Research participation must be documented in the subject’s electronic medical record (CPRS). 

The purpose of CPRS documentation is:

· To make pertinent research information readily available to providers
· To comply with mandated Federal standards regarding research documentation
These goals will be accomplished through the use of a flagged research alert system in the electronic medical record of research patients.  The electronic document eliminates the need to file the Informed Consent in the subject’s paper medical record.

 The template must be added to CPRS on the date that the subject signs the informed consent.  Study drugs will not be dispensed until the consent is in the subject’s CPRS record.

Required documentation for the electronic record

· Informed consent

· Pertinent study information

· Investigational drug information record 

· Progress notes pertaining to adverse events or other significant events

· Allergy documentation

to REGISTER A NON-Veteran subject into cprs 

1. Complete #1-9 on “Application for Medical Benefits” Form available from Outpatient Registration (1st floor near Info Desk).

2. Write “Research Non-Vet” for #10.

3. Do not answer #11-19. Have subject sign and date form.  Add your name and ext. to the top of the form.  Subject record may take from 1-24 hours to become available on CPRS.  

preparing a research template for THE PATIENT RECORD 

1. Save the IRB approved informed consent as a Microsoft Word document. 

2. Open the Informed Consent document and add the following required information at the top of the document (this will later be copied and pasted to the CPRS template):

· Title of study

· IRB #

· PI name, Contact #, Pager #

· Coordinator name, Contact #, Pager #

· Name & number of individual to be contacted in event of emergency.

· The following statements must be entered: 

· “The patient signed the Informed Consent on (insert date) prior to any participation in the study.”

· “The subject or the subject’s legally authorized representative was capable of understanding the informed consent process and was given the opportunity to ask questions.”

· “The subject received a copy of the signed Informed Consent.”

· “An original signed Informed Consent is on file with the investigator.”

· If an in-service is required, document that the in-service has been completed.

· One of the following statements (whichever statement is applicable to the study) should be added:  

· “This study involves a drug.”  For drug study subjects admitted to the hospital add, “The subject will have an updated history, physical, and plan in the current hospital chart.” or
· “This study involves a device,” or

· For all studies other than drug or device studies - “Refer to Informed Consent for more information.” 

3. Save this revision to the informed consent document.
4. To create the template in CPRS: Open the revised informed consent document.  Highlight the text to be copied.  Choose Edit from the toolbar menu, or right click.  Choose Copy.  Close the Word document.

5. Access CPRS to begin creating the template.  You must be in a patient profile.  You may select a test patient, e.g. ‘Disaster, One’ or the initial patient for the study.  Choose the Notes tab.  Choose Options in the toolbar.  Choose Create New Template.  Assign a name to this template, e.g., ‘IRB 001-01’.  Move the cursor into the template boilerplate section and left click.  Then right click into Template Boilerplate to get the boilerplate menu.  Choose Paste.  Click OK, template is complete!

adding the template to research patients profiles

1. Select the study patient’s name in CPRS. 

2. Click on Notes on bottom toolbar of coversheet. Choose New Progress Note.  Field for title will appear.  Type in the appropriate title for your area from the list below:
	Urology Research-W

Cardiology Research-W

Neurology Research-W

Psychiatry Research-W

GI Research-W

Oncology Research-W

Pulmonary Research-W
	Anesthesia Research-W

Infectious Disease      Research-W
Dental Research-W

Nursing Research-W

Surgery Research-W

Other Research-W


3. Click OK.  Follow standard CPRS instructions for entering progress notes.  Go to the left sidebar menu.  Left click on desired template.  Right click on your template.  Choose Insert Template.

4. Sign note as instructed in CPRS training. 

5. Your patient now has a clinical warning research alert.  This alert will appear on the coversheet in the patient’s profile under Postings.  Note: This will be a one-time only entry under this ‘Warning’ research title, all subsequent research visits will be recorded under the usual research title. 

Entering allergy documentation

1. Access CPRS, enter patient name, select provider and location (ghistorical if no appt.)

2. Click Order on bottom toolbar. Select Allergies on left toolbar.  Enter allergies or NKA.

entering investigational drug record (drug studies only)

The VA Form 9012 “Investigational Drug Information Record” will be added as an addendum to your Informed Consent progress note.  

removing flagged alert when patient exits study*

1. Choose VISTA menu ‘progress note user menu’ or TIU menu.  Select 2 – ‘Review progress notes by patient’, type in the patient’s name.   Next, you will need to enter a number to reflect approximately when the clinical warning entry was made, for example if you enter t-120, the system will search back 120 days.  

2. Select the # of the record with the warning title.  Type CT for action. Enter.

3.  Next, using all capital letters, type in the title followed by the word ‘COMPLETED’, e.g. ‘GI Research-W’, will be changed to ‘GI RESEARCH COMPLETED.’  The research notes remain in the permanent electronic record along with other progress notes.  To access the notes at a later date, select the progress note title, e.g. ‘GI RESEARCH COMPLETED.’

*Note: The clinical warning research alert remains active unless you complete the steps described above.
periodic audits of flagged research patients

1. To avoid having a clinical warning research alert on a patient’s record after the patient has withdrawn from a study, Research Services will periodically send you a report listing patients who are ‘on alert’.

2. Please carefully check the report and correct the warning title as directed in the section above for any patient who should have the alert removed.

Contact Information:

CPRS Access – Shelley x. 4204 (to obtain or remove access for Research Svc. employees) 

Training Video – Shelley x. 4204
IRM/CPRS – Greg x. 6293

Coordinator: Karen Helms, PharmD x.6178
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