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Part 1 described the rationale and the opportunity for sites to improve their cancer clinical trial accrual by conducting a critical self-assessment. We delineated 7 strategic questions that the leadership of every site should consider, at least annually, to identify opportunities for continuous improvement:
Now we would like to discuss the metrics leadership can use to discover the answers to these questions. In order to perform this assessment, a site will need an inventory of clinical trials, patient registry and market demographic data, your annual budget and any special reports or analyses your conduct on specific clinical trials or clinical trial activities. The trial inventory should be a spreadsheet or data base detailing key aspects of all clinical trials open for enrollment during the prior 12 months. This might include:
· The type of trial (e.g. treatment, quality of life) 
· Phase
· Cancer site
· Sponsor 
· Dates when the trial was submitted to the IRB, approved by the IRB and the budget and contracts were completed
· The date the trial was open for enrollment 
· The date the first patient was enrolled
· Total enrollment and the enrollment during the past 12 months
· The date closed to enrollment
· The budget and projected enrollment for that trial. 

For prevention, screening and diagnostic trials, data could be limited to the trial type, cancer site, date open for enrollment, projected enrollment, total enrollment, enrollment during the past 12 months, date closed to enrollment and the study budget. 
While it seems like a significant investment of time and effort to collect this information, most of the data should be readily available and may be routinely entered into the inventory as trials are opened. The first requirement for improving performance is having the information necessary to evaluate it. Not every organization will have all the recommended data elements and that could provide the first improvement opportunity. The inventory can be used to create a dashboard to continually monitor your trial performance and spot potential problems with specific trials as well as a tool to periodically assess the entire program.
Once the staff has organized the requisite data, the leadership team should plan a 2-3 hour strategy session where they review and analyze the data and discuss the characteristics and performance of the program across the seven dimensions. The process is as important as the results. Leadership is often so focused on just keeping the program going that they do not have time to take stock of what is working, what’s not, and how it can be improved. Use a flip chart or white board to capture ideas or raise issues for further discussion.  Following are examples of the types of issues to be discussed and analyses that should be performed for each of the 7 dimensions of performance. Many of these issues are interrelated and improving performance requires that you look at the entire system from several perspectives to identify innovative solutions and minimize unintended consequences. 
VISION, STRATEGY AND CULTURE
Vision is the destination the program focuses on achieving (i.e. a vision statement) while the strategy (i.e. strategic plan) provides the roadmap to get there. The values and behaviors of the people within the facility define the culture.
· What is the role and purpose of the clinical trials program? 
· What are you trying to accomplish by conducting trials? 
· Is the vision and strategy explicit? 
· How do clinical trials fit into and support the overall oncology service’s vision and strategy? 
· How well is the role and purpose of clinical trials understood among the clinical and administrative leadership and staff? How is it communicated and reinforced? 
· How do clinical and administrative staff view clinical trials research?

TRIAL SELECTION AND INITIATION 
Relevant and generalizable results from clinical trials require designs that balance scientific rigor with the realities of accrual. Trials that are opened quickly and accrue patients effectively are more likely to achieve the desired endpoint and contribute to advancing state of the art care.
· What are the criteria used to evaluate a potential trial? How do they fit with the vision and strategy? Are they applied consistently? 
· How long does it take to identify and approve a new trial? Are the right people involved?
· What proportion of trials considered is submitted for IRB approval? What proportion is approved? How long does approval take? 
· How long does the budgeting and contracting process take? 
· To what extent do you use a standard templates or a central IRB? 
· What is the length of typical informed consent documents and to what extent are standardized language and other requirements utilized? How do you assure documents reflect cultural, language and literacy needs and preferences of your patients?
· What is the average length of time until the first patient is enrolled? 
· To what extent do the trials offered reflect the clinical and demographic characteristics of your patients? Is the ratio of new patients in specific cancers to available trials appropriate? 
· What proportion of trials open less than 6 months, at least 6 months and at least 1 year have 1 or no patients enrolled? What proportion of trials achieves the projected accrual within the budgeted timeframe? (These analyses could be done by trial type and sponsor).

ACCRUAL PROCESSES AND PROCEDURES. Clinical trial accrual rates for adult cancer remain stubbornly low, yet the best performing facilities have rates 5-7 times the average and cost nearly half the median. Identifying bottlenecks and applying best practices can dramatically improve accrual performance.
· Are current practices, policies and procedures documented (e.g. SOP, operations manual)? 
· Are patients consistently informed about clinical trials as a treatment option? 
· Are all newly diagnosed cancer patients pre-screened (crude match) for clinical trials? Is the pre-screening process efficient? Effective? Are results measured? Are the screening and matching processes efficient, effective and measured? Are screening practices consistent across all demo- and socio-graphic characteristics? 
· What is the extent of participation by oncologists in clinical trial accrual? 
· What is the accrual rate for each cancer for which a trial is available? 
· How is accrual performance for a specific trial tracked? How is that information used and by whom?  

COMMUNICATION PRACTICES 
Even the best policies and procedures will fail without effective communication.
· How is general information about clinical trials and specific information about available trials communicated to patients? Is the information, materials, medium, timing and frequency appropriate and effective? 
· How are clinicians and staff informed about trial availability and accrual performance? Do they have sufficient information and the skills to communicate effectively with patients? 
· Are patients provided the information they need to understand the clinical trial and make an informed decision to consent or decline? 
· Does the information and communication reflect the cultural, literacy and language requirements of the patients you serve? 
· How do you facilitate and ensure compliance with the research protocol? 
· Do you provide feedback to clinicians and research staff on performance? 
· Do you collect patient and staff satisfaction information about clinical trials?

 PEOPLE AND TOOLS
The competency of the staff and the effectiveness of the tool they have available can dramatically impact accrual performance.
· What are the training, education and certification requirements for key clinical trials staff positions? What training is available to the staff? What is the proficiency level of the staff in key domains?
· Is staff time distributed appropriately among administrative, patient- facing, and marketing and communications activities? 
· What is the turnover rate among the staff? 
· What is the accrual productivity of the staff? 
· Is there clear accountability and responsibility for accrual? 
· What tools are available to the staff to identify potential trial participants, screen them, inform them and track those activities? Is the staff trained to use those tools effectively? What additional tools are available and could they improve performance?  

FINANCE AND MANAGEMENT
Healthcare cost containment is increasing budget pressure on every healthcare activity and driving the requirement for performance improvement. Clinical research is not exempt from these expectations.
· Does the research budget adequately reflect the vision and strategy?
· Does the mix of sponsors and trials reflect the appropriate balance between your financial requirements and your vision and strategy? 
· Do trial budgets have realistic assumptions? Are they consistently achieved? 
· What are the start-up costs and break-even enrollment for various trial types and sponsors? Is that information used to improve your trial selection and budgeting process? 
· Are the right metrics captured to measure and track the performance of specific clinical trials and the clinical trials program and are they used effectively? 

COMMUNITY OUTREACH
Effectively engaging patients, caregivers, community leaders and referring physicians is critical to cancer research.
· What do you do to educate the community about clinical trials? 
· Are you engaged with the right people and organizations? 
· What is your strategy to engage referring physicians and keep them informed of their patients’ participation in a clinical trial? 
· How do you capitalize on the experience of trial “alumni?” 
· Do you have any tools for patients or physicians to assess the fit of a trial with the patient's values, priorities and concerns?
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