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BACKGROUND / RATIONALE: 
The consequences of current deficiencies in type 2 diabetes mellitus (T2DM) care are staggering, and conventional approaches to improve care have failed. Treatment guidelines and case management have been advocated as solutions to this problem. However, traditional approaches to guideline implementation have been discouraging and the cost-effectiveness of case management has not been rigorously evaluated. This study addresses two VA HSR&D priority areas: (1) guideline dissemination; and (2) evaluating managed care techniques for use in VA.

OBJECTIVE(S): 
The study has the following specific aims: (1) to evaluate the impact of a targeted, proactive T2DM case management intervention on: (a) glycemic control, (b) adherence to minimum standards, (c) short-term resource utilization, (d) veteran satisfaction, and (e) short-term patient physiologic and functional outcomes; and (2) using Monte Carlo simulations, estimate the expected impact of changes in key processes of care and intermediate outcomes on end-stage outcomes 

METHODS: 
The study is a randomized controlled trial. Veterans (n = 246) at two VAMCs who met specific eligibility criteria were recruited to participate in the study and randomly assigned to the intervention or control groups. Study participants were followed for approximately 18 months. The intervention consisted of two nurse practitioners who actively monitored and coordinated patient care, guided by approved treatment algorithms. Primary data sources include: (1) a baseline and exit examination; (2) a baseline and exit survey; and (3) the VA medical information system. The primary outcome measure is glycemic control as measured by hemoglobin A1c (HbA1c). Secondary outcomes include serum LDL, veteran satisfaction, functional status, eye and kidney screening, foot integrity, blood pressure, resource utilization and costs. The data will be analyzed using the change in the primary and secondary outcome measures over the study period as dependent variables. A subgroup analysis also will be conducted to examine those with poorer glycemic control at baseline (HbA1c > 9.5%) vs. those with better baseline control. A Monte Carlo simulation model will be used to estimate the expected long-term benefits of the intervention. Cost estimates also will be incorporated to evaluate the long term cost-effectiveness of the intervention. 

FINDINGS: 

18-month follow-up data were obtained for 94% of the study participants. Mean A1c values in the intervention and the control groups at both baseline and follow-up were over 9% (p = .69), indicating persistent poor glycemic control. The mean change in LDL cholesterol was –17.8 for the intervention group and –12.5 for the control group (p = .37). For both groups mean diastolic blood pressure decreased slightly (-2.5 versus –3.3, p = .61), while systolic blood pressure increased slightly (2.5 vs. 0.6, p = .53). 82% of intervention patients were satisfied with their diabetes care, and 78% rated their health care providers as better than average compared with 74% and 67% of those in the control group, respectively (p = .02, .04). There were no substantial differences in resource use, including number of hospitalizations, outpatient primary care visits and medication costs, between study groups.

STATUS: Complete. 

IMPACT: 
These findings suggest that a collaborative case management model may not be an effective mechanism for improving important physiologic outcomes for some high-risk patients with type 2 diabetes, such as these refractory patients who had poor glycemic control given either conventional care or intensive case management. It appears that both the characteristics of patients targeted for intervention and how the intervention is administered are critical factors in determining the effectiveness of case management. Therefore, health systems and medical centers must recognize the potential limitations of this approach before expending substantial resources, time and effort on case management programs, as the expected improvements in outcomes and downstream cost-savings may not be realized. 
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