The Milestone Plan
Protocol Title: 
Principal Investigator: 
Per Policy for Scientific Review of Clinical Protocols Utilizing the NIH Intramural Program’s Clinical Center, the following milestones are anticipated to occur on or around the timeframe provided below:

	Action
	Timeframe

	Registration of clinical trial in https: ClinicalTrials.gov
	After protocol approval by the NIH IRB

	Completion of regulatory approvals
	

	Enrollment of the first subject
	

	Enrollment and randomization of 25%, 50%, 75%, and 100% of the projected study population
(if applicable)
	

	Completion of data collection time
	

	Completion of primary endpoint and secondary endpoint data analyses
	

	Completion of final study report (if applicable)
	

	Reporting of results in https://clinicaltrials.gov/ as required
	[bookmark: _GoBack]For interventional studies: Results will be posted within one year of the primary completion date.
For observational studies: Not applicable


	Action if the study fails to meet its accrual milestones:
The study will be reviewed annually by the CCR scientific review committee.  Studies that have poor accrual will be evaluated on a more frequent basis and considered for closure if unable to achieve the milestone plan. 
The study may also opt to use the following strategies for recruitment of patients:
· Clinical Center Research Studies (“Search the Studies”) website
· National Cancer Institute (NCI) patient recruitment website
· Twitter messages and chats with study investigators
· Use of Clinical Center Office of Patient Recruitment services including creation and distribution of study flyers and information through pre-existing recruitment avenues such as the NIH recruitment listserv





	
