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OFFICE OOF RESEARCCH AND DEVVELOPMENTT 
VETERANNS HEALTH ADMINISTRAATION 

Date: DDecember 9, 2009 

Guidance on Case RReports 

Case Reeports are nnot considerred researcch under moost circumstances. Althhough 
identifiaable informaation aboutt a patient mmay be colllected in p reparing caase reportss, the 
intent off preparing case reporrts is usuallly related too patient caare. A case report mayy 
contain informationn sometimess considereed anecdotaal in nature that discusses such arreas 
as diseaase course, symptoms, response too treatmentt, unexpecteed events reelated to a 
disease process, orr rare featurres of a diseease proce ss or respoonse to theraapy. In addition, 
many professional jjournals connsider casee reports to be educat ional in natture rather than 
researchh. Unless ccase reportts are consiidered to bee research, the followinng guidance 
should bbe applied: 

•	 CCase reportss do not haave to be reeviewed andd approved by an Insttitutional Reeview 
BBoard or aa Researchh and Devvelopment Committeee becausee they are not 
considered rresearch. 

•	 EEducational activities arre considerred part of hhealth care operations;; therefore, a 
HHIPAA authoorization is not require d if the info rmation in tthe case repport does nnot 
allow the reaader to idenntify the perrson. 

•	 CCase reportss should coontain only dde-identifiedd informatioon or picturees that totallly 
conceal the identity of the individdual. Note: Consultati on with a PPrivacy Officcer 
mmay be neceessary to coonfirm that tthe data and pictures aare de-idenntified. The 
PPrivacy Offi cer does hhave the auuthority to mmake this fiinal determmination. 

•	 WWritten permmission mus t be obtaineed from the individual iff the data orr the picturees 
are not de-iddentified. 

There arre circumstaances in whhich case re ports may bbe research involving hhuman subjeects. 
A determmination whhether a caase report iis considerred researcch should bbe made by the 
Institutioonal Revieww Board (IRB) or a quaalified individdual or grouup of indivi duals. Thee 
followingg are circu mstances wwhen casee reports may be conssidered reseearch: 

•	  Thhe author off the case rreport devellops a hypoothesis and links other case reporrts to 
suubstantiate tthe hypotheeses or to ddisprove thee hypothesiss. This actiivity may be 
similar to cconductingg a pilot sstudy or aa small ep idemiologiical study. The 
reesults havee become ggeneraliza ble informaation. 

•	  Thhe intent is to develop generalizaable informaation. 

•	 It is part of a systematicc effort to prrove or dispprove a poinnt or some aaspect of
 
medicine or sscience
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Any questions about this guidance may be addressed to the Office of Research and 
Development (12) or the Office of Research Oversight (1 0R). 
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