RESEARCH STUDY CPRS GUIDELINES

1. Research Study Initiation Note – (RSIN)This is a template, which contains the study title, investigators’ and study coordinator’s names and contact numbers, potential side effects, and any antidotes or special precautions.  It will also contain boxes to be checked indicating that all the elements of the consent process have been met and the “initial inclusion/exclusion” criteria have been met.  Once this note is signed, it triggers the “CLINICAL WARNING” and the note title will appear in the subject’s CPRS record under the “warnings” in the upper right corner of the cover sheet.  Please refer to detailed guidance for composing the RSIN at the end of this document under Investigator Tools on page 38.
THIS NOTE IS REQUIRED FOR ALL SUBJECTS (with the following exception for minimal risk studies):

2.
Research Study Minimal Risk Study Note - Subjects taking part in a minimal risk study as determined by the IRB and documented in the IRB’s Approval memo) are not required to have a Research Study Initiation Note entered, which flags the clinical warnings. The investigator must document that the elements of the consent process and the inclusion/exclusion criteria were met in a Research Study Minimal Risk Study Note, which does not trigger the clinical warning.

3. Research Study Progress Note - This is a narrative note, which must be used to document each study visit, phone call, or contact.  It must include all data appropriate to the specific study as well as a review of the subject’s laboratory and clinical status indicating that the subject is still appropriate for the study.  A template for a specific study may be “cut and pasted” into this note if desired.
THIS NOTE IS REQUIRED FOR ALL SUBJECTS.




Non-veteran subjects must also have an initiation note and progress notes entered into the CPRS electronic record.  Investigators are required to document each research visit with a progress note in the CPRS electronic record as well as a  paper record maintained in the investigator’s file. 

4. Research Study Closure documentation is now an addendum to the Research Study Initiation Note- This is a narrative note that is entered to document the conclusion of the subject’s participation on that protocol.  It must contain the date the subject’s participation ended and any other information appropriate to the study.   

THIS ADDENDUM IS REQUIRED FOR ALL SUBJECTS WHO HAD A RESEARCH STUDY INITIATION NOTE ENTERED.

HOW TO PUT RESEARCH NOTES INTO CPRS
Open CPRS, select participant and click on Notes tab

Select New Note Tab and then select location for current activities.  Click OK.
Progress Notes Properties box will offer the choice:

1.  Research Study Initiation Note 

If this does not appear, add the “Research Subject Note” as a default in your

Progress Note Title box*

At the bottom of the Research Subject Note template:

Click the ALL box at bottom, and enter all the required information for your study. (An empty box lets you enter any other information you would like.)  

2.  Research Study Minimal Risk Study Note

This note does not trigger the “clinical warning” on the subject’s CPRS cover sheet.    

3.  Research Study Progress Note

Also available in the Progress Note Properties box.  It is an empty box for you to enter a progress note on a research study participant.  Type in the name of the study and then enter your information.

4.  Research Study Termination (previously known as Research Closure Note)

The study’s termination/closure note will no longer be a separate CPRS note.  It will now be an addendum to the original study initiation note.  To document the subject’s participation has ended, go to your original Research Study Initiation Note – Right click with your mouse and select Make Addendum.  You will get a blank screen - type in the information.  This note will then be attached to the original Research Study Initiation Note.

*To add the note titles to your default list:

Open CPRS, select TOOLS, select OPTIONS, choose NOTE tab.

Click on DOCUMENT TITLES.

In the empty box marked Document Titles, type in RESEARCH.

Select:
Research Study Initiation Note


Research Study Minimal Risk Study Note



Research Study Progress Note

These note titles will now appear on your default list of progress note titles.

