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Team Sloan/McKee Proposed Solution
Describe your solution
We propose amending the Surgeon General’s warning on tobacco products to increase awareness of the importance of clinical trials and direct potential participants to a clinical trial matching service with a link and QR code to a clinical trials website.

How will you do it?
The key challenge attributed to untoward clinical trial recruitment is the lack of clinical trial awareness among the general public.  In a recent poll, 85% of cancer patients surveyed did not consider clinical trial participation for this singular reason1.  To mitigate this lack of awareness, we propose an addition to the Surgeon’s General Warning that will be included in the new warning labels currently being developed as a result of the Tobacco Control Act of 2009.  Individuals seeing this message or hearing about it through anticipated media attention will be directed to visit the American Cancer Society’s clinical trial website to learn more about clinical trial opportunities.   A QR code will be included along with the warning label directing individuals to the same website.  The aforementioned website contains a clinical trials matching service to help patients, families, and health care workers locate cancer clinical trials matched to their medical and personal situations in their local area.  To generate revenue to maintain the website and offset expenses with the anticipated increased utilization in the clinical trials matching service, sponsor companies may be asked to pay a fee to list their recruiting studies.  Tiered pricing will be available for non-profit organizations.

How does it work?
Messaging on tobacco products will direct individuals to the American Cancer Society’s clinical trial website that contains a clinical trials matching service to assist in finding cancer clinical trials matched to medical and personal situations in local areas.  To control costs and limit perceived intrusion, patients will not be followed once they have received clinical trial matching information, contacted matched investigator sites, or enrolled into matched clinical studies.  

What does it look like?

SURGEON GENERAL’S WARNING:  Smoking causes cancer, heart disease, emphysema, and may complicate pregnancy.   Clinical trials improve cancer care.  If you or a loved one are diagnosed with cancer, please consider participation in a clinical trial.  For more information visit: cancer.org/clinicaltrials.
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How will you implement it?
We will work with the Surgeon General to modify the tobacco warning label.  Due to recent rulings surrounding the Tobacco Control Act of 2009, the FDA must develop new warning labels, so the time is opportune to add clinical trial messaging.  We will also work partner with the American Cancer Society to gain their endorsement to include their clinical trial website and trial matching service. Once both of these approvals are gained, we will issue a press release to sponsor companies and the general public.  To generate revenue to maintain the website and anticipated uptake in the clinical trials matching service, sponsor companies will be asked to pay an advertising fee to list their recruiting studies.  


Where will you implement it?
The solution will be implemented on all tobacco products sold in the United States.

Who will be involved (stakeholders)?
[bookmark: _GoBack]Our proposed solution will successfully increase clinical trial awareness among smokers through messaging on tobacco products as well as the general public through anticipated media attention.  Additional stakeholders include the sponsor companies, investigator sites, The Surgeon General, American Cancer Society and tobacco companies.

How much will it cost to create the solution (an estimation)?
$0.  The solution is already created.  The aforementioned American Cancer Society clinical trial website and matching service is already in place.

How much will it cost to implement the solution (an estimation)?
The largest unknown in implementing our solution is the cost of changing the tobacco warning label.  We anticipate there to be legal fees involved, but cannot ascertain them at this time.  Additionally, we anticipate costs to advertise the solution via an online and printed press release to be between $50,000 and $100,000.  Costs associated with maintaining the clinical trials matching service would be assumed by sponsors based on their numbers of recruiting trials with tiered pricing for non-profit organizations.
How many people will be impacted?
An estimated 42.1 million adults in the United States currently smoke cigarettes2 and will be primarily impacted by our proposed messaging.  We anticipate that all major media outlets will report on this change given the political situation surrounding tobacco use.  In a recent gallup poll, 55% of Americans reported receiving information about events from television3, allowing for an anticipated reach of 175.4 million.  If only 2% of those individuals visit the website, 3.5 million individuals will explore clinical trial opportunities, allowing for cancer patients to be matched to clinical trial opportunities.

How long will it take to create the proposed solution?
The proposed solution is already created.  We anticipate the solution to be executed within one year provided that the Surgeon General is willing to support this solution.

Why will it work? Why is it viable?
Many patients already diagnosed with lung cancer continue to smoke4 or associate with other smokers who were recently diagnosed with cancer. As a result, there will be a surge of new lung cancer diagnoses over the next several years during implementation of lung cancer screening for heavy smokers, making this opportune timing for the intervention5.  Through the proposed messaging and anticipated media attention, our solution will dramatically increase clinical trial awareness among smokers and the general public, creating a bolus of potential clinical trial participants entering into the proverbial “patient funnel”.  Further, directing these potential participants to the American Cancer Society’s clinical trial website and matching service will personalize the experience, creating access to clinical trials conducted by local clinical trial physicians. 
1. http://jco.ascopubs.org/content/23/36/9282.long
2. http://www.cdc.gov/tobacco/data_statistics/fact_sheets/adult_data/cig_smoking/
3. http://www.gallup.com/poll/163412/americans-main-source-news.aspx
4. http://www.ncbi.nlm.nih.gov/pubmed/23649454)
5. http://www.nytimes.com/2014/11/11/us/medicare-proposes-paying-for-lung-cancer-screenings-for-older-longtime-smokers.html
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