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Children with restriction of their chest wall from skeletal dysplasias have a poor prognosis, because the lungs can not grow normally.  Severely affected children usually die in the first few years of life from progressive respiratory failure, and there are no effective treatments or surgical corrections available.  As a Professor of Orthopedic Surgery at the University of Northern California, you developed an innovative surgical procedure to expand the abnormal chest and increase space available for the lungs.  This technique uses an implantable device which you invented.  You believe that this technique will successfully improve the prognosis of these children.  However, your surgery and device have not been studied to prove safety or efficacy.

Because you thought of these ideas largely on week-ends, when you were not at the hospital, you did not inform your University’s Intellectual Property Office.  A group of investors believes in your work, so they start a small company to manufacture the device and conduct the necessary research trial.  You give the company the rights to your device, and you are appointed to be the Medical Director of the Company in return.  You receive a generous salary from the company, which is in addition to your academic salary.  You will supervise the clinical trial.  You will also receive a cash bonus of $10,000 for each subject enrolled in the research trial.  It is hoped that this will motivate you to encourage your colleagues to enroll subjects in your trial.  The company will pay investigators their costs for performing the trial.  In addition, orthopedists who enroll patients will also be paid $10,000 to their personal bank accounts for each patient enrolled.  This is to reimburse them for the extra record-keeping and for learning this new surgical technique.  To protect the safety of research subjects, you have established a Data and Safety Monitoring Board, which you chair, and which will include the principal investigators at each of the three additional study sites.  You reason, who knows the risks and benefits of this operation and device better than the surgeons who will perform it?  Your experimental device is under study, so it is not available outside the research protocol.  However, the company maintains ownership of the research data, and it has the ultimate say on which data are presented or published, and which data are not.

As the company is small, it can only afford to conduct the research study in four sites.  Many qualified orthopedists apply for your competitive request for applications to participate.  Your son, who is a junior faculty member in the Division of Orthopedic Surgery at the University of South Iowa, applied.  He is not as qualified for the study as other applicants, but he is coming up for academic promotion to Associate Professor with tenure in two-years, and he has little research to support his promotion.  Participating in this prestigious trial would greatly help his chances of successful promotion, and the extra money from enrolling subjects would help him to better support his wife and your two grandchildren.  As Medical Director, you decide to accept your son as a co-investigator.  You reason that although he is less experienced and qualified than other applicants, his youth and enthusiasm would be of benefit to the clinical trial.

Question:   Are there any conflicts of interest?  Could any conflicts affect your judgment or the judgment of investigators in assessing the safety and efficacy of the experimental treatment?  Could any conflicts compromise the science of the study?  Could any conflicts endanger patient safety?  
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