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Health Care Quality Improvement Program
16000.

INTRODUCTION 

A fundamental change was made beginning with the 4th PRO Scope of Work (SoW) contracts.  The goal was to change the focus of PRO review from dealing with individual clinical errors to helping providers improve the overall approach to health care for Medicare beneficiaries. The evidence suggested that individual case review did not give providers adequate insights into systemic problems in how they were providing care and, therefore, did little to help guide providers toward fundamental improvements in care.  Therefore, HCFA replaced individual case review (except when mandatory review is triggered by certain specific instances such as beneficiary complaints and dumping referrals) with a new initiative designed to continuously improve quality of care, and to strengthen the ability of health care organizations and practitioners to assess and improve their own performance.  

This strategy, the Health Care Quality Improvement Program (HCQIP), had its conceptual foundations in the health care variations research of the previous decade, which examined variability in care and outcomes among providers and geographical areas.  Under HCQIP, PROs conduct quality improvement projects (QIPs) using statistical information to examine medical processes and outcomes of health care, and provide feedback to providers so that this information can be used to benchmark progress toward improved practice and outcomes.  HCQIP--an approach that identifies patterns of care and health outcomes across a large sample of patients, combined with a global effort to educate health care providers in best practices--is a clinically efficacious and cost-effective way to improve the quality of care that is furnished to beneficiaries.

This approach requires collaboration among PROs, HCFA central and regional offices, providers, practitioners, Medicare+Choice (M+C) organizations, speciality societies, beneficiaries, advocacy groups, etc.  As HCQIP has been implemented, these relationships have evolved from top-down regulatory enforcement to cooperation.  HCFA, at both the central and regional levels, has become a partner with PROs in developing and implementing these projects.

The work you are required to do has changed with this evolution.  Your tool is the quality improvement project.  Your performance is assessed based on objectively measured success in improving processes and/or outcomes.  That measurement will, in some instances, be conducted by HCFA while in others you may measure the improvement yourself.  With minimal exceptions, you are free to determine the manner and intensity of the approach you employ to accomplish that goal.

16005.
QUALITY IMPROVEMENT PROJECT (QIP) PROCESS

A.
Definition for a Quality Review Study (Quality Improvement Project).--The definition of a quality review study contained in 42 CFR 476.101(b) is the basis for the definition of a Quality Improvement Project (QIP).  The regulations define a quality review study as "an assessment, conducted by or for a PRO, of a patient care problem for the purpose of improving patient care through peer analysis, intervention, resolution of the problem, and follow-up."
You are encouraged to be innovative in the development of project strategies and to build on project activities that other PROs or providers have developed and tested.  You are accountable for demonstrating success in achieving the objectives in as efficient and effective manner as feasible. Continually evaluate your progress against the original objectives. Unless otherwise directed by HCFA, you are free to decide whether to continue, modify, or stop the project.  Clearly document your project (see Part 8 of this Manual) so that your experiences can contribute to a growing understanding of what works and what doesn't work to improve care.
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Elements of Improvement Projects.--A QIP is a set of related activities designed to achieve measurable improvement in processes and outcomes of care. Improvements are achieved through interventions which target health care providers, practitioners, plans and/or beneficiaries.  The important key elements of a project are to:

o
Select a clinical topic, (e.g., diabetes, see §16010);

o
Identify quality indicator(s) (QIs), (e.g., test lipid profiles of diabetic patients biennially, see §16015);

o
Measure baseline performance on QIs,  (e.g., rate of biennial testing of lipid profiles, see §16020);

o
Develop and conduct interventions designed to affect the QI in the desired manner,   (see §16025);

o
Remeasure performance on the QIs,  (see §16030); and

o
Document and disseminate results, (see §16035).
The basic principles for carrying out each of these elements are discussed in the following sections. Responsibility for each of these elements may reside with any of the participants in the process (i.e., HCFA, at either the national or regional level, may specify the clinical topic, define the QIs, conduct the measurement and remeasurement, and/or specify the type of intervention, or you may be responsible for any or all elements.)  Moreover, collaborators (e.g., a medical specialty society, a M+C organization, a beneficiary advocacy group, a State agency, etc.) may be involved throughout the QIP process.  Regardless of the level at which each element is established, HCFA reserves the right to direct your project activity, including directing participation in specific projects, and requiring you to discontinue or defer projects at any time.

C.
Improvement Projects Versus Research Studies.--In general, improvement projects should rely on scientific evidence from clinical research reported in the peer-reviewed literature, consensus that has already been developed and, where possible, guidelines that have already been written. Carrying out improvement projects may involve applying the results of research studies and may utilize many of the tools and terminology of epidemiological, clinical, or health services research. However, they should not involve:

o
Efforts to prove that a process of care is effective or ineffective; or

o
Development of practice guidelines. 

16010.
SELECTING A CLINICAL TOPIC

A clinical topic involves a disease or medical procedure with a significant impact on the Medicare population. The topic selected should be one which contributes to the PRO programs's overall objective of measurably improving beneficiary health status (including, but not limited to, functional status, well-being, survival and satisfaction).   Consider a wide variety of sources for ideas including, but not limited to:

o
Health care provider and beneficiary needs;

o
Published literature, existing guidelines, existing critical pathways;

o
Existing health care provider quality improvement projects;
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o
Results of surveillance analyses; and

o
Information obtained from your involvement with the health care community including input from study groups and projects of other PROs.

During this phase of the process, identify existing activities to improve care for patients already underway in the local health care community which may benefit or detract from your proposed project.  Identify organizations with interests in the clinical topic that may support the project.

HCFA developed ten criteria to help PROs select clinical  topics for local projects.  These criteria were designed to ensure that a project has the greatest possible likelihood of significantly impacting the health outcomes of Medicare beneficiaries. 

Four of the criteria which follow--prevalence, science, measurability and the opportunity to improve care  (OIC)--address identifying appropriate clinical topics and quality indicators.  These should be used in assessing all clinical topics.  The remaining criteria are relevant in establishing priorities among the clinical topics meeting the first four criteria (essentially, determining how you can best allocate limited resources to obtain the greatest improvement for the most beneficiaries). 

A.
Identifying Clinical Topics.--

1.
Prevalence/Incidence and Disease Impact.--The burden (morbidity, mortality) and/or cost (direct, long-term care costs, Medicare program costs) of the clinical condition or medical procedure under consideration is great for the population affected. The topic may be one of significant prevalence/incidence/cost in a subpopulation (e.g., minority, disabled, at-risk, etc.) and acceptably meet this criterion even though the topic may not meet this criterion for the general population.

2.
Science.--There should be scientific consensus through multiple independent observations and/or clinical trials that changing a process or procedure of care will measurably improve patient outcomes.
3.
Measurable.--The process(es) or outcome(s) of care for the topic can be stated in clearly defined, discrete, quantifiable data elements from data sources which:

-
Are valid and reliable;

-
Are accessible in a timely manner;

-
Are from appropriate care settings; and

-
When necessary, span the continuum of care.

In addition to the final measures of outcome, interim measures of progress toward achieving the quality improvement goal are desirable. 

4.
Opportunity to Improve Care (OIC).--Not only should process or outcome be measurable, there should be a gap between current performance and what can reasonably be achieved.  Additionally, there must be a feasible means of narrowing that gap.  Merely measuring the problem is not sufficient, you must also be reasonably certain your actions can improve the situation.  
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Prioritizing Clinical Topics.--Clinical topics meeting the above criteria should be further prioritized. The following criteria should be helpful in that process.  Although it is likely that no topic will consistently meet all of the criteria, proposed topics can be compared on the basis of the number and degree to which the criteria are met.

1.
Previous Project or Pilot Studies.--Demonstrate previous experience with the proposed project methodology or demonstrate that a project of similar design can reasonably be expected to improve health care outcomes.  Potential priority topics should have been the subject of previous successful projects by PROs or other organizations.  Here, the focus is on selecting topics for which quality improvement has previously been demonstrated or on replicating successful project methodologies.

2.
Adequate Program Resources.--Consider whether you have adequate resources (time, personnel, and funding) to implement the QIP and whether the overall financial benefit is expected to exceed the project costs. Whenever possible, topics that make use of existing data sets should be selected.

3.
Availability of Partnerships.--Select topics which allow you to collaborate with other national, regional, and local organizations with similar goals.  In addition,  HCFA expects you to collaborate with other PROs and/or your regional office to enhance efforts across the nation on priority topics.  While collaboration with other organizations is encouraged, selection of topics and the interventions associated with those topics should avoid duplication of effort by targeting different populations or addressing other issues not addressed by the collaborators.

4.
Ability to Impact Health Care in Alternative Sites.--Because the majority of health care is not provided during inpatient hospital stays, you are encouraged to select topics for priority that evaluate and improve care in alternate settings such as the ambulatory office setting, home health agencies, skilled nursing facilities, long-term care, and others.

5.
Ability to Enable or Facilitate Ongoing Quality Improvement.--Select topics and interventions that are likely to foster or enhance the development of quality improvement efforts by the provider that extend to care processes and conditions beyond those being evaluated.  Some topics may be selected, in part, because of the learning value to the intended user (e.g., demonstrating principles and methods that can be applied by a user to other topics) and the sustainability of the improvements they trigger.

6.
Likelihood of Success (Readiness).--You are encouraged to identify topics which are of interest to the providers of care and for which providers will be able to make improvements.  This criterion recognizes the fact that significant improvement is not likely to occur if providers do not welcome or are not capable of participating in the project.

16015.

IDENTIFYING QUALITY INDICATORS (QIs)

A QI is a quantitative measure of a specific preventive service(s) and/or care process(es) known to improve patient outcomes. In a QIP, the PRO analyzes data to determine whether there is an opportunity to improve care by increasing the utilization of preventive services, increasing the use of optimal care processes, and/or improving the rate of desired outcomes.  There is usually broad consensus on the treatment approach or the indicator has previously been linked to improved outcomes. In order to progress from a potential to an actual project, the project process requires you to identify the quality indicator(s) that will be the basis of the project.  Each project must have at least one quality indicator for which data are available so that: 
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o
A baseline can be established; and 

o
The results of the project intervention can be measured.

16020.

MEASURING BASELINE PERFORMANCE ON QUALITY INDICATORS (QIs)

A.
Collect Data.--Each project must have valid and representative baseline data. Valid data means that the data collected are an accurate representation of the reality of the clinical situation.  For instance, if a medical record has chart notations that suggest the patient received a particular service, the record is valid if it accurately depicts what actually occurred.  In addition, when there are no such notations in the chart, the chart is valid if the patient did not receive the service in question.  Other validity concerns involve the accuracy of the noted times of arrival at the hospital, the time when a particular service occurred, the time when a particular symptom was first detected, etc.  

A sample is perfectly representative if the parameters derived from the sample, for instance the average for the group, the range, the degree of variability, etc., would be identical to those that would be derived when data from every member of the universe were included.  The goal is to approach perfection as closely as possible.

 Focus data collection only on what is needed to support the project and include the minimum sample size needed to confirm the opportunity for improvement, and to observe the expected amount of change that is likely to occur at re-measurement.  The data collection phase includes confirmation of the accuracy and reliability of the data.  

Acceptable data sources are various and may include:

o
Project data collection (PDC) from medical records;

o
Surveillance data;

o
Beneficiary data derived from information collecting activities (from PROs/HCFA/other). (See section on Paper Work Reduction Act requirements of the Office of Management and Budget);

o
National and Statewide registries (e.g., National Register of Myocardial Infarctions, cancer);

o
Existing data (e.g., billing data), or PRO data provided through the Clinical Data Abstraction Centers (CDACs); and

o
Population-based reports available for State and local health departments, the U.S. Department of Health and Human Services, etc.

Sampling types may include, but are not limited to:

o
Population-based (i.e., sample is drawn from the eligible beneficiary population);

o
Hospital specific; and 

o
Peer groups. 

When you conduct projects with Medicare+Choice (M+C) organizations, you are expected to discuss potential data sources for data analysis and improvement projects with the organizations.  Potential data sources may include, but are not limited to, plan administrative data (e.g., encounter data and internal billing data), Health Plan Employer Data and Information Set (HEDIS) data, medical records, other PDC information, and beneficiary complaints.
Rev. 78
16-9 

16020 (Cont.)                         PEER REVIEW ORGANIZATION MANUAL                        10-99
B.
Analyze Data.-- Once the data are collected, calculate the rates for each indicator (or average, or elapsed time, etc., when appropriate).  This calculation often entails first eliminating particular cases when they do not meet certain inclusion and/or exclusion criteria.  When it is possible and appropriate to calculate the indicator rates on sub-samples of the population, this is also done, to look for evidence of unequal indicators rates in one group as compared to another.  These kinds of analyses might include comparisons of patients in your State compared to those in another State, region or the country as a whole, or one part of the State compared to another, males versus females, etc.

C.
Confirm the Opportunity for Improvement.--Review the results of the data analyses to confirm the opportunity for improvement.  An opportunity to improve care (OIC) is a baseline performance level that is different from what is achievable. Evidence of currently achievable performance can come from a benchmark provider, the performance of providers in other States or areas, or results reported in well-designed clinical studies.

16025.

DEVELOPING AND CONDUCTING INTERVENTIONS

An intervention is any activity meant to change a process, situation or behavior.  The interventions you use in quality improvement projects are designed to change the processes or situations that serve as obstacles to optimal care or health status (e.g., those that discourage implementation of best practice guidelines).  The success of an intervention is judged by its effect: that is, a good intervention is one which results in a positive change in the process, situation or behavior. Your intervention activities do not directly change the process. The end result of your intervention is in the control of your collaborators and/or the beneficiaries targeted by the particular project. Therefore, the project process  must be cooperative in nature and your interventions must be designed to affect the practices or behaviors of those institutions or individuals who are directly involved in the provision and/or acceptance of health care.  A beneficial side effect of a successful HCQIP project is the spirit of collaboration and cooperation which is engendered between you and other organizations and individuals concerned about the health care provided for Medicare beneficiaries.

Interventions are best when they are evidence-based (i.e., you can factually demonstrate the OIC) and you can propose methods to facilitate that improvement. For example, if you can statistically demonstrate to representatives of a particular hospital that its average time to thrombolytics for acute myocardial infarction patients is significantly higher than that of the State and, at the same time, suggest changes in hospital practices which are designed to reduce that time, you will have a greater likelihood of success.  Similarly, if you can demonstrate that beneficiaries who receive flu immunizations are hospitalized less frequently and/or for shorter periods, this increases the chances for success in this area.  There may be written communications, discussions with individual providers, presentations at conferences or special meetings, media releases, webpage presentations or any of the host of communication devices available.  

Your intervention efforts should be directed toward convincing your target audience to make the appropriate change(s).  In some instances, your intervention may directly target the individual or institution whose behavior you wish to change (e.g., a direct contact with beneficiaries designed to increase the flu immunization rate), while in other cases the intervention will be less direct (e.g., encouraging hospitals to institute procedures which promote flu immunization for all patients).  In other instances, you may provide statistical and analytical support to another organization or group (e.g., providing the local Health Department with information allowing them to target certain areas or populations for a flu immunization campaign).
16-10
Rev. 78 

10-99
PEER REVIEW ORGANIZATION MANUAL
16035
In developing intervention(s), you should take advantage of work that has preceded your particular project.  In the case of national projects, the Support PRO will be able to provide this type of information.  When you are seeking to replicate a local project which has been successful, the Narrative Project Document (NPD) and the QIP reporting system should provide information on successful intervention techniques.  You are not limited to one type of intervention in a particular project, nor must all interventions in a particular project be carried out simultaneously.  At the outset, you may have identified several target audiences and designed interventions best suited to each audience.  During the course of a project, you may determine there are additional target audiences or decide to redesign your intervention for a particular group based on your growing experience in the area.

16030.

REMEASURING PERFORMANCE ON QUALITY INDICATORS (QIs) 

An essential component of a health care quality improvement project is a measurable outcome, which may be represented by a process change, a system change, or a health behavior change expected to lead to improved health outcomes, improved quality of life, and/or increased satisfaction and appropriate use of available services by Medicare beneficiaries.  Following the comprehensive intervention phase of the project (see §16225), remeasure your QIs to assess the degree of improvement.  

It is critical that you replicate as closely as possible the processes used to create the baseline.  If you introduce changes into how you draw the sample, operationalize the indicators, define the inclusion or exclusion criteria, etc., then it will be difficult to determine whether any observed changes from the baseline were actual improvements, or resulted from the changes in the way the re-measurement was conducted.  

16035.

DOCUMENTING AND DISSEMINATING RESULTS 

Documentation for public dissemination should fully disclose: 

o
Whether study results were obtained from a sample or the entire population (if obtained from a sample, describe the sampling method);

o
How the indicators were operationalized and measured;  

o
Any factors that threaten the validity of the findings; 

o
Statistical significance of any apparent differences between units of comparison;  and 

o
Factors that influence the comparability of data. 

This final phase of the project process is a checkpoint for you to determine how successful you were in achieving your objectives, whether additional interventions are warranted; and whether the project should be considered for exporting and/or expansion (if it was not a state-wide project).  

There are a number of activities you may undertake following completion of a project.  These include:

o
Quantify the effect of the project on improving care by addressing: 

-
The number of beneficiaries directly affected; 

-
The proportion of the universe of eligible beneficiaries in the State directly affected; 
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-
Expected cost savings (if applicable); and 

-
The benefit(s) attributable to this project.

o
Evaluate the project process by: 

-
What worked; 

-
What did not work; 

-
What factors are associated with success or failure; 

-
Lessons learned; and

o
Assess the effect of the project on capacity building: 

-
What factors led to capacity building; and

-
What obstacles were overcome or proved insurmountable. 

o
Obtain feedback from the health care providers and/or beneficiaries (or beneficiary representatives) who participated in the project.

o
Share information concerning your improvement projects with individual partners, the medical and beneficiary community, and other PROs, as appropriate.  The information shared must conform to all PRO confidentiality requirements.  (See §§10000-10090.)  Additionally, all publications must conform to the requirements in §§16300-16330, and the HHS/HCFA Outreach Publications Policy specified in your contract.
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