












































































































































































 

 

 

 

    
   

__________________________________ 
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Does the participant have other relevant history, including pre-existing conditions? 

Yes 
No 
Don't know 

Please describe: 

Outcome (at time of this report): 

Recovered completely 
Recovered with residual effects 
Continuing 
Death 

Was the SAE related to study intervention/participation? 

Not related 
Unlikely to be related 
Possibly related 
Probably related 
Definitely related 

NOTE: If the SAE was Possibly, Probably or Definitely Related, please send any supporting documentation (e.g., 
discharge summary, autopsy report, lab or other test results, pathology report, radiology report) to the Data Coordinating 
Center. 

www.project-redcap.org 
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residents, following their consent. The Enrollment form is the “gold standard” form and must be 

PVT Checklists for the residents’ PVT tests. 



 

 

 

Resident may select “Drive Diary” rather than “Sleep & Work Diary” to complete these entries. 

 

 



 
 

 
 

 

This means that the Study ID # on a CRF is not “valid”.  

Data Inventory. If so, the rejected form will be “hidden”; if 

 

 
 
 

 



· 
· ’s queries, it is recommended that you choose to 

· 
 “Stem” questions are considered to be “required,” so if any of them have no data, 

the query generator will create a “missing” query. 
 r shouldn’t be answered depending on the answer to some 

other question or questions will be noted as “missing” if the earlier question 
requires that they be answered or “inconsistent” if the response to the earlier 

 
 

· Begin by clicking the red “fix” box next to the listed query. This will bring you to the 

· 
· 

· 
· In order to save the changes, you must click on the “Save Change” button abo 



· “Inconsistent” errors will be displayed with both of the related questions highlighted 
Make the desired changes and click on the “Save changes” button at the 

· 

it runs to make sure that it is still not breaking any of the “rules” set forth for this data. 
· 

“Save 
changes” button at the top of the page is clicked. 

“Comments” 

le, a query is erroneous, you should choose the comment “Not an error” from the list 

comment “irretrievable." For “missing” queries that reflect questions intentionally not answered 
because a participant was found to be ineligible, the comment “participant ineligible” shou 

the “rules” set forth for this data. Therefore, 
enter a “comment” if a query can be addressed. 

The majority of queries will be identified by the CC using the “rules” set forth in the data query 



· Go to ‘Post Query’ on the study website 
· 

· Click on the red “fix” bubble listed next to the form desired. 
· Type in the problem or concern in the ‘problem box.’ 
· Click on ‘post query.’  It will show you the field you want to make a change on, as 

are related.  In the following example you see that the “How 
many times” is related somehow to “Are you taking…”  This is because the “how 
many times” question is not supposed to be answered unless the previous question is 

thing in that “How many times” box, you would 
generate an “inconsistent” edit when the edits run again.  

· 
· Click on ‘save change’ and the edit to the database will be saved.
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DCC on a periodic basis. All files will be labeled with the resident subjects’ 

will occur via the DCC’s secure website.  Secure remote access to 

· 

· 
· Choose “Upload file” 
· Browse for the file you wish to upload and then click “Upload” 



 

 

All changes made to the database are tracked and recorded in an “Audit Trail” for your review.  
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	DisclaimerBox0: Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.


