Case #3 - Data Management in Clinical Studies
Scene 1:  Dr. Abadayo, a post-doctoral fellow in Dr. Hidalgo’s section, is reviewing clinical data for the Results section of a manuscript the two are preparing.  She notes that data for 60 of the 180 research participants in the study data base are not fully consistent with the primary source data in the participants’ electronic medical records.  Data for the remaining 120 participants are accurate. Dr. Abadayo is concerned that these discrepancies may jeopardize publication of the manuscript.

What should she do next?  


Check the data again?

Review the data collection and data entry procedures with clinical staff?

Bring her concerns to Dr. Hidalgo, the principal investigator of the clinical study?
Scene 2:  Dr. Abadayo presents her concerns to Dr. Hidalgo.  He downplays the significance, given that two-thirds of the data are clearly correct. He suggests that Dr. Abadayo review the data collection and data entry procedures with clinical staff to identify possible sources of error.

Does the proportion of questionable data influence the seriousness of the matter and the response?


Who has responsibility for investigating this situation?

Scene 3:  Dr. Abadayo finds that clinical staff used different procedures for abstracting study data from the electronic medical records and for entering it into the study data base for statistical analysis.  She believes that this variability accounts for the inconsistencies that she discovered.


Do the procedures of this study reflect good clinical practice?


How can one distinguish sloppy clinical practice from research misconduct in this type of situation?


Does this distinction matter?


What steps could the investigators have taken before the start of the study to avoid this problem?  

Scene 4:  Dr. Hidalgo is pressing Dr. Abadayo to complete the Results section of the manuscript so that it can be submitted for publication.  Dr. Abadayo is hesitant because the data discrepancies she observed make her question the validity of her initial statistical analyses.

What steps can Dr. Abadayo take to ensure the validity of the findings?

If Dr. Abadayo cannot fully resolve her doubts about the data from the 60 participants, what should she do?


Re-analyze using only data from the 120 participants whose data she is confident about?
Use all the data, reconstructing the questionable data as best she can?
Take another approach?
What role might the study Sponsor (if any) or approving IRB play in this situation?
Source: Adapted from a case in Shamoo, A., & Resnik, D. (2003). Responsible Conduct of Research. New York: Oxford University Press. 
