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	Documenting Study Visit



WHAT is involved with Documenting a Study Visit?

There are several acceptable methods used to document study visits.   Some research teams document study visits with detailed progress notes, while other teams find it easier to develop ‘study visit checklists’ that outline required study procedures and data points that must be captured, which are completed during each study visit.   Varied methods are appropriate; the important point is to ensure that adequate and complete documentation of the study visit occurs.   
Documentation of a Study visit should generally includes the following information:

▪ Date of visit and Subject ID
▪ Subject’s current status
▪ Changes in subject’s condition or diagnosis
▪ Subject’s response to planned intervention 

▪ Subject/Family education
▪ Unexpected Occurrences

▪ Completion of required procedures or tests 
▪ Any concerns or questions of the subject/family
▪ Documentation that consent was obtained prior to research procedures or that subject expressed a continuing agreement to participate
WHEN is it Required to Document a Study Visit?          
According to 21 CFR 312.63(b), “an investigator is required to prepare and maintain adequate and accurate case histories that record all observations and other data pertinent to the investigation on each individual administered the investigational drug or employed as a control in the investigations.  Case histories include case report forms and supporting data including,… … progress notes of the physician…”
Therefore, progress notes, study visit checklists (essentially structured progress notes) or another method for documenting visits, is required unless the data and information gathered during the interaction is recorded elsewhere (admission notes, history and physician records, x-rays, labs, emergency room notes, etc.).   Generally, information should not be recorded directly to Case Report Forms (CRFs), unless the protocol specifies which CRFs will also serve as source documents.  

It is a Good Clinical Practice to include additional details in study visit documentation which may pertain to the subject’s mood, cooperation and any questions that were discussed during the visit.  Study visit documentation often provides a lot of valuable data about the conduct of the study that CRFs and other types of source documents (x-rays, labs, etc.) cannot.  

WHY would you need to Document a Study Visit (and not just the required data points)?
Documentation of the study visit is necessary to provide adequate source documentation for the CRFs and to provide a systematic record of research team/subject interactions.   Additionally, documentation of the study visits provides a consistent location to document subjective data regarding the subject/interaction which may prove helpful during the data analysis process.  
HOW do you document a study visit?

Study visit checklists can be completed during the visit itself, while progress notes are generally completed promptly following subject visits.  Both methods should include all pertinent information necessary to completely and accurately document the visit.   
Progress notes and study visit checklists can be very useful during data analysis as questions arise.  For example, if the documentation of the study visit indicates that the subject was rushed because she arrived late and her aunt was picking her up in 20 minutes, it might help to explain why the last page of a self-administered survey was not completed.  
WHERE do you put it?

If a sponsor provides templates or instructions for completing progress notes or documenting study visits, file as instructed.  Otherwise, the documentation should be filed within the subject file/folder for each individual subject in chronological order. 
Applicable References for Consideration:

Good Clinical Practice: Consolidated Guidance: http://www.fda.gov/cder/guidance/959fnl.pdf
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