HUMAN RESEARCH QUALITY IMPROVEMENT (QI) PROGRAM

GUIDANCE FOR CLINICAL RESEARCH 

CASE REPORT FORM COMPLETION

I. PURPOSE

The purpose of this guidance is to assist the clinical research team in completing case report forms (CRFs).

This guidance is established to comply in part with the following regulations and guidelines:

21 CFR 312.62

21 CFR 812.140

ICH GCP 

II. RECOMMENDATIONS

1) The principal investigator (PI) is responsible for the data reported on the CRF.  The PI may delegate (in accordance with sponsor, PHRC, and FDA and ICH GCP guidelines) CRF completion to appropriate clinical research staff.  
2) The CRF should be completed as soon as possible after the subject has been seen or examined to ensure accuracy.

3) All entries into the CRF must be accurate, legible, and verifiable with the source data.  Examples of source documents are: progress notes, nursing notes, clinic notes, laboratory reports, radiology reports, EKG reports, and correspondence from the subject or the subject’s primary care physician.
4) Any CRFs being used to document inclusion/exclusion or physical examination should be completed and signed by an appropriately licensed study staff member (e.g. physician, nurse practitioner, or physician’s assistant.)

5) If the CRF is intended to serve as the source document, include a statement in the protocol that “the CRF for (________) will also serve as the source document.”

6) Data entry into the CRF should be as complete as possible without any missing fields (including the header).  If data are unavailable, the following abbreviations should be used:
· N/A—not applicable:  This should be used for data that do not apply to the subject.  For example, if the CRF calls for the date of the last pregnancy test and the subject is male, “N/A” should be entered.
· N/D—not done:  This should be used when the data were not obtained.  For example, if heart rate was requested but was not measured, enter “N/D.”  
7) Any discrepancies or missing data should be explained with a note-to-file.   A template note-to-file can be found at http://www.partners.org/phsqi/ToolsPage.htm.  A signed and dated note-to-file can be used to explain:
· How information was obtained

· Who obtained information

· Any discrepancies

· Missing or incomplete data

8) For laboratory values that fall outside the laboratory’s reference range or study specific range (as defined in the protocol), the significance (e.g. is this unexpected, what is the appropriate follow-up, and is this an adverse event) should be noted.  In addition, there should also be a comment on follow-up care and resolution.  A signed and dated note-to-file or progress note can be used for this documentation.
9) Corrections to the CRF should be made as follows:

· The original entry on the CRF should be lined out with a single line through the text allowing the original entry to remain legible.  The original entry should never be erased, scratched out, or covered up with correction fluid.

· The correct data must be entered
· The correction must be initialed and dated.  If necessary, write a note-to-file explaining the correction.
10)  The CRF must be signed and dated where indicated, by the PI or designee to assert that the data is complete and correct.  All CRFs should be reviewed by the PI regardless of whether he/she is signing the individual forms.

