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	TEMPLATE FOR PRESENTERS—

NOTE:  THERE ARE NO RIGHT OR WRONG ANSWERS – WE ARE BUILDING A NEW SCIENTIFIC BASIS FOR QIIs AND ATTEMPTING TO UNDERSTAND CURRENT APPROACHES, THE TRADEOFFS AMONG THEM, AND CHALLENGES FACED BY QII EVALUATORS

	SNAPSHOT OF THE QII
	

	-- Setting(s)
	VA medical centers and community based outpatient clinics

	--Change targets (who/what expected to change)
	Relevant regional, medical center, and practice-level leaders, staff, and resources are expected to change in order to change clinician behavior and patient behavior and outcomes 

	--QII goal (outcomes)
	Improve care and outcomes for patients with depression

	--QII strategy (please also fill in the chart in Appendix I)
	Evidence-based Quality Improvement

	--Rationale for QII:
	Test sustainability, system cost-effectiveness, and spread of VA collaborative care for depression (including patient education/activation, clinician education and decision support, depression care management, senior leader involvement).  The study does not aim to test effectiveness, which we consider to have already been shown across a wide variety of patient populations and settings.

	----Evidence base (clinical and/or QII)
	About ten high quality prior randomized trials based on AHRQ guidelines for depression showing the collaborative care model for depression is effective and can be disseminated, and about five high quality randomized trials showing that simpler QII’s, such as clinician education or computer reminders alone, are completely ineffective.  We used EBQI to help VA systems adapt the model in a previous cluster-randomized study.  In that study, the intervention was funded separately and evaluated using QI methods.  In the separate randomized evaluation, representative MDD patients from experimental and matched control practices were enrolled and they and their clinicians were encouraged to participate in care management

	----Prior tests of QII
	See above, plus an additional 1 ½ year smaller trial of the same model in a cluster-randomized VA study

	----Theoretical basis
	chronic illness care model; patient activation (Kaplan/Greenfield); provider behavior change theory

	----Other
	

	--Sites and subjects and their inclusion and exclusion criteria.  Describe what the target for site selection was in terms of the diffusion curve for adoption of the intervention (early adopters, early majority, late majority, or laggards)
	Four multi-state VA administrative regions (Veterans Integrated Service Networks or VISNs) are the primary targets.  Researchers assist VISN leadership in setting design priorities.  VISNs choose target practices from among their medical centers and attached or community-based outpatient clinics using a variety of rationales (see Summary).  The study “contract” with the VISNs is to implement collaborative care model coverage for a base primary care population of at least 30,000 active patients per VISN.  Three VISNs involved are early adopter VISNs and one is an early majority VISN.  Medical centers and clinics vary in terms of their readiness to change and adopter status.  Two to three practices per VISN among those participating in ReTIDES in our initial three VISNs were early adopters. All VISNs maintained the care model without financial support for one to 1 ½ years prior to ReTIDES.  Only one of the original practices no longer refers patients to the depression care manager; this practice underwent a complete reorganization.  Another practice reduced participation level related to turnover in senior leadership; the primary care clinicians remain committed. We aim to regenerate these two old sites, maintain in the remainder of old sites, bring in spontaneous adopters, continue spreading within VISNs, and consider further spread to three VISNs that have approached us about adopting (including the one new one we have enrolled).

	--Scope or scale of the intervention (such as single site, multi-site, or national rollout; single agency or cross-agency effort)? 
	Single agency multi-region role-out and building infrastructure for national roll-out

	--Does the intervention cross organizational boundaries such as primary care and specialty care?
	Yes; VISN/medical center/practice boundaries; mental health specialty/primary care/nursing/quality improvement boundaries

	--Methods used to recruit sites and participants
	Discussion/recruitment of VISN leadership through telephone calls, endorsement by VISN staff, and in-person visits.

	--Length of study
	Three years

	--Did you implement change one time, or did you use another approach (eg rapid-cycle PDSA)? In other words, how many modifications were made during the course of the study and how often?
	We used rapid-cycle PDSA within a larger, longer, PDSA development framework in a previous project to develop an initial model and VA specific tools such as computer consultation, note templates, reminders, decision aides, policies and procedures, and educational materials.  In this project, we are helping projects use rapid-cycle PDSA to implement and improve on the existing model with the goal of making it as easy to implement nationally as possible.

	--If you used an approach with midcourse corrections, what kinds of changes were made to QII during the project?
	The overall approach in terms of the basic care model we are implementing has not changed.  We continually change model details, however.  One major correction we have made is to move from a regional care management approach at the VISN level to a medical center care management approach.
In VA, VISNs have little to no clinical administrative infrastructure.  Medical centers incorporate the bulk of administrative resources.  Two of three VISNs initially chose a regional care management approach, which worked extremely well in terms of efficiency and clinical outcomes.  Penetration at the medical center level was often hard to achieve, however, and when medical center or clinic leadership turned over (a relatively frequent event, especially due to the Iraq conflict) the project lost its clinical link with that practice (out of sight, out of mind).  Penetration among all primary care clinicians at the practices was also difficult to achieve remotely.  In our current approach, we are emphasizing recruitment at the medical center level, even if the target practice is a community-based outpatient clinic operating away from that medical center.  We are also emphasizing heavier involvement of champions from the practices and the care manager’s and champion’s roles in engaging the broader group of clinicians. 

	--What were the findings of the QII?
	Results of the initial cluster randomized previous study of the model are just being analyzed.  Results for patients enrolled in the care model were outstanding.

	--Were you the instigator of the QII and its evaluation or was it someone else (e.g., a health plan, hospital)  (please specify)
	The research team instigated the QII in the previous study.  We have since both responded to health plan instigators and continued to instigate ourselves.

	--Did you do both the QII and the evaluation?
	Yes, although we have separate intervention and evaluation teams.

	--Please draw an organizational chart showing the social and financial relationships in your study.  An example is provided in Appendix II.
	


	EVALUATION 
	

	--Design (check one or more and add comments as needed, e.g., how you modified standard design):
	Comparative-change design (nonequivalent group design with unique pre-test and post-test samples).



	Post only
	

	· Pre-post no comparison
	Within patients enrolled in care management, as the basis for ongoing feedback to sites (part of the intervention)

	· Pre-post with comparison group (specify comparison group)
	Matched clinics within a comparison VISN (in case of data warehouse data) or VISNs (in case of nationally available data)

	· Group or cluster randomized controlled trial
	Previously completed and just beginning analysis; not the follow-on study reported here

	· RCT – individual as unit of analysis
	

	· Interrupted time series
	We may be able to do this (as part of our trend analysis) depending upon whether we have enough cases in administrative data

	· Multiple baseline
	We may be able to do this; not sure about advantages for us

	· Regression discontinuity design
	No

	· Other, please specify 
	Intervention success using qualitative case-based analysis

	--Methods used (e.g., context measured, interaction between context and intervention measured,
 other methodological approaches to strengthen research/evaluation design.)
	--Semi-structured stakeholder interviews with grounded theory analysis
--Overall and system cost-effectiveness

--Current and improved performance measures as outcomes 

--Reports on clinical outcomes for patients in TIDES care provided quarterly

	--Analytic approach
	Comparison of site population impacts on the quality of the process of depression care and system cost-effectiveness between intervention and matched control sites before and after intervention. Multivariable logistic regression analysis with cluster adjustment
Trend analysis:  We will group data to create a contingency table test for trend using a regression model.



	ACTIONS TAKEN TO AVOID BIAS IN DESIGN, DATA COLLECTION, ANALYSIS AND INTERPRETATION
	

	--Who was blinded to condition (circle NA if not applicable)


	Sites are not blinded.  Patients are blinded.

	· Participants (e.g., providers)
	 N   

	· Organization(s)
	 N   

	· Investigators involved in data collection
	NA—data collection is done by the sites as part of routine care


	· Investigators involved in data analysis
	NA—we haven’t gotten to this point, and have not talked about this issue

	Was there separate funding for intervention and evaluation?
	N—there was for the initial randomized experiment, though

	What other protections to maintain independence of the evaluation were employed (check all that apply)
	_x_formal protocols

_x_leadership support (specify:_See above; not sure how this affects independence, though)_______________

_x_functional separation of data collection from implementation (though we have many kinds of data collection)
_x_ functional separation of data analysis from implementation

_x_interpretation of data (specify:______multiple team members cross-check; multiple coders for qualitative data)

_x_separation of primary hypotheses from ancillary post hoc questions

___other – please describe:



	--Why was this evaluation approach chosen?
	Our goal is to prepare for national rollout.  We carried out a prior randomized implementation.  The goal of this study is to understand the extent to which the intervention spreads and sustains.  Randomization will not help us understand the roll-out process; we therefore use a quasi-experimental design. To reach national roll-out, we need to impact performance measures, so impacts on performance are at the core of our evaluation.

	--Was this evaluation design your original choice?
	Yes

	--What challenges did you face during the evaluation?
	Our current evaluation is just beginning.  A challenge we faced during our randomized experiment illustrates a challenge based on combining QI and experimental metholodologies.  We carried out the intervention in our experiment as a QI project, with separate intervention funding.  In doing so, we worked to buy in medical centers and clinicians as part of their usual care—they referred patients to the intervention just the same way they referred them to cardiology or social work, and our nurse care managers responded accordingly.  Once the project was up and running, we began identifying and sending representative patients from the practice, using enrollment methods typical of prior randomized trials of collaborative care for depression.  However, our representative patients were disadvantaged in several ways:  1) the care managers had more loyalty to patients referred from their “client” physicians as part of usual care; 2) more of the patients from the representative sample had likelihood of lower benefit from care management (e.g., were followed in mental health or had a prior history of recurrent MDD or comorbidities); 3) a greater proportion of the primary care clinicians of these patients were laggards in terms of adoption, which made it much more difficult for care managers to work with them; and 4) even when the primary care clinicians were adopters, it was logistically more difficult to work with them when they had not initiated the referral.  Looked at another way, patients in the randomized experiment who would not ordinarily be referred by clinicians but who did benefit would be unlikely to actually experience that benefit under routine implementation conditions. We were left with many questions about the extent to which the randomized trial would show the true benefit of VA-adapted collaborative care for depression as implemented in the real world.  

	--What are the strengths of the approach used?
	Close link to development of methods and evaluation for national roll-out

	--What are the weaknesses of the approach used?
	Not a test of model effectiveness; rather, a test of implementation effectiveness using EBQI

	--How in your opinion did the design and methods you used affect findings/conclusions about the effectiveness of the intervention?
	Ongoing

	--Rate the internal validity of your QII on a scale from 1-10 (with 10 as the highest)
	5

	GENERALIZABILITY/EXTERNAL VALIDITY
	

	--To which settings/populations would your findings be generalizable?  
	Staff model managed care

	-- Please review the list of QII strategies in Appendix I below, then compare your intervention to others in the same category or class (e.g. “didactic” or “rapid cycle improvement”).  How is your intervention similar to, or different from, other interventions that use this approach?  How do you know?  
	We use a quality improvement approach involving senior leadership to implement a comprehensive set of evidence-based strategies.  We ask whether senior leaders can adopt these strategies effectively, with our support, not whether the strategies themselves (such as care management for depression) are effective.

	SUMMARY QUESTIONS
	

	--If you had the evaluation to do all over again, what would be your ideal in terms of design and methods (if you hadn’t had the constraints you (may have) had on implementing your ideal evaluation)?
	Not sure

	--What would it take to do the evaluation  differently?   (what constraints would need to be removed/modified?)
	

	--Describe “cost/charges” data if cost data were collected 
	

	--Describe cost effectiveness analysis if it was done.
	

	FUNDING CONTEXT
	

	--How was your evaluation funded?  
	VA Health Services Research and Development (HSR&D) Quality Enhancement and Research Initiative (QUERI).  The latter program invests clinical dollars in research to improve clinical care.

	--Did you have any difficulties getting funding?  Please describe.
	It was difficult to time the various component grants and re-submissions to ensure continuous progress while responding to on-the-job learning from the intervention process and evaluation

	SUSTAINING THE STRATEGY 
	

	--Do you/the organization (practice, health plan, State) have funding and/or management support to sustain the strategy, if it was considered successful?
	It is the goal of the project to ensure this.  

	--Is the strategy being sustained and if so, how?
	All initial sites from our randomized experiment did sustain the intervention for over a year without receiving any funding, with some ongoing training/problem-solving support from the research team

	PROMOTION/ACADEMIC CONTEXT
	

	-Is this kind of evaluation research acceptable for promotion and tenure in your academic context?
	Yes

	---Please share your thoughts on challenges or opportunities in your academic context
	The amount of investigator time required to carry out this scale of implementation, which involves literally hundreds of people, competes with time for analyzing and writing up results.  The papers are complex to craft, and require high level investigator input.  One reason for this is that the current journal expectations in terms of ease of reading and brevity are very difficult to achieve for articles in this field.  Reasons for these difficulties include:  1) readership lack of communal assumptions about the meanings of terms, designs, and methods, so that more has to be clarified in papers; 2) the need to span multiple publications/journals to fully describe a complex QII intervention and its evaluation, without systems for linking the publications; 3) the inherently greater variability in application of improvement strategies when these strategies are deployed through a region/site QI process rather than by a research team; 4) the combination of qualitative and quantitative information needed to learn from the QII implementation.  

	PUBLICATION CONTEXT:
	

	--Did you have any difficulty getting your work published?  Please describe.
	As above.  It gets published after a lot of work, and across a wide variety of journals.

	
	

	DISSEMINATION AND DIFFUSION
	

	--If your QII was successful, do you know if anyone beyond the original organization is using it now?
	NA

	--Is it being re-evaluated?
	Our original TIDES intervention is considered successful but is being re-evaluated in ReTIDES

	--Is it being modified in any way and will that have any impact on its success?
	We hope so

	
	

	SUMMARY COMMENTS:
	

	--If  you could change the “system” (e.g., partnering, funding, publishing, post-project dissemination), what would be your top 3 priorities?
	1.  Improve publishing environment for QIIs, including intervention documentation--because if we can’t make our work clear and accessible to others, we should be doing QI, not QI research
2.  Tailor funding mechanisms to incentivize and faciltiate implementation of QIIs
3.  Improve partnership methods for working with communities, systems, and populations


 Appendix I: QI Strategies.

Please check the QI strategies used in your study.

	QI Strategy
	Your study

	Overarching models

	

	Chronic Care model implementation
	Y

	“Defined change package” (SPECIFY COMPONENTS)
	Y 

	National guideline revision
	Y

	Data/measures development
	Y

	Benchmarking/Audit and Feedback
	Y

	Audit and feedback
	Y

	Audit of surveillance data
	Y

	Facilitate data sharing within a state/region
	Y

	Technical Assistance from QI team/researcher
	

	Access to implementation facilitator
	Y

	Assistance with planning and coaching during intervention
	Y

	Leadership strategies
	

	Opinion-leader strategy
	Y

	Reorganization of care/additional staff
	

	“Organizational change” NOS
	

	Practice change :  Collaboration between primary care and specialty care
	Y

	Practice change/”office systems”/process improvement methods
	Y

	Enhanced record keeping
	Y

	Px change: financial change
	Y

	Px change:  informatics re-design
	Y

	Px change:  staffing changes
	Y

	Case management
	Y

	Community volunteers?
	Y

	Data-based deployment of policy and fire personnel?
	Y

	Linking patients with community resources?
	Y

	Provider reminder systems
	Y


Appendix II: Organizational diagram.

Please provide an organizational diagram indicating (as appropriate) sponsorship, the PI and the research team, the staff (or levels of staff) involved in implementing the intervention, and the target of the intervention.  Sample below.  For your diagram, please provide more details on the role of each party/group indicated in the chart. Please indicate if some parts of the research illustrated by the diagram had funding from different sources.  Please also indicate who was blinded to what.
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Core Research team investigators:  JoAnn Kirchner MD; Fen Liu, PhD; Elizabeth Yano, PhD; John Williams, MD; Rick Owen, MD; John Fortney, MD; Louise Parker, PhD; Laura Bonner, PhD; Bradford Felker, MD; Mona Ritchie, MSW; Dana Carney, RN; Melissa Parkerton, MA 
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Depression Nurse Care Manager (may function at VISN, med center or clinic level, but always has local PC and MHS supervision)





VISNs are the initial researcher target for the QI intervention.  Researchers help VISNs to implement a QI plan.
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�  See Rychetnick.


� In addition to checking these, check off all the specific QI strategies used within these overarching strategies






Page 15
8/26/2005

_1183358506.ppt


VA Undersecretary

VISN 10

(Parkis)

VISN 16

(Lynch)

VISN 22

(Clark)

VISN 23

(Petzel)

2 med centers 

in one state

VISN Leadership 

Council

9 med centers

in five states

VISN 23 Depression 

Steering Committee

VISN Mental Health 

Service Line

2 med centers 

in two states

8 outpatient clinics

11 outpatient clinics

12 outpatient clinics

VISN Primary 

Care Council

3 med centers 

in two states

4 outpatient clinics

Primary Care 

Patient Population

90,000

Primary Care 

Patient Population

50,000

Primary Care 

Patient Population

40,000

Primary Care 

Patient Population

30,000








_1186163376.ppt


Congress

Undersecretary for Health, Veterans Health Administration

National Leadership Council

Employee Education

Information Services

Nursing Service

Patient Care Services

Primary Care

Mental Health Specialty

Office of Care Coordination

National Guideline Council

Office of Quality and Performance

Seriously Mentally Ill Committee

22 Veterans Integrated Service Networks

VA National Groups Working with TIDES








_1183306828.ppt


VA HSR&D QUERI

ReTIDES Steering Committee

PI’s Rubenstein and Chaney

Quality 

Improvement 

Coordination (Carney)

Education/

Decision Support

(Parkerton)

Sustainability/

Spread

(Kirchner/Yano)

National Roll-Out

(Williams/Owen)

Cost

Evaluation (Liu)

Intervention

Monitoring

(Vivell)

Qualitative 

Process Evaluation

(Parker)

System 

Effectiveness

(Lee)








