Patient Record Flag Instructions

· If you experience problems with the flag system, please contact Alex Mitchell at x54503 or Danielle Beaudry at x57524.
The IRB will determine for each individual study whether or not a patient record flag (also known as a “research flag”) is required. In the event that it is required, the research team will receive written notification that a flag must be activated.

If a flag is required, it should be activated as soon as informed consent is obtained. For studies which conduct screening after consent, the flag should be deactivated in the event that the participant is dropped from the study due to not meeting the enrollment criteria at the time of screening.

At the time an individual patient is done participating in the study, the research flag should be deactivated for that participant. This applies even if other participants are still enrolled, or if data analysis is ongoing for the research team and the study as a whole is remaining active for those purposes. 

Please direct questions about when to activate or deactivate a patient flag to Alex Mitchell at x54503 or via email to alex.mitchell1@va.gov. 

Click the following to jump to the three parts of the document:

Activate Patient Flag
De-Activate Patient Flag
Annual Review of Patient Flags
To activate a new patient record flag:

1. Log in to VISTA.
2. Type PRF to get to the flag menu. (If you type PRF and receive “???” in response, you do not have the appropriate flag menus on your account. Please contact Danielle Beaudry at x57524 to have the menus requested.)
3. Select FA (flag assignment).
4. Type SP (select patient).
5. Enter patient identifiers and select patient.
6. Press Enter after patient information box appears.
7. Select AF (assign flag).
8. Enter appropriate flag name.
9. Press Enter to confirm flag title.
10. If prompted, select the LOCAL flag with the appropriate flag name.

11. If prompted, for “Owner Site” press Enter to confirm the Portland VAMC is the owner site.

12. At the prompt for “approved by”, type RD, Committee.
13. In “Assignment Narrative Text” box, enter the following:

a. Title of Research Study

b. Name of PI

c. Pager number of PI
d. If the study involves investigational drugs, use the following statement:  “This study includes the use of investigational drugs.  For clinical effects, see the investigational drug information record located under ‘POSTINGS’ (on the CPRS cover sheet).  For more information with regard to the investigational drugs, contact the Pharmacy at x55535.”
e. If the study does not include investigational drugs, state the following: “This study does not include the use of investigational drugs, but is considered invasive by the IRB because…”
14. Press F1 and then E.
15. “Enter Review Date” will appear. If 1 year is appropriate, press Enter, or enter new review date and press Enter. This is the date you will be prompted to review appropriateness of keeping the flag on this patient’s record.

16. Press Enter after reviewing the data to confirm information.

17. Press Enter to “not review again”.
18. Press Enter to file new record flag assignment.
19. Press Enter to finish in VISTA.
20. Log out of VISTA.
21. Log in to CPRS.
22. Select appropriate patient.
23. Close flag box which should appear.
24. Go to the “Notes” tab.
25. Select “New Note” in the lower left hand corner of the screen.
26. Select “New Visit” and enter location as appropriate (if the location of the visit is not in a clinic, enter “Research & Development”.  Select OK.
27. For the progress note title, select “Patient Record Flag Cat II – Research…” and select the note title which matches the flag name.
28. Select the appropriate day and time for the note.
29. Highlight Flag Assignment (new assignment) in bottom box.  Click OK.
30. Click box next to first line of text that appears in the template text box. Enter information in the blank areas as appropriate (same info as entered earlier in step #13). Please use the full study title. Select the appropriate template text of the following four bullet option, and add any other text as appropriate.

31. Click OK.
32. Any add other text to the progress note as appropriate.

33. Sign progress note.
You’re done!

To Deactivate a flag:

1. Log in to VISTA.
2. Follow instructions above through step 6.

3. Type EF (edit flag assignment).
4. Select corresponding number for appropriate flag.

5. Select I for Inactivate Flag Assignment.
6. Type RD, Committee.
7. Enter text explaining why flag is being deactivated.  Press F1 and then E.

8. Press Enter twice.
9. Press Enter to file flag assignment changes.
10. Press Enter to return to flag assignment screen.
11. Follow steps 20-26 above.
12. Select the Flag name with “inactivate” in the action column.

13. Complete the progress note as appropriate.

14. Sign the progress note.

You’re done!
Conducting the Annual Review of Patient Record Flags:
This annual review is to be conducted on a per-participants basis once per year after assignment of the flag to that participant’s medical record. The research office will prompt the PI and study coordinator to perform the annual review.

1. Open VISTA.

2. At the main menu enter PRF.
3. Enter FA (record flag assignment).

4. Enter SP (select participant).

5. Enter appropriate information (last name, last 4 SSN, etc.) to select the participant.

6. Once the participant record appears, press Enter to continue to next screen.

7. Press Enter until a screen appears that lists all flags for that participant.

8. Press EF for edit flag assignment.

At this point, you will be given three choices that will look like this:


C
Continue Assignment


I
Inactivate Assignment


E
Entered in Error

9. Enter the appropriate letter based on whether the flag should be continued, inactivated, or noted as entered in error. The following will occur:

If you selected “C” 

a. You will be asked if you would like to edit the assignment narrative. To review the narrative, Press Enter at the “Yes” and review/edit as appropriate. When done reviewing/editing, press F1 and then E.

b. Under “approved by” either enter your name, or rd, committee.

c. Enter text regarding the reason the text was edited. If it was simply reviewed, state “Narrative Text Reviewed for Accuracy.”

d. Under “Review Date,” press Enter.

e. Press Enter until you see the prompt “Do you want to review again? NO//” and press Enter.
f. Press Enter at the question “Would you like to file the assignment changes? YES//”

g. Press Enter to continue to another participant or ^ to exit.

If you selected “I”

a. Under “approved by” either enter your name, or rd, committee.

b. Enter text regarding the reason the flag was inactivated. Press F1 and then E to exit.

c. Press Enter until you see the prompt “Do you want to review again? NO//” and press Enter.
d. Press Enter at the question “Would you like to file the assignment changes? YES//”

e. Press Enter to continue to another participant or ^ to exit.

f. Then enter the participant’s medical record in CPRS and find the progress note titled associated with the flag. The note title will start “Patient Record Flag Cat II” followed by the flag name. Add an addendum to the note stating that the patient’s participation in the study ended and the flag was therefore deactivated.

g. Sign the note.
If you selected “E”

a. Enter text regarding the flag assignment. Press F1 and then E to exit.

b. Enter text in the “edit reason text” box. Press F1 and then E to exit.

c. Press Enter until you see the prompt “Do you want to review again? NO//” and press Enter.
d. Press Enter at the question “Would you like to file the assignment changes? YES//”

e. Press Enter to continue to another participant or ^ to exit.
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