Identifying Research Subjects in CPRS
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VANJHCS

 Institutional Review Board
Standard Operating Procedures

IDENTIFYING RESEARCH SUBJECTS IN CPRS

It is required that research subjects be identified in CPRS (Computerized Patient Record System) unless the IRB has authorized an exception to the progress note requirement (see 10. below) or a waiver of informed consent, not just waiver of documentation of consent. (AAHRPP II.2.A)
1. Per VA regulations, progress notes are required for at least 3 aspects of the research: (AAHRPP II.2.A)
a. Documentation of informed consent (every time a new consent form is signed or a new consent process is conducted for studies with a waiver of written consent documentation).

b. Documentation when the subject is actually entered into the study
Note: Consent and entry notes can be combined when both occur at the same visit.
c. Documentation when the subject’s participation is terminated.  Please Note: For the purposes of this SOP the word TERMINATED only describes circumstances where the subject’s participation is terminated (without respect to the subject’s wishes) by the investigator prior to completion of the subject’s study participation.
2.  Researchers must use the CPRS progress note template titled “Research Consent & Contact” or the “Research Re-Consent” template (as appropriate) to document each episode of informed consent.  

a. The template provides check boxes and text fields to assure that all required elements are addressed.

b. For assistance with accessing and utilizing the template, users may contact the CPRS Clinical Applications Coordinators (CAC’s), at extension 3059 or 7756 or group pager number 973-690-1085.

c. Assistance may also be available from the IRM Help Desk at extension 3500.

d. Note: text may be copied and pasted within the text fields using key board commands: Ctrl C to copy and Ctrl V to paste.

3.  The CPRS progress note, documenting research informed consent, must include:

a. Name of protocol

b. Name of PI

c. What study drug is involved for investigational purposes
d. Instructions for breaking the blind of blinded study drug (if applicable)

e. How to contact the PI in case of emergency or under what conditions

f. Any information that providers should know

g. Date that written consent was obtained

h. The name of the person obtaining the subject’s consent

i. A statement that the subject or the subject’s legally-authorized representative was capable of understanding the consent process

j. A statement that the study was explained to the subject

k. A statement that the subject was given the opportunity to ask questions

l. A statement that the subject received a copy of the consent form
m. A statement that the informed consent was obtained prior to the initiation of research study procedures.
n. A statement that the subject was given a copy of the Veterans Health Administration (VHA) Research and Development brochure: “Volunteering In Research – Here are some things you need to know.”
o. The signed informed consent form with the HIPAA Authorization and Impaired Decision Making Capacity (IDMC) screening form has been or will be scanned into medical record and may be viewed with Vista Imaging.
4.  When the research has been completed or the subject’s involvement in the research has ended, the progress note title “Research Completed” may be used.  There is no VA research requirement that a progress note be entered if the subject withdraws themselves or when a subject completes the study.  For clinical studies the provider may be obligated to document completion of the research by a subject; however, this is not a requirement from the research perspective.
5.  The Research Consent & Contact and Research Completed notes will be flagged as Clinical Warnings in the clinical alert CPRS postings box at the top right corner of the subject’s CPRS cover page.  Research Re-Consent progress notes will not be posted as clinical warning alerts. (AAHRPP II.2.A.)
6.  In addition, all interim research visits should have an entry in the Subject line with the initial word as “Research” or “Study”. See figure below:
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These interim research visit progress notes should NOT be flagged as clinical warning postings unless they contain critical information that providers should know.

7.  If a researcher’s CPRS note does not show the subject line there are two methods by which a subject line box can be added.  

a.  Add subject line box, method 1: The researcher must modify his/her options in CPRS by entering into VISTA, type ^TIU, and select “YES” to the question about “ASK SUBJECT FOR PROGRESS NOTES” as below:

Select Personal Preferences Option: 1 Personal Preferences

   Enter/edit Personal Preferences

ROBERT ENG  

DEFAULT LOCATION: E-INFECTIOUS DIS 2 PRI CARE//

REVIEW SCREEN SORT FIELD: completion date//

REVIEW SCREEN SORT ORDER: descending//

DISPLAY MENUS: YES//

PATIENT SELECTION PREFERENCE: single//

ASK 'Save changes?' AFTER EDIT: YES//

ASK SUBJECT FOR PROGRESS NOTES: YES//

b. Add subject line box, method 2: If a subject line box does not automatically appear, the option can be changed.  Go to the area where you can enter CPRS notes, then in the Menu bar choose Tools, Options, Notes, Notes, and then check the box for “Ask Subject for Progress Notes”.

8.  For research that does not have CPRS note titles for clinical care, the note title: “RESEARCH PROGRESS NOTE-NON-CLINICAL” may be used for interim study visits.

9.  There are serious (bad) consequences when Research Subjects and their encounters are not clearly identified.  Problems in a number of areas can arise from not following the documentation requirements for identifying research in CPRS as defined in this SOP, including: losing part of the VA research appropriation, erroneous billing, legal, compliance, inconveniencing veterans, public relations, ethics and adverse actions from insurance companies.
10. Exception to the Progress Note/Medical Record Requirement

At the VANJHCS, a progress note must be entered for all subjects; therefore, a medical record is also necessary.  The IRB may approve an exception to the progress note/medical record requirement.  In order for the IRB to grant an exception from the progress note requirement, all four criteria must be met: 

a. The research subject is not to be admitted as part of the research

b. There is no clinical appointment as part of the research

c. No clinical resources will be used

d. There is no risk of adverse events from study procedures.  (A medical record must be created and progress note entered if the research intervention may lead to physical or psychological adverse events) 

PIs who feel that their study may meet the criteria for an exception to the progress note/medical record requirement should contact the IRB Coordinator to inquire about it.
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