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DSMC Final Study Report Template

Purpose:  MS Word template to be used as a starting point for preparing the final Data and Safety Monitoring Committee (DSMC) report associated with a completed or terminated study

Audience/User
Data Coordinating Center, statisticians and Principal Investigators responsible for preparation of final DSMC reports
Details
This template includes a proposed structure for a DSMC final report as well as draft language and other guidance
Best Practice Recommendations
· Customize this template to the specific needs and requirements of the study.
· This template does not include a Table of Contents. You may choose to add one if your report includes additional sections or appendices.
Technical/Formatting Notes
· Instructions and explanatory text are indicated by {blue italics} (“CROMS_Instruction” style).  Instructional text will also be enclosed in braces to signify this text for screen-readers used by the visually impaired.  
· Text enclosed with <> is a placeholder for a specific detail (e.g., <protocol title>); replace as appropriate.
· Sample text is provided for reference only.  Ensure that all placeholder and example text is replaced with the study-specific information.
· It is easiest and cleanest to use the styles that are embedded in the document.  (In MS Word 2007: From the Home menu, select the bottom right arrow key to bring up the styles box, select “Options”, under “Select Styles to Show” select “in current document”.)
· Retain the template version information in the lower left hand corner of the document.

Tool Revision History:
	Version
	

	Number
	Date
	Summary of Revisions Made:

	1.0
	03Apr2023
	Final approved version

	2.0
	08Aug2023
	Revised sample language in Study Site Status section of the Executive Summary. Clarified that the study team should describe any significant missing data in the Status of Study Data section of the Executive Summary. 

	3.0
	27Sep2024
	Revised with a suggestion to include the study schematic and participant duration in the Protocol Synopsis. Clarified in the Executive Summary the study team should break down site activation dates by site if applicable. Suggested including a CONSORT diagram as an Appendix to outline participant disposition. Clarified information to include in the Safety Summary. Added a section for the study team to describe plans for CT.gov submission.
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DATA AND SAFETY MONITORING COMMITTEE 
FINAL STUDY REPORT

	Protocol Title:
	<Insert title of the protocol>

	Protocol Number:
	<Insert protocol number>

	Protocol Version:
	<Insert version number and date of current protocol>

	NCT number:
	<Insert ClinicalTrials.gov NCT number>

	Principal Investigator:
	<Name of PI
PI’s Title
Institution
Address>

	meeting date:
	<Insert date of the scheduled meeting>

	Date REport Issued:
	<Insert date that the report is being issued>

	Data Cutoff Date:
	<Insert the date of the data snapshot for the analyses in this report>

	Date of last data review:
	<Insert date of last DSMC meeting> 


	prepared by:
	<Name of person who prepared the report
Person’s Title
Place of employment
Address>


As a general rule, interim results should not be presented unless interim analyses are described in the protocol or the DSMC has requested an interim analysis to assess a safety concern or study futility. The decision whether or not to present interim or final results in this report should be discussed with the DSMC and NIDCR.

<Insert Abbreviated Study Title>	DSMC Final Report	 Meeting Date: <Insert Meeting Date>


[bookmark: _Toc344981271]Protocol Synopsis
	Study Sites
	<List name of each study site>

	Planned Sample Size/Accrual
	 <Insert the planned sample size as stated in the protocol>

	Accrual Enrollment Period
	<Insert time (months, years, etc.)>

	Planned Study Duration (First Participant In/Last Participant Out)
	<Insert planned duration from first participant-first visit to last participant-last visit (months, years, etc.)>

	Study Design
	<Briefly describe study design. The study schematic can also be provided here, or as an Appendix, in lieu of text. >

	Study Objectives
	<Briefly describe study objectives>

	Intervention Description
	<Briefly describe study intervention(s). If intervention is a drug, include dose and route of administration. For a non-pharmaceutical study (device, procedure or behavioral intervention), provide brief description. Enter “N/A” if the study is non-interventional.>

	Participant Duration
	<Insert amount of time each individual participant will spend on the study to complete participation.>

	Inclusion Criteria
	<List inclusion criteria>

	Exclusion Criteria
	<List exclusion criteria>

	Study Outcomes
	<Briefly describe study outcomes that were assessed for each study aim/objective>

	Study Stopping Rules <or Halting Rules or Suspension Guidelines>
{Use terminology that matches the protocol} 
	<Clarify stopping rules or suspension guidelines as stated in the protocol. Otherwise enter “N/A”>






[bookmark: _Toc344981270]Executive Summary: Final Study Disposition
	Report Overview
	<Describe the final disposition of this study stating whether the study was completed or terminated early, and any circumstances related to the completion / termination (e.g., the study completed with a sample size as planned, enrolled a higher than planned enrollment due to a lower than expected retention rate, terminated early due to safety, etc.)>

	Response To Most Recent DSMC Recommendations/Request 
	<Identify DSMC recommendations/requests from the last meeting and clarify how those requests have been handled in the report and/or elsewhere.>

	Study Activation Date
	<Insert activation date(s) by study site.>

	Study Start Date
	<Insert study start date from CT.gov. Definition from CT.gov: “The actual date on which the first participant was enrolled in a clinical study.”>

	Primary Completion Date
	<Insert primary completion date from CT.gov. Definition from CT.gov: “The date on which the last participant in a clinical study was examined or received an intervention to collect final data for the primary outcome measure. Whether the clinical study ended according to the protocol or was terminated does not affect this date. For clinical studies with more than one primary outcome measure with different completion dates, this term refers to the date on which data collection is completed for all the primary outcome measures.“>

	Study Completion Date
	<Insert study completion date from CT.gov. Definition from CT.gov: “The date on which the last participant in a clinical study was examined or received an intervention/treatment to collect final data for the primary outcome measures, secondary outcome measures, and adverse events (that is, the last participant's last visit).“>

	Database Lock Date
	<Insert date of database lock or note projected date>

	Study Site Status
	<Provide site-specific status information, including by-site information about sample processing and analysis, if applicable. Provide an update on notifications sent to Institutional Review Board (IRB) per institutional reporting policies.>
{Example text: 
All sites completed participant recruitment and all study visits. Each site has processed all biospecimens and the samples have been <shipped or stored> according to protocol.
Study close-out activities have <begun or been completed>. Study files are completed and up-to-date, and maintained in the study binder per the records retention policy. A final report has been submitted to the IRB and the study status has been updated from Active to Completed.} 

	Enrollment and Completion Status
	<Provide detailed information about number enrolled and percent of target enrollment. For studies that include follow-up visits as part of the design,  include the same information for retention (e.g., provide retention rate and clarify reasons for withdrawal/discontinuation). Specify enrollment information for study groups as appropriate, with any relevant information pertaining to enrollment distribution (if known). Provide details about whether a final letter will be sent to the participants with study findings. In addition to the text in this field, consider including a CONSORT diagram or table as an Appendix to clearly outline participant disposition for the study.>
{Example text: 
500 participants, 400 cases and 100 controls, were enrolled. 488 participants (393 cases and 95 controls) completed the final 6 month study visits.
Per protocol and the statistical analysis plan, the study expected a retention rate of 80%. The actual rate is 82%. A higher than expected rate of females compared to males were enrolled. This will be described in the final publication.
All participants who completed the study will receive a letter summarizing initial study findings and results.

	Stopping Rules 
<or Halting Rules or Suspension Guidelines>
{Use terminology that matches the protocol}
	<Provide information about any stopping rules met or Alerts issued, or state that there were no stopping rules met. If a stopping rule was met, state the stopping rule per protocol and the circumstances and reviews resulting in the decision>


	Safety Summary
	<In addition to the safety summary below, attach complete listings of all AEs, SAEs, and UPs recorded during the course of the study, which should include information regarding the study team’s assessment of the event (e.g., relatedness, expectedness, severity). Insert as an appendix any tables of safety events (e.g., by system organ class). Provide any notable safety details resulting in protocol changes or status, as appropriate.>
{Example text} 
A total of 20 adverse events (AEs) occurred on the study in 8 participants. Of the 20 AEs, 5 are serious adverse events. 10 AEs were assessed as related to the intervention, no SAEs were assessed as related to the intervention. No Unanticipated Problems have occurred on the study. 
All adverse events (both serious and non-serious) have been recorded and followed up to resolution in accordance with procedures detailed in the protocol.  All serious adverse events (SAEs) and unanticipated problems (UPs) have been reported to the DSMC, Medical Monitor, Institute, IRB, and other organizations, as specified in the protocol and Data and Safety Monitoring Plan (DSMP).}

	Protocol Deviations
	<Summarize below overall protocol deviations and those since the last DSMC meeting. Note any important events or trends that impact the interpretability of the study data. In addition, attach a complete listing of protocol deviations.>
{Example text: 
A total of 15 (XX major and YY minor) protocol deviations occurred in this study, 3 since the last DSMC report. No trends were detected among the protocol deviations that have occurred. No deviations affected participant safety or the interpretability of the study data.}

	Status of Study Data
	<Provide a high-level overview of the status of study data in terms of completeness of the data. Describe any significant missing data. Include a description on status of data cleaning if database lock has not yet occurred.> 

	Quality Management 
	{Example text:
Quality management reviews were performed quarterly and were last completed on July 8, 2017 and October 7, 2017.}  

	Investigational Product Disposition
	<If the study utilized an investigational product (IP), comment on the final disposition of the IP or plans for IP destruction or return. Enter “N/A” if this study did not utilize IP.>

	Plans for Publication
	<Briefly describe plans for publication of the study results. Describe if any publications/manuscripts have been submitted and/or accepted.>

	Plans for CT.gov Submission
	<As applicable, briefly describe plans for complying with the submission requirements  to ClinicalTrials.gov per FDAAA and/or the NIH Policy on Dissemination of NIH-Funded Clinical Trial Information. These elements include participant flow, demographic and baseline characteristics, outcomes and statistical analyses, adverse events, the protocol and the statistical analysis plan, and administrative information. Additionally, briefly describe plans for ensuring regulatory compliance to post an IRB-approved informed consent form used to enroll  subjects after the clinical trial is closed to recruitment and no later than 60 days after the last study visit by any subject (45 CFR 46.116(h)).>

	Final Comments
	<Optional section for any final remarks or observations, including timelines to completion, disposition of any remaining safety issues, non-specific future plans for IP or follow-up studies, etc. Delete this row if not applicable.>
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