1999 Review Plan

Diabetes

1.0 
Task Rationale

The 1999 Diabetes Study is part of an ongoing effort to measure the burden of disease imposed by diabetes and to assess the ability of the Military Health System (MHS) to provide the continuous care necessary to reduce that burden.  Diabetes is a chronic disease estimated to be present in 3 percent of the adult population of the United States, and it is responsible for a significant portion of all health care expenditures.  It affects every major organ system.  Although the disease can be managed, it is characterized by a persistent decline in the individual patient’s condition that impacts the patient’s quality of life and challenges the attending physician.  Consequently, the disease has significant consequences for resource use in the Military Health Service system (MHSS).  

Effective diabetic disease management is accomplished primarily in an outpatient setting.   Studies have demonstrated that a systematic multidisciplinary approach guided by evidence-based standards of care can mitigate many of the long-term complications.   The American Diabetic Association  (ADA), the American Association of Clinical Endocrinologists (AACE) and the Health Care Financing Agency (HCFA) have published guidelines of care for diabetics.  These evidence based guidelines all consist of similar standards of care which provide a basis for quality of care assessments in any outpatient setting.  In addition, a DoD/VA Clinical Practice Guideline is expected to be implemented in DoD facilities during the 1999 calendar year.

A pilot study was conducted in 1998 to study the outpatient care of diabetics in the Military Healthcare System that was not completely successful because of the lack of access to robust databases needed to obtain the relevant patient data.  Since that time alternate sources of outpatient information have been identified.  Because this is such an important topic to study, there is value in performing this study using the additional databases.

2.0
Study Goals

The goal of the 1999 Diabetes Study is to measure the burden of disease and assess the ability of the military health system to treat that disease. In summary, this study will assesses our ability to achieve the following objectives: 

As a first step to evaluating the quality of care, the 1999 Diabetes Review will conduct a study with two separate objectives.   Both the feasibility of obtaining reliable and complete ambulatory data for Diabetics from DoD ambulatory databases and medical records will be studied as well as the actual care being delivered.  This will become the basis for any further studies of Diabetics in the outpatient setting.  If the data proves to be adequate, the relationship between adherence to guidelines and patient outcomes will be reviewed.

The objectives of this study include:

· Determine the availability and completeness of data necessary for a valid study of Diabetes in the  DoD ambulatory databases including the SADR and CEIS-IDBs;

· Identify the types of data (e.g., medications, radiology, laboratory data) reliably available electronically in ambulatory databases which could be used in place of manually collected data in any future study including potential ORYX measures;

· Determine the availability and completeness of medical records at clinics and MTFs for a randomly selected cohort of Diabetic patients; describing variations among sites as well as level of effort involved in obtaining these records;

· Describe any characteristic or demographic differences between the patients with available medical charts and those without medical charts;

· Develop a list of specific variables for use in Diabetic studies that can be reliably and consistently collected from DoD databases and charts. 

· Describe the patient characteristics, frequency of visits, and outcomes as well as care received by patients who present with acute or chronic Diabetes to DoD military treatment sites prior to implementation at these sites of the DoD/VA Diabetic Clinical Practice Guideline;

· Describe the practice patterns and care delivery being provided to Diabetics who are being cared for in DoD military treatment sites prior to implementation of the DoD/VA Diabetic Clinical Practice Guideline;

· Measure compliance to standards of care as defined by  national standards of care and the DoD/VA Clinical Practice Guideline for Diabetics, if available;

· Document discrepancies between the national standards of care and the DoD/VA Clinical Practice Guideline for Diabetics and actual practice patterns as documented in the medical record prior to implementation of the guideline.

· Document selected patient treatment outcomes, e.g. functional status, satisfaction;

· Document relative costs of care and any variations among the sites;

· Document patient education/self monitoring;

· Associate guideline compliance and patient education with lost duty time, relative cost, and other treatment outcomes.

2.1
Study Limitations

This study is subject to a number of limitations.  The most important limitation is the ability to identify the population using the current DoD ambulatory data system.  Patients presenting to outpatient clinics will need to be identified accurately and completely in order to produce a valid sample.  In addition, information regarding testing and surgery will be necessary to evaluate practice patterns.  This same information will be required when the patient accesses care outside the MHS.  The Standard Ambulatory Data Record (SADR) and CHAMPUS databases do not appear to contain complete CPT codes for certain time frames.  Access to these codes will be necessary to evaluate critical factors such as laboratory testing and to complete this study.  Because of these deficiencies, access through the regional CEIS-IDB databases or directly to the CHCS may be necessary to complete this study as described.

 
Another limitation is that the study is subject to bias arising from selective responses to the patient Assessment Surveys.  We will use surveys to identify functional status, self-management, and impact of therapy on the patient.  We have found that respondents are likely to be older and of higher rank than are non-respondents.  We will attempt to find methods to increase the size of the respondent group and we will attempt to control for this bias in the analysis, modeling, and presentation of system results. 

3.0
Project Design

3.1
Development

The development activities will include several steps:

· develop sampling and analytic plans

(    develop a data dictionary to include all clinical and compliance measures as defined in national standards of care and the DoD/VA CPG, if available; 

(   revise a facility information form to collect information on medical specialties, educational support programs, case management efforts, and staffing patterns;

(   Select a standard validated outpatient clinical follow-up questionnaire specific to this patient population, which includes questions on the patient’s health status, quality of life, self-management ability, family/patient’s knowledge of the disease, and patient satisfaction with care.

3.2
Sample and Population

The 1999 Diabetic study will include all TriCare Prime enrollees greater than 18 years of age with a diagnosis of Diabetes Mellitus (both NIDDM and IDDM) by ICD-9 code.   The DoD outpatient databases will be searched to identify a first visit during the time period September 1997 and April 1998.   All subsequent visit will be reviewed up to a year from the first visit.  The diagnosis of Diabetes will be confirmed in the medical record and any patient who is considered a ‘borderline Diabetic’ by appropriate testing will be excluded.

The patient sample will be defined based on the actual prevalence of diabetic patients at the selected MTFs.  Patients will be identified with the objective of obtaining a random sample of medical records.  A minimum objective of 100 records or all available will be established.  A fixed proportion of records will be selected from large sites.  The number of patients identified will be four times the number of records to be abstracted and randomly ordered records will be sought sequentially until the target number is found.

The study will be conducted at approximately 25 selected sites.  Selection will require that all branches of the service and all types of facilities (i.e., medical centers and community facilities) be represented.  If feasible, one or more stand-alone clinics with sufficient number of patients will be selected also. Also if test sites for the Diabetic CPG have been identified prior to the start of the study they will be included in this study. 

3.3 Metrics

Quality indicators will be defined based upon the national standards of care and the DoD/VA Clinical Practice Guideline, if available.  These will include both process and outcomes of care measures.  The following are metrics that will be studied:

· Documentation of annual lipid profile;

· Documentation of semi-annual glycohemoglobin measurement;

· Documentation of annual foot examinations;

· Documentation of routine blood pressure measurement;

· Documentation of routine weight measurement;

· Documentation of annual retinal examination;’

·  Documentation of smoking cessation counseling;

· Documentation of annual urinalysis for protein or albuninurea, if appropriate;

· Latest HBA1c level;

· Highest blood pressure reading;

· Presence of foot infections;

· Highest low density lipoprotein (LDL);

· Body Mass Index;

· Progression of disease from NIDDM to IDDM;

· Self-management education provided for:

· Diet

· Medications

· Monitoring of blood glucose

· Exercise

· Total visits in one year;

· Number of visits to any setting for Diabetic ketoacidosis or HHNK;

· Total hospitalizations in one year;

· Oral Drug usage – number of and combinations of medications;

· Use of ACE inhibitors in patients with microalbuminurea;

· Use of Aspirin for prevention of Acute Myocardial Infarction;

· Referral to endocrinologist;

· Patient compliance to prescribed monitoring regimen;

· Patient compliance to prescribed medications;

· Outcome measures used will include:

· Hospitalization rates

· Glycemic control (ADA guidelines with age and sex adjusted normal ranges)

· Near-term complications- suggested:  DKA and weight gain

· A ‘Compliance Index’ will be calculated for each patient based upon adherence to the DoD guideline (if available) and to national standards;

· A relative cost measure will be developed for each MTF that will include frequency of testing, procedures, hospitalizations, and pharmaceutical use if possible.  It will be used to assess cost variations;

3.4
Data Collection

A data dictionary for manual record abstraction will be designed that consists of items that demonstrate clinical and/or statistical association with clinical outcomes and resource utilization.  A literature review will be used to determine the specific data collection variables.  Expert consultants will be used to define specific complications for outcomes and timeframes analyzed.  The data dictionary will also include items that reflect metrics defined in the ADA and AACE guidelines and the DoD/VA Clinical Practice Guideline for Diabetics.

The data collected will include information about:

· Presenting symptoms and chief complaints

· Physical examination findings, particularly lower extremity exam

· Documentation of patient education

· Laboratory, radiological, and other test results

· Medical history

· Socio-demographic information

· Treatment modalities

· Surgical information.

· Patient outcomes

· Patient risk factors


Health status, quality of life, diabetic self-management and patient satisfaction assessment tools will be selected to assess these areas.  Standard tools which are recommended for use with this cohort of patients will be evaluated.

Data will be recorded in specially designed software by trained data abstractors.  Data collection will include both outpatient and inpatient information for the identified cohort of patients.  Data will also include electronically captured data from DoD databases, e.g., CPT codes for outpatient testing.

3.5
Analysis

The data will be analyzed using statistical and epidemiological techniques to produce reports that are scientifically sound and appropriate for the outcomes in question.  All data will be statistically and clinically analyzed to determine patient risk factors for the outcomes being studied and their association with patient outcomes.  The completed report will include a detailed analysis of compliance to selected Clinical Practice Guideline Metrics.  This analysis will be done at the Service and MTF levels.  The analysis will include a breakdown of the study cohort into ‘newly diagnosed Diabetics – less than one year with the disease’ and all those with diabetes for greater than one year, if the frequency of the two groups is sufficient to permit this.  Compliance to standards of care will be assessed and results reported.  A major hypothesis tested will be that increased guideline compliance and patient education will be associated with increased patient functional status and satisfaction and decrease relative cost. 

3.6
Reporting

The 1999 Diabetic Review will present the results of the review in the form of special reports designed to disseminate the review information. will include descriptive reports which provide insight into the quality of the ambulatory databases available as well as an evaluation of specific data which can be obtained reliably from electronic databases and medical records for future studies.  The review will also include reports describing  the characteristics of the review cohort and therapy.  The review will analyze initial assessments, compliance to specific Clinical Practice Guideline metrics, functional status, and the patient’s overall satisfaction with the care received.

3.7 Schedule

	Deliverables
	Time

	Quality Management Review
	September 30, 1999

	Clinical Practice News Release
	

	Ad-hoc Reports
	As requested

	Minutes of Significant Meetings 
	Within 20 working days of meeting


ANALYTIC APPENDIX:

Analysis Plans:  Ambulatory Special Studies

General Objectives

Phase 1 Study

· Measure impact of missing data

Phase 2 Study (depending on existence of data)

· Measure variations in compliance with guidelines

· Measure variations in patient outcomes

Diabetes

Practice Metrics  (See pages 4 and 5 of Review Plan)

Outcomes

· Hospitalization rates

· Glycemic control

· Near-term complications- suggested:  DKA, weight gain and infection

· A relative cost measure including frequency of testing, procedures, hospitalizations and pharmaceutical use if possible. 

Unit of Comparison

· Military Service

· Hospital Type

· Region

· MTF

Stratifiers/Risk factors

· Time since diagnosis

· Type of disease (insulin dependent or non insulin dependent)

· Age

· Comorbidities & complications

· Records available/missing

Statistical Methods

· Comparison across administrative units of rates for availability of data items

· Stratified calculation of metrics

· Comparison of demographics, utilization and outcome based on availability of medical records

· Comparison of rates by anova, chi squared test

· Stratified calculations of hospitalization and adverse event rates

· Poisson and logistic regression modeling of hospitalizations

· Tests of association – individual metrics and overall compliance index with log costs, hospitalizations, using regression, rank order correlation







8DASW01-95-D-0030


8



Revised 5/1/1999

