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INTRODUCTION
Advances in pharmaceutical science and technology are among the most important achievements of modern healthcare. With the widespread use of modern drug treatments, large numbers of patients have improved quality of life, and hundreds of thousands of patients with previously fatal diseases now live with chronic conditions or experience only transient acute illnesses  At the same time, there is a growing need to improve the intended outcomes of medications for patients and to minimize harmful effects of inappropriate medication use through improved patient adherence, provider decisionmaking, cost-effectiveness of medication use, medication safety, and system coordination. While effective therapeutic drug management activities addressing these areas exist, more work is needed to identify these activities and standardize their adoption across the continuum of settings involved in the medication use process. 
More than 40 percent of Americans take at least one prescription drug, and 16 percent take at least three(cite). Nearly 90 percent of Medicare beneficiaries report taking prescription medicines, and nearly half of those individuals use five or more different medications. 
   With such a high prevalence of the population using medications, there are many opportunities for misuse, overuse and underuse of medications, which may either render the medications ineffective or expose patients to increased risk of result in adverse events.  Also, standardizing systems to integrate medication management has become more critical with so many Americans using prescription medications. Twenty-two percent of hospitalizations have been attributed to patient non-adherence.
    Studies indicate that between 14 and 23 percent of elderly patients receive inappropriate medications and up to 40 percent of patients do not take their medications as prescribed.
,
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 Inappropriate and ineffective medication use leads to high rates of emergency department visits and hospital admissions and is very costly—in 2001 the cost of drug-related morbidity and mortality to the US healthcare system was estimated at $177.4 billion.  While interventions exist that are known to improve these rates, adoption and implementation of effective methods has not been standardized.
Why additionally? Additionally, in 2003 a requirement was added to Medicare Part D for Medicare prescription drug plans to offer Medication Therapy Management (MTM) services, which include an array of pharmacists’ and other health practitioners’ professional activities and responsibilities to address the needs of patients in various stages of the medication use process.  This requirement adds to the urgency for standardization across the continuum of therapeutic drug management. The National Quality Forum (NQF) began an effort in June of 2006 to identify a national framework and set of voluntary consensus standards to evaluate and report therapeutic drug management in a consensus development process (CDP) project, ‘National Voluntary Consensus Standards for the Reporting of Therapeutic Drug Management Quality.’ A background paper was commissioned to propose a comprehensive framework for therapeutic drug management quality standards and to survey the landscape of current standards and identify major research and measure development gaps. Subsequently, a workshop was convened to lay the foundation for the project and provide direction for future efforts. 

WORKSHOP OVERVIEW

On December 12, 2006, NQF convened an invitational workshop of stakeholders familiar with and interested in therapeutic drug management quality performance measurement. Participants included representatives from both the public and private sectors; academia and consumer organizations; and provider, health professional, policy, and purchaser groups (direct to list of participants).   
The workshop was to further review and refine the framework for the NQF project, ‘National Voluntary Consensus Standards for the Reporting of Therapeutic Drug Management Quality’.  Participants reviewed the framework, which is meant to establish the foundation for identifying and evaluating practices and measures during the Therapeutic Drug Management (TDM) Quality Project.  The principle purpose of the workshop was to establish a framework for therapeutic drug management based on the medication use process. The major workshop objectives were to: 1) identify the key elements of a framework for TDM quality; 2) brainstorm around the priority domains of the framework; and 3) explore the status of performance measures for use in TDM quality (including identifying measurement gaps). 
The workshop discussion was supported by the commissioned background paper, “A Comprehensive Framework for Measuring the Quality of Therapeutic Drug Management”, by JKuhle, KBFarris and Llarson (why not full names?), that proposed a framework based on the medication use process, and identified current TDM performance measures and practices. 
PREVIOUS NQF WORK RELATED TO THERAPEUTIC DRUG MANAGEMENT
NQF-EndorsedTM Consensus Standards in Therapeutic Drug Management

While this project is the first comprehensive effort by the NQF in the area of medication management, several completed NQF projects to date have endorsed related voluntary consensus standards. A summary of NQF work in this area to date is below: 

NQF endorsed several ambulatory care standards related to medication use and management in its multi-year, multi-phase project, Standardizing Ambulatory Care Performance Measures. Twenty-six standards have been endorsed in ambulatory care in the priority areas of asthma/respiratory illness, bone and joint disease, heart disease, medication management, mental health, and prevention immunization and screening.   
NQF has also endorsed several medication management standards related to hospital care. In National Voluntary Consensus Standards for Hospital Care: An Initial Performance Set, (reports all need citations)14 standards are identified related to therapeutic decisionmaking and medication management in the areas of acute coronary syndrome, heart failure, pediatric conditions, pneumonia, and surgical complications. Six additional measures have also been endorsed in cardiac surgery (National Voluntary Consensus Standards for Cardiac Surgery). 
Serious Reportable Events in Healthcare: 2006 Update identifies as a serious adverse event that should be reported by all licensed healthcare facilities ‘patient death or serious disability associated with a medication error.’ In addition, Safe Practices for Better Healthcare: 2006 Update endorsed nine practices related to medication management aimed at reducing the risk of harm resulting from processes, systems, or environments of care. 
An Evaluation of Measures for Childhood Asthma and Medication Management was conducted for the Centers for Medicare and Medicaid to identify pediatric measures related to these two conditions.  The measures did not go through the entire consensus process. Did it go through it at all?
Additional Therapeutic Drug Management Standards


Other performance standards for therapeutic drug management have been identified that

could potentially be considered as candidate consensus standards
, that may help fill the significant gaps in therapeutic drug management quality

performance standards, and address the lack of widespread adoption of current standards.

Significant standard development or identification work related to aspects of therapeutic drug

management has been completed or is underway by the American Medical Association (AMA),

National Committee for Quality Assurance (NCQA), URAC, the Pharmacy Quality Alliance

(PQA), the Institute for Healthcare Improvement (IHI), and Assessing Care of Vulnerable Elders

(ACOVE).  
WORKSHOP DISCUSSION
Definition of Therapeutic Drug Management
Discussion of the definition of Therapeutic Drug Management focused on the definition that was proposed in the commissioned background paper [by authors]??: 

‘Therapeutic Drug Management encompasses the services provided by professionals and the decisions made by patients that influence the likelihood of a positive effect of drug therapy on the length and/or quality of a patient’s life. Thus, therapeutic drug management involves the micro level components of the medication use process, yet the micro level components of the medication use process are clearly impacted by macro level components.’

Workshop participants agreed that Therapeutic Drug Management has the same connotation as ‘Medication Management.’ While ‘Medication Therapy Management’ services can apply to populations and settings other than what is intended by its inclusion in the Medicare Modernization Act (MMA), because of the potential for it to be viewed in the narrow scope of Medicare Prescription drug plans it will only be used in the context of Medicare when used in this project. The term ‘pharmaceutical care’ also is an important concept that has emerged in relation to medication management quality improvement efforts. The philosophical tenets of the concepts of both ‘Medication Therapy Management’ services,  and ‘pharmaceutical care’  are incorporated into this project’s definition of Therapeutic Drug Management. 
The background paper defines a medication as:

“A chemical entity that treats or prevents or alleviates the symptoms of disease.”

Workshop participants agreed that the definition of ‘medication’ used in the commissioned background paper should be used for this project when referring to ‘medications’ or ‘drugs.’ Workshop participants felt that it was important to include ‘biologics’ in this definition of medications. 
Priority domains 
Priority domains were selected according to the identified definition of therapeutic drug management and the goals of therapeutic drug management performance quality standardization. Participants agreed upon the five domains proposed by the commissioned background paper, and determined the scope for each of these domains to be used in this project going forward: 

1) Therapeutic Decisionmaking

The therapeutic decisionmaking domain encompasses primarily the evidence-based medication therapy decisions related to the assessments, prescribing and monitoring of individual patient medication therapy.  This includes appropriateness and optimization of medication selection, regimen, dosage and dosing, as well as the over and under-use of medications.

Examples of activities related to therapeutic decisionmaking identified by workshop participants: 

· Patient Medication Review

· Identification of overuse, underuse, and misuse

· Appropriate use of medication samples

· Use of evidence when selecting medications

· Follow-up with other providers, including pharmacists, involved in patient’s care
2) Education and Adherence
The education and adherence domain addresses the activities related to the availability, adequacy, use, understanding and documentation of patient education with respect to knowledge about their medications and their medication use behaviors, such as adherence, seeking information and care.

Examples of activities related to patient decisions and behaviors identified by workshop participants: 

· Assessment of patient satisfaction with care
· Assessment of patient literacy

· Maintenance of a comprehensive patient medication list

· Patient care seeking behavior

· Patient treatment utilization

· Patient adherence to prescribed medication regime

· Provider empowerment of patient to participate in their care, and understand and evaluate plans and providers. 

· Patient reporting of side effects to provider

· Patient identification with a ‘medical/pharmacy home’

3) Safety and Safe Medication Use
The safe medication use domain encompasses safe medication use and the prevention/ avoidance of medication errors, adverse drug reactions and drug interactions through safe medication prescribing, dispensing and administration. This domain also includes utilization issues that have safety implications, e.g., overuse, underuse and polypharmacy.

Examples of activities related to safe medication use identified by workshop participants: 

· Systems for identification of errors and sharing of information

· Education/training of both existing professionals and medical/pharmacy/other professional students

· Patients on medications ‘red-flagged’ to be most related to unintended harmful outcomes should be closely monitored

· Use of ER codes to identify adverse drug events

4) Efficiency / Cost-Effectiveness

The cost-effectiveness priority domain is more population-based and includes the issues of cost-effectiveness and value analysis, i.e., the comparison of medication benefits and costs. This domain includes administrative and clinical programs that ultimately affect drug therapy access at the group or population level (e.g., formulary models, benefit designs, and related institutional and organizational policies).
Examples of activities related to cost-effectiveness identified by workshop participants: 

· Assessment of medication utilization rates

· Assessment of generic efficiency rates

· Monitoring of cost effectiveness of medication therapy management  programs in relation to each other
· Assessment of the effects of health plan design on patient decisions and behaviors. 
5) System Coordination and Communication
The system coordination and communication priority domain involves the documentation, reporting, technology, coordination and communication of therapeutic drug management quality activities related to the other domains, but also involves the issues related to the implementation of the quality measures and practices of the other domains.

Examples of activities related to therapeutic decisionmaking identified by workshop participants: 

· Patient transfer from one provider to another most important leverage point. 

· Consideration of impact of HIPAA on communication

· Equity at a system level

· Medication reconciliation between providers

· Use of information technology in the medication use process
Medication Related Activities not Included in Therapeutic Drug Management
The macro level components of the medication use process do not focus on the individual patient, but involve the activities of drug development and research, drug manufacturing, drug regulations, wholesale distribution, marketing and advertising. These activities will not be directly included in the discussions of therapeutic drug management quality.
Medication Use Process 
Workshop participants discussed the appropriateness of the framework based on the medication use process proposed by the commissioned background paper. The framework incorporates the agreed upon definition of therapeutic drug management and activities related to each of the five identified priority domains. The framework illustrates the role various stakeholders play in the medication use process as well as activities related to therapeutic drug management. 
Workshop participants emphasized the need for standardization of performance in therapeutic drug management, but agreed that it is important to employ a ‘patient-centered’ approach that allows for modification of practices based on individual patient characteristics. Participants agreed that the visual schematic of the medication use process should have the patient at the center, while the role of the provider should also be emphasized. 
Participants also agreed that an endorsed framework should illustrate the current environment but also allow for emerging issues so that it remains relevant over time. For example, while it is not feasible for information technology to be employed universally at this time, areas of therapeutic drug management that can potentially over time incorporate these technologies should be identified. 

Given the complexity of the medication use process diagram, care coordination was deemed to be integral to the model, and is was also agreed that is important that all healthcare professionals involved in the patient’s care should communicate and share information, especially at the ‘hand-off’ or transitions between providers. Participants felt that the role of the pharmacist in patient care has not been emphasized enough in the past, and that standards for Therapeutic Drug Management Quality should include pharmacists as well as other providers. 
Purpose and timeline of the ‘National Voluntary Consensus Standards for the Reporting of Therapeutic Drug Management Quality’ project
The NQF project, ‘National Voluntary Consensus Standards for the Reporting of Therapeutic Drug Management Quality’ seeks to gain consensus on preferred practices, measures, and a framework for Therapeutic Drug Management Quality. The project follows the formal consensus development process for identifying voluntary consensus standards as required by the National Technology Transfer Advancement Act footnote about? . 
The Therapeutic Drug Management project began in the summer of 2006. A call for nominations to the project Steering Committee and Technical Advisory Panels was issued in May of 2006. A call for frameworks, measures, and practices was subsequently issued in July of 2006. The first steering committee meeting took place in late January 2007, and Technical Advisory Panels are expected to meet and make initial recommendations to the Steering Committee on performance standards in May and June 2007.  The Technical Advisory Panels will also continue doing work in the Fall of 2007. The project is anticipated to be completed by mid-2008.
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