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1.  OVERVIEW

The VA Office of Research and Development (R&D) is in the process of implementing a strategic plan designed to strengthen and unify its ongoing programs of biomedical, health services, rehabilitation research, and cooperative trials.  The plan presents a vision of VA research as a leader within the Federal research enterprise, dedicated to scientific excellence and to meeting the needs of veterans.  The strategic plan responds to recommendations of the VA Research Realignment Advisory Committee
 by incorporating a new conceptual framework for organizing and describing VA research.  This report presents the new approach and explains how it is to be operationalized.  

The new approach is based on the Advisory Committee’s recommendation regarding “Designated Research Areas” (DRAs), which the Committee described as “an organizing principle for VA research” and defined as:

“…those areas of research in which VA has a particularly strong strategic interest because of the prevalence of conditions within the VA patient population, the uniqueness of a specific patient population and its disease burden to the VA system or the importance of the question to health care delivery within VA.” 

In other words, individual DRAs are the subject areas deemed most appropriate for VA research and, collectively, the set of DRAs defines the scope of VA’s comprehensive research program.  Because DRAs identify the major, rather broad categories of inquiry that are central to VA’s research mission, they are expected to remain fairly stable over time; although scientific or other developments (including future strategic plans) will certainly lead to their periodic re-examination.  Also, while the adoption of DRAs makes clear where the vast majority of resources are to be directed, it does not rule out limited VA-sponsored research in other selected areas.

The Advisory Committee’s recommendations included a list of  “candidate DRAs.”  That list went a long way toward defining the scope of VA research.  However, it did so in a way that highlighted the differences in the priorities of the separate research services and that perpetuated existing administrative divisions within R&D.  

As put forth in the current strategic plan, the major goal of the Office of R&D is to develop a truly integrated research program that spans and links VA’s historically separate research services.  An organizing principle for this new VA research vision requires that DRAs are conceptualized in a way that emphasizes the common interests and the synergy of VA’s established research services.  To accomplish this, the Office of R&D has developed a modified list of DRAs and has defined each in a way that is broad enough to encompass the disparate perspectives of biomedical and social scientists, clinicians, engineers, and others involved in VA research.  Finally, to put VA’s multiple research priorities into sharper focus, the Office of R&D has identified and defined a set of Designated Research Elements and has adopted them as the second dimension of the conceptual framework.

“Designated Research Elements” (DREs) are alternative approaches to studying VA-relevant subjects.  They indicate the nature of the questions being addressed or the perspective from which the research questions are formulated and approached.  They suggest the purpose of the research and the kind of information likely to result.  In their own right, Designated Research Elements, like DRAs, are priorities for VA research.  

The Designated Research Areas and Elements are listed in Table 1.  Table 2 shows how DRAs and DREs relate to each other, forming the conceptual framework for a unified program of VA research.  Together, DRAs and DREs organize VA research and provide:

· a comprehensive description of the kinds of research VA intends to support;

· a system for describing research programs and projects already underway, and

· a system for identifying areas where more research may be needed. 

The new conceptual framework illustrates the depth and breadth of VA research, its dependence on many disciplines and professions, and its grasp of the full continuum of basic to applied research. VA’s support of biomedical, clinical, epidemiological, methodological, and behavioral research, as well as management studies, technology development and assessment, provides all the elements for a fully integrated research program. The new conceptual framework highlights VA’s capacity for intradisciplinary research as well as capacity for exploring connections that are more difficult to study in other contexts (e.g., connections between basic biological processes and clinical manifestations, the interactions between physical and mental conditions, the link between discovery and implementation).

R&D’s new database for programmatic and administrative data on all VA research projects, currently under development, will be built on this new framework.  The database will include descriptions of all projects in terms of DRAs and DREs.  Users will be able to conduct computerized searches for all projects pertaining to a particular DRA, DRE, or combination, or to look up individual projects and obtain descriptions in terms of DRAs and DREs.  This will support easy and accurate information retrieval and reporting, as well as multiple analyses of our research investment.  In addition, the conceptual framework defined by DRAs and DREs, and the database designed to implement it, can be viewed as the core or starting point for a more detailed system of portfolio analysis.  That is, while all projects will be categorized by DRAs and DREs, they may be further described by a list of more specific key words (which will also serve as computer search terms) established by R&D.  This option will facilitate identification, illustration, and assessment of VA research in specific areas.

          Effective use of the new conceptual framework requires that the diverse users, including researchers who don’t necessarily “speak the same language,” policymakers, and constituents, within and outside VA, share a common understanding of the key concepts.  Toward that end, the remaining sections of this report provide definitions and examples of each DRA and DRE.

Table 1.   FRAMEWORK FOR VA RESEARCH
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2.  OPERATIONAL DEFINITIONS

General Comments

The remainder of this report provides definitions and examples for the individual DRAs and DREs.  This information should serve to:  

1. Clarify the general scope and variety of VA research and the unique character of VA’s overall research program for VA investigators and others.

2. Illustrate priority research areas and the range of applicable approaches.

3. Improve the accuracy and reliability of project descriptions (codes) that will be the basis of R&D’s new portfolio management system.

In using or applying the DRA/DRE framework, the following points should be clear:

1. The topics listed under each DRA reflect current R&D priorities; however, they do not represent exhaustive lists of topics appropriate to VA’s research mission.  

2. While DRAs carve out general subject areas that are conceptually distinct, these areas overlap somewhat, both with each other and with the DREs.  This is unavoidable in that:  

· DRAs that nominally emphasize a group of diseases or conditions (e.g., Chronic Diseases, Mental Illness, Substance Abuse, etc.) include research focused on understanding the mechanisms (e.g., glucose metabolism, genetic predisposition, environmental exposures) underlying diseases. The disease-oriented DRAs also include research on the needs of the people who are affected (e.g., elderly or African-Americans veterans) and the delivery of appropriate health services.  

· Similarly, DRAs that nominally emphasize something other than disease (e.g., Aging, Special Populations, Health Services) still include research pertinent to specific diseases or categories of disease.  These DRAs emphasize questions about the health status and health care needs of different population groups and questions about different strategies for organizing and delivering health care, but these DRAs also include research on disease-specific clinical questions.

· The subject matter of some DRAs overlaps with certain DREs.  For example, Prevention (a DRE) is a critical aspect of the DRA for Substance Abuse; Quality of Care is a critical aspect of the DRA on Health Services.

Hence, most VA research projects are best described by a combination of at least one DRA and at least one DRE.  The portfolio analysis system to be implemented for all of R&D 

will categorize funded projects into whichever DRAs and DREs accurately describe the substantive foci of the research. 

Definitions of Individual DRAs

1.  Acute and Traumatic Injury

VA research on Acute and Traumatic Injury includes injuries sustained during active duty military service and the same types of injuries occurring subsequent to active duty.  This includes injuries due to blunt force, explosives, thermal injury (heat or cold), electric shock, pressure injuries, psychological trauma, or disease processes.   Also included are the physical, psychological, cognitive, and behavioral effects of acute and traumatic injuries, and the health services and procedures provided to address them.  The types of injuries included are: 

· Amputation (due to injury or disease)

· Bone fractures and joint injuries (including repair and replacement)

· (Traumatic) brain injury

· Multi-organ failure

· Shock (including sepsis)

Research related to this DRA addresses biological processes, including wound healing; prosthetics, orthotics, and other technologies; and medical, surgical, psychological or rehabilitation services for improving veterans’ prognosis and functioning (e.g., communication, ambulation, movement, respiration, bowel/bladder function).

2.  Military and Environmental Exposures
VA research on Military and Environmental Exposures includes the chronic health effects of events veterans experienced during their military service (in combat and non-combat situations) and conditions or substances they encountered during military service.  Also covered are similar environmental exposures that occur subsequent to military service (e.g., hypothermia among combat soldiers or homeless veterans, passive smoke in military quarters or in a civilian workplace).  The DRA includes research on the following types of exposures:

· Emerging pathogens (recently emergent or re-emergent, e.g., tuberculosis)

· Post-traumatic stress disorder (PTSD)

· Psychological stress (including violence, sexual abuse)

· Thermal exposure (burns, hypothermia)

· Toxins and irritants (e.g., dermal, reproductive, and respiratory) 
3.  Chronic Diseases

VA research focuses on a wide array of chronic physical diseases and conditions that are common among veterans, including diseases and disorders that are life-threatening and those that are not life-threatening but that affect veterans’ functioning, quality of life, and need for health services.  The disease or condition may be primary or it may be a consequence or complication of another disease, injury, infection, environmental or genetic condition.  While the categories listed below are intended as illustrations, they subsume most chronic diseases and conditions of interest to VA.  This DRA also applies to projects concerning health services for the prevention, treatment, or management of particular chronic diseases/conditions and for unspecified “chronic diseases.”

· Bone and joint disorders (including chronic low back pain, osteoarthritis and osteoporosis)

· Cancers (adult leukemia/lymphoma, and solid tissue tumors; including cancer pain)

· Cardiovascular, cerebrovascular and peripheral vascular diseases (including related acute events such as myocardial infarction, stroke, and heart failure)

· Chronic infectious diseases (HIV/AIDS, hepatitis)

· Chronic lung diseases
· Chronic renal disease 

· Dementias and neuronal dysfunction (including Alzheimer Disease, Parkinson’s) 

· Diabetes and its major complications

· Gastrointestinal disorders (including bowel and liver disorders)

· Spinal cord dysfunction and nerve regeneration

4.  Sensory Disorders and Loss

VA research addresses irreversible sensory disorders and loss resulting from traumatic injury or military exposure, a progressive disease process, or normal aging.  The DRA for Sensory Disorders and Loss includes sensory deficits of the types listed below as well as health services and devices to moderate them: 

· Hearing disorders

· Vision disorders

· Disorders of taste and smell

5.  Mental Illness

VA research on Mental Illness focuses on the serious, chronic mental illnesses that are common in veterans, and on the mental health services provided to address these illnesses.  The DRA covers research on:  

· Anxiety disorders

· Behavioral disorders

· Depression and mood disorders

· Schizophrenia

· Specialized VA mental health services (behavioral and medical interventions)

6.  Substance Abuse, Addictive Disorders

VA research on Substance Abuse and Addictive Disorders focuses on the causes and effects of abuse and addiction to alcohol, nicotine, and drugs, individually and in combination. The DRA also includes research on the specialized health services provided to substance abusing and addicted veterans, especially to prevent and curtail substance abuse and to provide effective rehabilitation.  The broad research categories are: 

· Alcohol

· Drugs

· Tobacco

· Dual diagnosis (e.g., alcohol and drugs)

· Specialized substance abuse services (behavioral and medical interventions)

7.  Special (Underserved, High Risk) Populations
Demographic, socioeconomic and health risk factors distinguish veterans from the U.S. population as a whole.  These characteristics have important implications for veterans’ health status, their specific health needs, and the requirements of their health care system, all of which are important foci for VA research.  Veteran populations designated for special attention in VA-sponsored research are:  

· Veterans with permanent disabilities (e.g., blind and paralyzed veterans)

· Veteran cohorts defined by shared military experience (e.g., prisoners of war, Persian Gulf veterans). 

Special (Underserved, High Risk) Populations (cont’d) 
· Veterans who have been historically underserved by VHA or whose health care needs may call for special sensitivity or accommodation. This includes women as well as racial, ethnic, and cultural minorities.  This also includes veterans residing in rural places.

· Veterans whose living arrangements pose special challenges to their health status or to the delivery of needed health care.  This includes veterans who are homeless, institutionalized or homebound. 

8.  Aging and Age-Related Changes 
VA research on Aging falls into the general categories listed below:

· Normal age-related changes – normal changes in the structure and function of the human body or individual organ systems over time.  Pertinent areas of research include normal age-related changes in muscle function, renal function, drug metabolism, nutritional status, vision and hearing loss, and pain sensation.

· Aging syndromes – signs and symptoms associated with normal or abnormal changes associated with aging.  These syndromes include frailty, immobility, falls, cognitive impairment, chronic pain, incontinence, and sleep disorders. 

· Compound problems and comorbidities - Examples include research on coexisting diabetes and coronary artery disease, dementia and hip fracture, treatment interactions, iatrogenic disease, and aging with a preexisting disability.

· Care of elderly veterans – Examples include research to evaluate and improve the delivery and outcomes of geriatric care, in outpatient facilities, hospitals, and long-term care settings, with attention to the rapidly changing health care environment and diverse veteran population.  Geriatric assessment and questions about the financing of health care for Medicare-eligible veterans are other examples.

· End-of-life issues – Examples include research on the “quality of dying,” hospice care, advance directives, issues in clinical decision-making, and other issues related to the care of veterans who are terminally or critically ill.

9.  Health Services and Systems
VA research on Health Services and Systems focuses on the health care that is (or is not) provided, rather than the condition for which it is provided.  The care may pertain to a particular disease or condition, a broad category of care (e.g., primary care, mental health care, home care, or even “VA health care”), or care designed for particular types of patients (e.g., geriatric, disabled, hospitalized, terminally ill).  This DRA includes research that addresses questions about:

· Supply and organization of resources and services (includes infrastructure, access, setting) 

· Delivery/coordination of resources and services (includes coordination of primary and specialty care, management innovations, health policy) 

· Outcomes of care

-Patient outcomes (mortality, morbidity, health status, symptom relief, 

    functional status, complications, quality of life, satisfaction)

-System outcomes (efficiency, cost effectiveness, competitiveness)

Definitions of Individual DREs

1.  Epidemiology  
Research to document and describe the frequency and distribution of diseases, disabilities, and health risks in human populations.  This DRE answers questions about:

· the incidence, prevalence, and significance of particular diseases, disabilities, or health risks in the general population

· the distribution of diseases, disabilities, and health risks in terms of population characteristics such as size, age, gender, race, ethnicity, and geography

· the impact of public health or disease control measures on patterns of illness

2.  Etiology 
Research to discover or specify the essential determinants of health and illness.  This DRE answers questions about:

· the origins, causes, or risk factors (biological and other) for particular diseases or injuries

· the factors or processes that determine the relationships between treatment and outcomes

3.  Pathophysiology 

Research to demonstrate or explain the basic physiological, biological, molecular, or psychological processes that underlie disease and disability.  This DRE answers questions about:

· cellular, organ, or system dysfunction

· the development of particular diseases and disabilities

· the natural progression of diseases and disabilities

4.  Diagnosis and Prognosis  

Research to improve the identification and assessment of specific diseases, disabilities, or health care needs.  This DRE answers questions about the development or use of:

· diagnostic markers, tests, or tools 

· methods and measures of health status and health outcomes

· methods for assessing functional capacity and rehabilitation potential

· methods for assessing severity or stage of illness

· methods for predicting health outcomes

5.  Treatment 

Research on specific clinical services or procedures for therapy, management, or rehabilitation.  Services may be provided by medical, nursing, and other health care personnel, plus patient self-care.  This DRE answers questions about:

· efficacy or effectiveness of established or new interventions

· comparative outcomes of alternative treatments

· practice patterns

6.  Prevention 
Research to enhance primary, secondary, or tertiary prevention of disease or disability.  This DRE answers questions about strategies for:

· reducing the incidence of disease and injury

· reducing the severity or complications of disease

· reducing the need for health care

· modifying risky behavior

7. Rehabilitation

Research on the outcomes of clinical procedures, therapy, services, or devices designed to restore or improve functional capacity diminished by:

· Disease

· Injury

· Aging

8.  Quality of Care  
Research to assess or increase the extent to which health care achieves the best possible outcomes.  This DRE answers questions about:

· Patient and system outcomes, relative to some standard, norm, or alternative health care system

· Patient satisfaction

· Extent to which processes of care conform to scientific evidence, clinical practice guidelines, or review criteria

· Interventions designed to monitor, improve, or assure quality

9.  Technology Development and Assessment      

Research to develop or assess new products or technologies. This DRE answers questions about the development and use of technologies for:

· Patient care --  drugs, materials, prostheses, clinical procedures

· Physical environment --  re-engineered furniture, equipment; safety devices, assistive devices

· Research products --  cell lines, other biological products, instruments, databases, analytic techniques

10.  Communication and Decision Making 
Research to explain and improve how information is exchanged, interpreted, accepted, and translated into action.  This DRE answers questions about: 

· Provider knowledge, attitudes, beliefs, and practice behavior 

· Patient knowledge, beliefs, preferences, and health behavior

· Doctor-patient communication, shared decision making

· Decision supports, including clinical practice guidelines

11.  Resource Use and Cost
Research to measure or evaluate patterns of health resources utilization, in monetary or non-monetary terms.  This DRE answers questions about:

· Cost and financing of health services

· Supply and organization of resources and services

· Assessments and projections of resource needs

· Efficiency, cost effectiveness of care

� Final Report and Recommendations of the Research Realignment Advisory Committee to the United 


   States Department of Veterans Affairs, Veterans Health Administration.  October 1996.
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