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Ethics and Scientific Accountability  

Childrens Hospital Los Angeles

Vignette: # 2b

Authorship and Industry

Vincent Parke, M.D., is an academic pediatrician at the Toledo University Hospital.  He has written extensively on the issue of antibiotic usage in managing pediatric otitis media.  He is approached by a pharmaceutical company, P.C. Inc., for his guidance in the development of a Phase III clinical research study targeted at otitis media of PC Inc.’s recently licensed antibiotic, Bactkill, for urinary tract infection of the elderly.  He provides input to the research study design which includes 48 hours of the research antibiotic or for the control arm, non-antibiotic administration. In addition, he recommends key clinical research protocol features such as inclusion/exclusion criteria.  The company has a consulting agreement with Dr. Parke and pays him for his services. 

A contract for this study is negotiated between his Hospital research administration and PC Inc. There are 20 study sites identified via Dr. Parke’s input including Toledo University Hospital Department of Pediatrics.  An IND for the study is issued with the company Medical Director, George Hsub MD as the PI.  The study is initiated and accrual of 400 study subjects is completed within the targeted timeline.  Dr. Parke is informed that study data analysis was initiated 6 weeks after he was told that accrual into the study was completed. All of these milestones were within the targeted time frame for the research study.  

Dr. Parke is not contacted by PC, Inc. for the next six months whereupon he calls the company’s medical director, George Hsub M.D., to inquire as to status of the analysis.  Dr. Hsub informs him that an initial look at the data is being extended and that the company will let him know as to the study outcomes shortly.  

Three months pass.  Dr. Parke visits the company’s commercial booth at the Midwest Pediatric Society’s annual convention and meets with Dr. Hsub.  The information regarding the study outcome is not forthcoming, so Dr. Parke asks to meet with the company’s most senior executive attending the meeting, the VP Global Marketing, Mr. Yenech.  However, Mr. Yenech does not appear at their set meeting.  Dr. Parke bumps into him in the men’s toilet on the final day of the meeting.  Dr. Park confronts Mr. Yenech as to the unsatisfactory communication regarding the study outcome.  He tells Mr. Yenech that his colleagues who were collaborators on the study were emailing him as to study results.  Mr. Yenech then tells Dr. Parke that PC Inc.’s initial, very superficial analysis of the data indicates that there were no differences between the treatment and control arms of the study.  On further questioning it became apparent that children who received the antibiotic had three times the rate of adverse events, with hospitalization being required in some.  Dr. Parke is very upset that he was not informed as to the serious adverse events, but he was told that the study PI and company FDA representative, Dr. Hsub, reported all events to the FDA as required by the regulations.  Dr. Parke then asked if he could see the data.  Mr. Yenech replied that it was company policy not to release any proprietary information, which would include this study, as it was the company’s decision not to pursue the licensure of Bactkill for otitis media. Dr. Parke then asked if the data will be presented by Dr. Hsub at the next American Society Meeting.  Mr. Yenech then told Dr. Parke that the company will not be presenting or publishing any data from the study.  

On returning home, Dr. Parke visited his hospital’s office of research administration and spoke to the senior administrator about his frustrations and asked to examine the study contract.  This document specified company ownership of the data and did not have any language that referred to publication rights of Dr. Parke and the other investigators. 

Questions:   

1) What do you see as the most important outcome of this research?  

2) What are the consequences of this research not becoming published or presented?

3) Could Dr. Parke have influenced the outcome of this event? 
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