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Corrective and Preventative Action Plan
Re: Spanish Consent Form Translation in regards to Study #

Study Title: LCCC 1525: Phase II Study Of Single-dose Cyclophosphamide + Pembrolizumab in Patients with Metastatic Triple Negative Breast Cancer (TNBC)
Principal Investigator: Carey Anders, MD 

Include pertinent background information

On March 30, 2017, an updated English consent form was IRB approved.  The new consent form included updated risk language due to the recently released Pembrolizumab IB.  However, in this case there was a breakdown in our standard practice for submitting the Spanish translation of the consent for IRB approval.  In this case, after translation of the English consent form into Spanish was completed, the research staff erroneously uploaded a second version of the English main consent instead of the Spanish main consent form in IRBIS for submission and review on April 17, 2017. 


Corrective Action

On May 23, 2017, the research staff submitted the correct Spanish version of the main consent form for IRB review and approval; it is currently under review.  The previously consented Spanish-speaking subjects will be re-consented on this version. 

Preventative Action

The Clinical Protocol Office Department is currently exploring other translation options as a means to make the process more efficient and to get IRB approval for Spanish-speaking subjects more quickly.  
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