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[Add institutional logo/letterhead]
Date:   
To:
[Addressed to those who will be impacted by the study (i.e., lab, radiology, diagnostic imaging, pharmacy)]
From:  
Please find attached a copy of the protocol titled [Protocol ID & Title]: , protocol dated [Protocol Date], administrative update [administrative update date], that is being submitted for review by the [name of REB (i.e., OCREB)].
[Trial Summary] Lung cancer is the leading cause of cancer related mortality worldwide. Approximately 40% of patients present with advanced non-small cell lung cancer (NSCLC) and for patients who present with earlier stage of disease, relapse is common due to early micrometastatic spread. In this setting, the disease is incurable and treatment is palliative in intent. Although the number of treatment options for patients with advanced disease has increased over the past decade, prognosis remains poor, and there is a pressing need for additional therapeutic options. 

Cytotoxic chemotherapy is standard of care for patients with advanced NSCLC and good performance status. These chemotherapy agents may contribute for drug resistance eventually. Treatment of drug resistant cells with mitogen activated protein kinase (MEK) inhibitors, or combined treatments consisting of a chemotherapeutic drug and a MEK inhibitor, may be an effective approach to prevent drug resistance. Selumetinib is a potent and selective allosteric MEK inhibitor. This study will explore the efficacy of selumetinib in patients with KRAS wildtype or unknown NSCLC and toxicity of two treatment schedules versus standard pemetrexed/cisplatin chemotherapy in patients with previously untreated advanced or metastatic non-squamous NSCLC.
Patients with advanced or metastatic non-squamous NSCLC patients will be randomized to one of three groups and will receive either: 

· Standard chemotherapy pemetrexed/cisplatin on day 1 and selumetinib from day 2-19 every 21 days 
· Standard chemotherapy pemetrexed/cisplatin on day 1 and selumetinib from day 1-21 every 21 days
· Standard chemotherapy pemetrexed/cisplatin only on day 1 every 21 days
Patients will receive the treatment until disease progression. The study will evaluate the disease free progression among these three groups and see whether adding the study drug to chemotherapy has an effect on the tumor. This study also focuses on the tolerability of the study drug when given with standard chemotherapy.
[Target enrollment overall and for the site] Target enrolment for this study is 140 patients. I anticipate contributing 10 patients.
[List of non-standard procedures]The study procedures are mostly standard with the exception of the following: 

· Archival tissue will be submitted centrally.
· The CT scan requirements of every 2nd cycle is standard, however, if patients come off treatment prior to disease progression, CT scans will be done every 3 months.

· RECIST 1.1 will be used for disease evaluation.

· The labs are standard with the exception of the day 8 & 15 draws which are being done for study purposes.

· ECG required at baseline is for study purposes.
Please do not hesitate to contact me if you have any questions.  Thank you for your consideration.

Sincerely,


