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Multisite Roles and Responsibilities Table
Below is a non-exhaustive comparison table illustrating the typical roles and responsibilities of a Program/Project Manager and a Research Coordinator in a multisite clinical trial where the site is both the lead (coordinating) site and a recruiting site. While there may be overlap between these roles, and individual trials may require unique role configurations or adjustments, this overview highlights common functions associated with each position.
If you have questions, please contact the Multisite Research Support Service at researchnetworks@lists.wisc.edu.
Role Summaries
· Program or Project Manager: Study-wide planning, oversight, training and implementation.
· Research Coordinator: Local execution, participant interaction and data collection.
Responsibilities
	Study Tasks
	Program or Project Manager Role
	Research Coordinator Role

	Planning & Start‑Up

	Supports study feasibility assessment, site selection, and operational input during protocol development. Creates the project plan, timeline, and communication plan, leads activation and site initiation visits (SIVs). Contribute to and facilitate contracting, budgets, and agreements (e.g., DUAs).
	Provides site-level feasibility input (workflow, population, burden) and practical feedback on protocol. Ensures readiness of local clinic, pharmacy, and laboratory operations; support site initiation visits (SIVs). 

	Regulatory
	Manages IRB process and study-wide submission timeline; manages other regulatory requirements (e.g., FDA, local committee review, etc.); disseminates regulatory changes (e.g., protocol amendments, safety updates, reportable events); and ensures consistent, harmonized implementation across sites.
	May lead local IRB submissions; maintains local regulatory binder, delegation logs, and training records; implements IRB-approved amendments; updates local consent forms and regulatory documents; and ensures ongoing compliance with local IRB and institutional requirements. 

	Operations Documents

	Develops Manual of Procedures (MOP), lab and imaging manuals, standardized tools and templates, training materials, and leads study-wide training. Share out documents and maintains centralized document repository, version control, and ensures all sites use current study materials. 
	Develops visit workflows and scheduling matrices; conducts hands‑on local site training (consent, specimens, investigational product (IP)/device); and shares practical operational guidance with other sites. Provide input on operations documents and templates.

	Communications & Collaborator Management
	Facilitates meetings with study members (PIs, coordinators, pharmacists, etc.); leads cross-site communication strategy; and ensures consistent messaging across sites.
	Maintains day-to-day communication with local participants and study team; escalates site issues; and contributes to cross-site discussions by sharing practical feedback and challenges.

	Enrollment & Retention
	Tracks study-wide enrollment, retention, and targets; analyzes screen‑fail trends; manages central recruitment materials and approvals; and collects site feedback on challenges.
	Screens, recruits, consents, schedules, and retain participants at site; tracks local enrollment, retention, and screening data; and provides feedback on site-level challenges.

	Data & Quality
	Oversees study system configuration and access (e.g., electronic data capture, clinical trial management system, etc.); implements system updates; coordinates changes across sites; aligns electronic case report forms (eCRF); monitors data timeliness; supports issue escalation, oversees central monitoring and sends and manages data queries sent to other sites; and ensures deviations are documented and Corrective and Preventative Action (CAPA) is implemented.
	Data entry; troubleshoots basic issues; reports system challenges; resolves local data issues; and prepares for monitoring visits and audits. 

	Risk Management & Issue Resolution
	Maintains study-level risk register; identifies cross-site trends; and drives mitigation strategies and escalation pathways.
	Identifies and reports site-level risks and issues early; implements corrective actions; and provides insight into root causes.

	Safety & Compliance
	Standardize Serious Adverse Event (SAE) and other reportable event workflow and trend tracking; coordinates with the Data Safety Monitoring Board (DSMB) or Data Monitoring Committee (DMC); and oversees protocol compliance.
	Captures and reports adverse events (AEs) and SAEs in real time; may maintain IP accountability and temperature logs; and documents deviations. 

	Vendors & Labs
	Manages vendors (central lab, imaging, etc.).
	Collect, process, and ship specimens, and manages local inventory while flagging issues. 

	Budget & Payments

	Manages the overall study budget; defines site payment milestones; and oversees contracts and Statement of Work (SOW) alignment and amendments.
	Manages visit‑level financial items (e.g., participant payments, local health system billing, etc.) and flag payment issues impacting operations. 

	Audits, Inspections & Closeout
	Prepare for study-wide inspection; advise sites on closeout procedures; manages electronic Trial Master File (eTMF); oversees database lock and archival; and coordinates vendor and site offboarding.  
	Maintains and finalizes source data, regulatory, training, and investigational product records; support site closeout; completes IP reconciliation and disposal; and manages local archiving.
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