Transition Milestones for Pragmatic Trial UG3/UH3 Without Independent Data Coordinating Center
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	Description
	Projected Completion Date

	Effective Start Date
	
	12 months prior to transition

	Kickoff Meeting
	· Stakeholder meeting at study sites completed
	10–11 months prior to transition

	UH3 Protocol and Statistical Analysis Plan (SAP)
	· Submit draft protocol and statistical analysis plan (use NCCIH template).
· Some aspects of the protocol may include unfinished, draft sections with a plan to later integrate remaining UG3 findings into the final UH3 protocol.
	7 months prior to transition

	Prepare Site and Participant Recruitment Plan 
	· Provide details including total sample size, plans to recruit gender and racial/ethnic minorities, individual site track records for clinical trial recruitment, list of other ongoing clinical trials at sites that may compete for similar participant recruitment.
· Identify participating clinical sites and backup sites.
	6 months prior to transition

	Partner Feedback
	· Conduct qualitative group interviews with stakeholders (e.g., participants, clinicians, health system leaders) at participating study sites and advisory boards as needed.
	6 months prior to transition

	Develop Training Materials
	· Finalize training materials for interventionists and other study staff.
	5 months prior to transition

	Research Staff Training
	Train research staff at each site in study procedures:
· Study site coordinators will successfully perform procedures (e.g., mock informed consent, clinical assessment procedures).
· Interventionists will demonstrate competency in delivering intervention or control (e.g., to mock participants).
	3 months prior to transition

	Finalize Plans for Fidelity Monitoring
	· Establish measures and procedures to monitor intervention delivery fidelity.
	3 months prior to transition

	Finalize Safety Surveillance Plan and Site Monitoring Plan 
	· Complete and finalize procedures for safety surveillance and monitoring for study sites.
· Include reporting procedures and communication plan consistent with the Data and Safety Monitoring Plan (DSMP).
	3 months prior to transition

	Study Documents for UH3 Phase
	Submit final study documents for UH3 phase (email to program officer):
· DSMP
· Study Accrual and Retention Plan (SARP)
· Case report forms
· Informed consent forms
	3 months prior to transition

	NCCIH-Reviewed Protocol Submitted to Protocol Review Committee (PRC)/Data and Safety Monitoring Board (DSMB)
	· Convener (NCCIH or study team) of PRC*/DSMB submits protocol for review and approval at initial PRC/DSMB meeting.
	3 months prior to transition

	Request Transition to UH3
	· Submit Transition Request Application to NCCIH for transition to UH3 phase.
	2 months prior to transition

	PRC-Approved Protocol Submitted to Institutional Review Board (IRB)
	· Submit PRC-approved protocol to single IRB for review.
	2 months prior to transition

	Register Trial on clinicaltrials.gov
	· Use finalized protocol to create and complete clinicaltrials.gov registration.
· Confirm that fields match the NIH Human Subjects System (HSS) record.
	1 month prior to transition

	Regulatory Approvals Obtained at All Study Sites
	· Submit IRB approval certification with just-in-time (JIT) information.
	At time of transition

	ADDITIONAL MILESTONES AS NEEDED

	Work Groups
	· Investigators join consortium work groups and begin attending Steering/Executive Committee meetings.
	12 months prior to transition

	Consult With Consortium Biostatistics/Study Design Work Group on Protocol and SAP
	· Consult with appropriate consortium work group to receive expert evaluation and feedback on protocol and SAP.
	10 months prior to transition

	Measure Harmonization
	· Finalize outcomes, harmonize measures with other program projects, and finalize data collection instruments.
	9 months prior to transition

	Data Management Standard Operating Procedures (SOPs)
	· Work with the consortium to finalize electronic data extraction, storage, and quality control methods.
	8 months prior to transition

	Confirm Data Extraction Methods
	· Confirm data extraction methods and codes for pulling data from the electronic health record (EHR).
· Identify eligible patients at participating study sites through the EHR (based on clinical diagnoses, biological sex, and race).
	7 months prior to transition

	Finalize Data Sharing Plan
	· Finalize plans for data sharing to incorporate in consent form, data extraction, and database build to make data sharing efficient. 
	7 months prior to transition

	Finalize Recruitment Plan
	· Identify and describe 75% of participating sites.
	6 months prior to transition

	Finalize DSMB membership (if Convening Own)
	· Submit DSMB membership and draft charter to NCCIH for review.
	6 months prior to transition

	Finalize UH3 Budget
	· Budget revision may be necessary based on what is learned during UG3 phase
	5 months prior to transition

	Pilot Study Recruitment Procedures
	· Successfully execute stratified random sampling to identify patients to recruit.
· Enroll at least 10% of patients recruited.
	4 months prior to transition

	Implementation Facilitation
	· Execute Evidence-Based Quality Improvement activities (e.g., training of clinicians, engaging local champions).
	3 months prior to transition

	Study Documents for UH3 Phase (if no PRC/DSMB Oversight)
	· UH3 final protocol, DSMP, and SARP submitted to NCCIH for approval
	2 months prior to transition

	Submit Additional Study Documents
	· Submit to NCCIH for approval: Investigator’s Brochure, Case Report Forms, Informed Consent Form, and Manual of Operations.
	2 months prior to transition


* Protocol Review Committee (PRC): The Data and Safety Monitoring Board (DSMB) is formally established upon transition to the UH3 phase. Prior to transition the protocol is reviewed by the PRC, whose members often, but not always, remain on the DSMB following transition to the UH3 phase.
