Clinical Science Research and Development Service

CLINICAL TRIAL PROGRESS REPORT GUIDELINES

I. GENERAL INSTRUCTIONS.  This progress report is to be completed for Merit Review studies that have been designated as a Clinical Sciences Research & Development (CSR&D) Clinical Trial.  Each Merit Review Awardee who is conducting a clinical trial must submit an annual mid-term report describing their progress during each reporting period.  The report consists of the fill-able VA Form 10-0455, VA Form 10-0455A and required attachments.  VA Form 10-0455 should document progress for the reporting period only.  VA Form 10-0455A documents progress for the entire time elapsed since the trial began.   Please note page limitations indicated on the fill-able forms.
II. Attachment Instructions.  There are multiple attachments that must be included with each annual progress report.
a. IRB Minutes. The most recent copy of the IRB Minutes is needed.
b. DSMB/DMC Minutes.  If there is a DSMB/DMC monitoring the trial, then only the most recent coy of the meeting minutes is needed.
c. Primary Outcome Paper.  When a copy of the primary outcome paper is available it must be attached to the progress report (typically the final progress report).
III. CSR&D DMC Instructions.  ONLY if the clinical trial is monitored by one of the CSR&D DMC Committees there are additional requirements that must be filled when completing the annual progress report.
a. Trial Enrollment Information (In addition to VHA Form 10-0455a)
i. In graph or table form (for each site and for entire study): show actual versus expected recruitment rates for the current reporting period
ii. Explain losses to the study
b. Subject completion rates in tabular and numeric form
c. Serious Adverse Events (SAEs), Adverse Events (AEs) and Unexpected Problems (UPs)
i. SAEs: Summarized as Number/type/date
ii. AEs: Classified by study group (eg. A vs B vs C)
iii. UPs: in blinded form (for the reporting period and cumulatively)
d. Amendments submitted/approved by the IRB and DMC during the reporting period
e. Amendments planned during next reporting period
f. Comments on Protocol/Plans for Recertification of Problems
IV. Final Progress Report Instructions.  If this is the final progress report for the clinical trial, attach the following information to the progress report:
i. A summary of the results for the intervention you studied.
ii. A citation for the final primary outcome paper.
iii. What your next steps are on this topic and if you have any intention to explore this intervention further.
iv. If you are planning to submit another for another Merit Review Award will it be on a similar topic.
V. Instructions for Submission.  Completed Clinical Trial Progress Report Forms 10-0455 and 10-0455A and all attachments should be submitted electronically.
VI. Deadlines.  Clinical Trial Progress Reports are due annually on January 15, April 15, July 15, or October 15, depending on project start dates.  For trials monitored by the CSR&D DMC, progress report due dates will coincide as much as possible with DMC meeting dates.
	Start Date Range
	Due Date

	January 1 – March 31
	January 15

	April 1 – June 30
	April 15

	July 1 – September 30
	July 15

	October 1 – December 31
	October 15


VII. Evaluation.  Following the annual progress report evaluation, the Merit Review Awardee and the local VA research office will be informed of any recommendations for improvement.
If you have any questions regarding preparation of this report, please e-mail CLIN-Review@va.gov.
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