Physician Quality Assurance wishes, 

the Board of Physician Quality Assurance will study the outcomes of non-institutional 
drug therapy management.  This study will be paid for out of fees collected under the 
regulations developed under this subtitle. 
 
SECTION 5. AND BE IT FURTHER ENACTED, That this Act shall take effect on 
the date of the enactment of its corresponding regulations, but no sooner than 
October 1, 2002. It shall remain effective for a period of 5 years from the date of the 
enactment of its corresponding regulations and, at the end of that period, unless 
action is taken by the General Assembly, this Act shall be abrogated and of no 
further force and effect. 
 

The intent is to allow 5 complete years to develop drug therapy management, 
which will likely include credentialing of pharmacists, renovation of pharmacies to 
provide private and confidential settings and other prerequisites as established in 
regulations. 
 

Certain small variations may occur in the actual text of the bills introduced.  
These variations will be reviewed to ensure the accuracy of the Work Group’s intent.     
 

Drug Therapy Management Outline 
 
 The following is an outline that sets out how a therapy management contract is 
developed.  The outline is based solely on the developed bill text. 
 
1. First, the pharmacist must qualify to enter into a physician-pharmacist agreement 
and be approved by the Board of Pharmacy. 
 
2. The disease-state specific protocol is approved by the Boards of Physician Quality 
Assurance and Pharmacy.  The protocol may be used for more than one patient. 
 
3. The disease-state specific physician-pharmacist agreement is approved by the 
Boards of Physician Quality Assurance and Pharmacy.  The agreement may be applied to 
more than one patient, and will reference the approved protocol or protocols under which 
the physician and pharmacist may act. 
 
 The agreement must be renewed bi-annually pursuant to developed regulations. 
 
4. The physician, pharmacist, their alternates and the patient enter into a disease-
state specific therapy management contract.  The contract is patient-specific and, 
provided the contract meets the minimal requires established in the proposed statute and 
regulations to be developed, does not have to be approved by the Boards. 
 
 The contract must be renewed annually. 
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Work Group Comments 
 
 Due to the fact that the Board of Pharmacy does not represent the parties involved 
in the Work Group, the Board allowed any party that participated in the Work Group to 
submit comments, not to exceed two pages, which would be attached to the Drug 
Therapy Management Work Group’s report.  The participants were not required to 
submit comments.  Please find attached the following comment: 
 
1. The Maryland Association of Chain Drug Stores. 
 

Attachments 
 
1. Attachment A- Two page comments from members of the Drug Therapy 
Management Work Group; and 
 
2. Attachment B- An Opinion of the Attorney General regarding issues raised. 
 
 

Conclusion 
 
 The Board of Pharmacy believes that the developed bill will protect the public 
health, and will in fact improve it.  The Board thanks all of the groups that participated in 
the Drug Therapy Management Work Group, and those legislators and their staff who 
have helped to develop this bill. 
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