Proposed Solutions to Address Trial Identification: To evaluate whether implementation of a clinical trial concierge imbedded in the clinic will aid physicians in timely clinical trial identification (Where will you implement it?). We hypothesize that the implementation of a concierge service will lead to improvements in accrual by aiding the providers in the identification of clinical trials. The provider will be able to focus on clinical assessment and then will huddle with the trial concierge to review options in preparation for treatment dialogue with the patient and family.  The concierge will be educated on the basic inclusion/exclusion criteria for all current lung cancer clinical trials. (What does it look like?). In the present format, after a physician has consulted with a patient and determined that clinical trials are an option, the nurse pages a clinical trial coordinator who managers the specific potential trial. If a coordinator is unavailable, another team member may respond and provide a copy of the consent form. However, with a trial concierge directly working with the treating physician to review the portfolio of trials, the team is able to quickly discern the eligibility criteria and develop a plan or menu for the patient and know which trial coordinator is needed (How does it work?).  The concierge would visit with the patient, initiate a conversation about trials and provide necessary education and resources prior to engaging the managing clinical trial coordinator.  The goals of the concierge intervention are: 1) to assist physicians with the identification of potential trials in institutions with large trial portfolios. These trials tend to be complex with extensive inclusion and exclusion criteria; biomarker driven; have tissue and biopsy requirements; and offered in multiple lines. The concierge will discuss options with the provider and work with him/her to develop a detailed treatment plan (i.e. consent for multiple trials in anticipation of molecular testing results and use of archival tissue and tissue requirements) 2) provide education about clinical trials, answer general trial questions, and address myths etc. prior to reaching out to the specific clinical trial coordinator to begin the consenting process (How will you do it? Why will it work?).  A clinical trials kiosk will be located in the clinic waiting area accessible to all patients and families. The kiosk will contain a touchscreen with 5-10 questions to determine basic eligibility for our clinical trials portfolio. Active clinical trials are maintained through our clinical trial management system, Oncore. Once a patient has answered the questions, the kiosk will offer a print out and automatically send the results to the patient portal and the patient’s Electronic Health Record (EHR). The goal is improve the efficiency and accuracy of clinical trial identification at point of patient care and ultimately improve access to trials. The clinical trial data are abstracted from the protocol prior to study initiation and entered into our data management system, Oncore. These data points would be used to develop a clinical trial algorithm for matching based on information points identified by the patient and/or family member. We suggest the feasibility of this data feed from Oncore to our kiosk, based upon the current feed of basic trial data to our institution’s website (How will you implement?). The virtual kiosk will be new and intriguing to patients, which will encourage the use and may be the first step to educating and empowering our patients to ask their physicians about clinical trial opportunities. Once the patient completes the short questionnaire, he/she will be able to print the clinical trial results as well as send an electronic copy to a preferred email or directly to the patient portal. The virtual kiosk will be a catalyst for clinical trial identification. While we recognize clinical trial inclusion/exclusion criteria is highly complex, the printed results will serve as a prompt for the patient and the provider to discuss clinical trials as one possible treatment option at the first appointment.  The concierge will conduct an assessment to better understand the patient’s preliminary eligibility using the attached assessment tool (Describe the solution). 

Proposed Solutions to Address Clinical Trial Retention: Pre-Intervention: We will conduct a total of 25 qualitative in-depth interviews with newly diagnosed cancer patients (as defined by hospital code in patient database), current clinical trial participants, clinical trial coordinators and thoracic physicians. The structured guide will be prepared in advance. New Patients meeting predefined eligibility criteria will be approached to participate in an interview about perceived barriers and their current understanding of clinical trials. Interviews will be conducted with clinical trial participants, trial coordinators and physicians to understand the current complexities, challenges to participating in or navigating through the process, common reasons approached or consented patients decline/withdraw. The interviews will be coded and analyzed and the data will be used to develop the roadmap video vignettes. We will also develop a web-based post-intervention survey through Moffitt’s Survey Core. The survey will be given to all stakeholders and the data will serve as continuous quality improvement. Intervention: We will promote informed decision making through the development of a biomarker clinical trial roadmap video and printout. The information that accompanies this roadmap will outline step by step the trial process, provide answers to the most common questions and concerns and provide a glossary of common terminology. The roadmap will outline the screening process, understanding tissue requirements, acquisition and potential delays, resources for understanding biomarker and the testing process, etc.   One goal of the video will be to reduce patient anxiety, which may occur when knowledge of the complexity of biomarker trials is low. The wait time between screening consent and treatment initiation is also a source of patient concern that may be alleviated by learning the process and traditional time frame for receiving biomarker results.  The short vignettes will be narrated by clinical trial patients, advocates, trial coordinators and clinical staff. The roadmap will be presented by the concierge on an iPad along with the Informed Consent document and related trial materials. The roadmap will help to facilitate and guide the dialogue between the clinical trial coordinator and the patient and family members. The clinical trial concierge may introduce the interactive roadmap and explain the steps along the process, pointing out perceived barriers, and may show the patient the first video barrier, which will address common fears related to clinical trials. This roadmap will also be found on the patient portal so patients may [image: ]view all videos and clinical trial steps at their [image: ]leisure, with other decision makers in their family, or one at a time as they move along the roadmap. In addition to the video resource, we will develop a patient notification system. Another barrier to trial retention, after a patient signs screening and study consents, is the perceived timeliness of treatment initiation. Patients are often not prepared for the length of the wait that often may occur between tissue retrieval, biomarker testing, screening and randomization. The patient notification system would send an email update directly to the patient’s portal account notifying them of each status change. Attached to the email notification will be an embedded link to the Roadmap video clip corresponding to the stage the patient is currently in. Text would read, “Dear Jane Doe, your archival tissue block was requested today 04/10/15 at 10:00 from Memorial Hospital in preparation for Next Gen Sequencing at Moffitt Cancer Center. The request was made as part of MCC15001 Clinical Trial. If you have any questions, please contact your trial coordinator at 813-745-0000. Thank you for your participation!” The Roadmap video link and resources embedded in this email notification would explain the tissue acquisition process and highlight biomarker testing, for example.   
Stakeholders for the “A Roadmap to Increasing Clinical Trial Awareness and Accrual” interventions include but are not limited to the following: lung cancer patients and families, physicians and the clinical treatment team, clinical trial coordinators and the designated clinical trial concierge and IT. We will collaborate with our research advocates and national lung cancer advocacy organizations to pilot the biomarker clinical trial roadmap and resources. 
[image: ]Estimated Costs: We estimate this project will cost approximately $76,875. The direct costs include salary for the clinical trial concierge ($50,000), the purchasing of the virtual kiosk stand ($2,000) iPad (5x $750=$3,750), Qualitative Interviews (25 x $25=$625), Post-Intervention Survey Development ($750) and Video Production ($20,000).  
Number of People Impacted: Last year, Thoracic Oncology saw 2,757 new patients in our clinic.  In 2015 YTD, we have seen 2,335 new patients who could be impacted by this intervention.  
[bookmark: _GoBack]Timeline: The preliminary data collection, content development and the initiation of the intervention will be completed in two phases over 12 months. 
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