How to Conduct a Retrospective Records Review at PVAMC
Any individual conducting a retrospective review of medical records for publication should consider whether the activity is research or not. In cases where three or fewer records are being evaluated, the activity may meet the definition of a case report. In such situations, please submit the Application for Case Report Review according to the directions at the top of the form. 
If more than three records will be included, then the activity is likely research, and the following steps and guidance should be followed.
Prior to beginning the research:

 (1) Write a protocol. The research office website provides a protocol template that can serve as a starting point. The protocol should include the following elements:
(a) Describe the research question;
(b) Describe in detail what information will be extracted from the medical record to answer that question;
(c) Describe the risks and benefits of the research;
(d) Describe how confidentiality will be maintained; and
(e) A code sheet, if applicable.


(2) Complete the following forms, available from the Research & Development Website: 

(a) Proposed Project Questionnaire (PPQ), which provides basic information to the Research Service. 
(b) The PPQ requests an abstract (500 words or less) with the headings Objectives, Plan, Methods, and Relevance to VA’s Mission. (Please spell out abbreviations the first time they are used, and do NOT use Greek or other symbols.)
1. At the bottom of the abstract, list three keywords that are Medical Subject Heading terms.

(c) Initial Review Questionnaire (IRQ), which allows the IRB to focus on the details necessary to provide a thorough review of the project.
(d) Waiver of Informed Consent/Authorization Process form, which the IRB uses to determine if all applicable regulations are satisfied in order for consent and authorization not to be obtained from the individuals whose records are reviewed. 
(3) If the Principal Investigator has not previously conducted research at the Portland VA, complete an Investigator Data Sheet (aka, page 18).

Submit all of the items in (1) through (3) above to the Research Service via email to Research.Grants@va.gov to begin the review process.


Important Note: The review of medical records for research purposes may begin only once the Principal Investigator has both the IRB approval and the notification from the ACOS/R&D indicating that the study may begin.
Guidance and reminders regarding the conduct of the research:

Keep track of which records are reviewed. Include a method to account for screen failures (i.e. those records that it was originally thought would be included, but did not end up meeting the criteria to be included in data analysis).

Include a method to ensure that the study records clearly document that all eligibility criteria listed in the protocol were met for each included record (for example, a coded spreadsheet listing each record  and each criterion individually).

Keep all applicable study records, as indicated for all studies in the IRB Policies & Procedures.

Make sure that any change in the protocol or addition of personnel to the study receives IRB approval prior to implementation, even if the change involves collecting less information out of the medical records.

Follow what the IRB approved with regard to if/when the data will be identifiable, coded or de-identified.

Keep the information in the location (hard copy or electronic) that is approved by the IRB. If the storage location is to change, obtain prior approval by the IRB.
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