STUDY TEAM MEMBER ONBOARDING & TRAINING TOOL


EXAMPLE: RESEARCH SUPPORT STAFF – BIOMEDICAL 
This document is based off the Office for Human Subject Protection’s Study Team Member Onboarding & Training Tool, with specific contents tailored for generic research support staff (e.g., study coordinator, research assistant) engaged in biomedical research, with limited prior experience. THIS DOCUMENT IS PROVIDED AS AN EXAMPLE ONLY; it is meant to demonstrate how the Study Team Member Onboarding & Training Tool template could be modified to suit an individual trainee’s needs. As noted in the template’s instructions, the contents of this tool should be tailored to meet each trainee’s needs based on their roles/responsibilities, prior work experience, the nature of the research being conducted, and applicable institutional, departmental, and sponsor/funding agency requirements.  

	Employee Name:
	

	Start Date:
	



Sections:
· General Orientation & Administrative Tasks
· Systems Access & Training
· General Research-Related Training & Resources
· Protocol-Specific Onboarding & Training
· Skill Development & Sign-Off
· Skill Maintenance & Performance Monitoring
[bookmark: _General_Orientation_&]General Orientation & Administrative Tasks
☐	Complete new employee onboarding
☐	Obtain building/suite swipe access and office/storage key(s)
☐	Tour of facility, including:

· 
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· Clinic, lab, satellite office space
· Conference room(s)
· Emergency exits, first aid supplies
· Kitchen/Breakroom
· Coffee, Vending, and Cafeterias
· Mail room
· Office supplies
· Printers, copy/fax machine
· Storage area(s)
· Restrooms
· UR maps
· URMC maps

☐	Review department/division’s mission, vision statements, values, and goals
☐	Review department/division organizational chart
☐	Provide a copy of department/division contact list
☐	Review department-specific policies, procedures, and expectations for:
· 
· Time reporting
· Mandatory rest and meal periods
· Vacation requests
· Call-in and sick leave 
· Overtime
· Travel and expense reporting
· Remote work
· Use of Zoom/Teams
· Emergency and safety incidents
· Dress code
· Telephone, e-mail, and internet use
· Mobile computing device standards
· Tik Tok ban on devices
· Ordering office supplies
· Purchase requests
· Petty cash
· Reserving conference/training rooms

☐	Review job-specific information, including:
· Schedule/hours
· Wage/salary program
· Job description and role in fulfilling department/division’s mission and goals
· Job/study assignments (see protocol-specific training information below)
· Prioritization of tasks
· Roles/responsibilities among study team members and communication best practices
· Performance expectations (including key job responsibilities in MyPath), monitoring & evaluations, including annual and off-cycle performance reviews
· Training plan and expectations
☐	Develop and enter into MyPath SMART performance goals 
· SMART = Specific, Measurable, Action Oriented, Relevant, and Time-based/Timely
☐	Schedule routine one-on-one trainee/supervisor meetings to review onboarding/training and performance goal progress, monitor workload, answer questions, and provide feedback
☐	Update regularly scheduled meeting calendar invites to include trainee as an attendee (e.g., monthly staff meetings)
☐	Update and re-distribute emergency call list
☐	Request/ensure inclusion on the following e-mail distributions lists:
· Office for Human Subject Protection (OHSP)
· Office of Research & Project Administration (ORPA)
· Clinical & Translational Science Institute (CTSI)
· Study Coordinator Organization for Research & Education (SCORE)
☐	Set up telecommunications: 
· 
· Telephone & Voicemail
· Pager
· Mobile Device

☐	Introduce to key personnel; schedule one-on-one introductory meetings to review roles with:
· 
· Principal Investigator(s)
· Research Administrator
· Clinic Manager

☐	Schedule clinic, lab, patient unit, and/or operating room shadowing to gain understanding of workflows within each space (e.g., with a lab manager, study coordinator, unit nurse, clinical technologist, clinician investigator)
☐	File a signed and dated CV/resume as study documentation 
☐	File copies of applicable health care/medical licenses as study documentation 
☐	Order business cards and name plate 
☐	Order lab coat
[bookmark: _Systems_Access_&]Systems Access & Training
☐	Complete general computer set-up, including:
· 
· Shared calendars
· Shared network folders
· Network printers
· SharePoint folders
· Box.com access/set-up
· Microsoft Teams access/set-up
· Zoom web conferencing access/set-up
· Install VPN for remote access 
· Duo set-up (for two-factor authentication)
· Suggested internet browser bookmarks

☐	Integrated Online Research Administration (IORA): Access is restricted by module as described below.
☐	Click IRB: Accounts are created automatically for internal faculty, staff, and students approximately 24-48 hours following Human Subject Protection Training course completion. Prior to submitting each corresponding type of submission, the video vignettes and key resources linked below should be viewed. User guides and additional resources are also available via Click IRB Resources; staff should reference the step-by-step instructions provided in the Study Staff Guide with each submission until they become comfortable navigating and communicating in the system.
	Demo Video/Resource
	Due Date
	Date Reviewed

	See training list below (incorporated into General Research-Related Training & Resources).
	
	


☐	Grants & Agreements Modules:  Access can be requested by completing the IORA user request form. Individuals involved in initiating funding proposals in IORA must be CLASP-certified and complete the training listed below.  Additional training-related resources and video vignettes are also available on the IORA website.
	Training
	Due Date
	Date Completed

	Integrated Online Research Administration Overview (MyPath)
	Prior to 1st IORA Submission
	


☐	OnCore: Training is required based on role. Required training is identified as part of the account request process completed via the Request for OnCore Assess form. Additional information and assistance are available via the OnCore website.
☐	eRecord: Accounts must be requested by the trainee’s supervisor. Upon approval, the trainee will be notified and enrolled in required training. See the ‘Getting Access to eRecord’ section of the eRecord website.
[bookmark: _Hlk164262681]☐	ClinicalTrials.gov: Accounts are set up via each Department’s ClinicalTrials.gov Group Administrator (email researchhelp@urmc.rochester.edu to identify the Group Administrator, if needed). Training is not required to access the system.  Assistance with study entry is available through the CTSI’s Support for ClinicalTrials.gov Study Registration.
☐	REDCap: Account requests are not required for URMC staff; users can sign-on via their Active Directory (AD) credentials. For all other staff (e.g., River Campus staff), a URMC Sponsor must request a Guest URMC AD account. Additional information and resources are available on the REDcap website.
[bookmark: _General_Research-Related_Training]General Research-Related Training & Resources
☐	Notify trainee of the following resources:
· Commonly-Used Abbreviations and Acronyms in Research’ list (if needed, research glossaries are also readily available through internet search, e.g., CenterWatch, National Institute on Aging, and Multi-Regional Trials Network)
· OHSP A-Z Resource Index
· OCR URMC Clinical Research Study Start-Up Manual
[bookmark: urhrppeducationalmaterials]☐	Enroll in OHSP’s UR-HRPP Educational Materials course in Blackboard (on-demand, recorded forums in this course are listed below/above; see self-enrollment instructions)
☐	Review/complete the following training, videos, policies, standards, and guidelines:
	Jump to training due: 
· Weeks 1-2; Weeks 3-4; Weeks 5-6; Weeks 7-8; Weeks 9-10
· Prior to:	1st Click IRB Submission
	1st New Study Submission in Click IRB; Initiating 1st New Study 
	1st External IRB Submission in Click IRB
	1st MOD, CR, & RNI Submission in Click IRB
 
	[bookmark: trainingtable]Training
	Due Date
	Date Completed

	Clinical Research Overview (SCRS)
	[bookmark: weeks1_2]Weeks 1-2
	

	Reading Assignments: Cavalieri & Rupp – Chapter 1 (Introduction to Clinical Research Operations)
	Weeks 1-2
	

	Basic Research Concepts (Office of Research Integrity)
	Weeks 1-2
	

	Clinical Practice vs. Clinical Research (SCRS)
	Weeks 1-2
	

	Human Subject Protection – Biomedical Researcher Training (CITI)
Note: All optional modules should be completed (in addition to required modules). Documentation of the completed training should be filed as study documentation.
	Weeks 1-2
	

	OHSP Good Clinical Practice (GCP) FAQs
	Weeks 1-2
	

	Good Clinical Practice (GCP) – SBR Best Practices for Clinical Research Training (CITI)
Note: Documentation of the completed training should be filed as study documentation.
	Weeks 1-2
	

	Good Clinical Practice (GCP) Training for Clinical Trials with Drugs and Devices, US FDA-Focus (CITI)
Note: All optional modules should be completed (in addition to required modules).  Documentation of the completed training should be filed as study documentation.
	Weeks 1-2
	

	Reading Assignments: Liu & Davis – Chapter 8 (The Principal Investigator, the Clinical Research Coordinator, and the Study Site)
	Weeks 1-2
	

	Orientation to Conducting Human Subject Research (Blackboard)
	Weeks 1-2
	

	University of Rochester Human Research Protection Program
	Weeks 1-2
	

	OHSP Policy 901 Investigator Responsibilities
	Weeks 1-2
	

	OHSP Policy 701 Informed Consent
	Weeks 1-2
	

	Accessing & Utilizing Watermarked Documents
	Weeks 1-2
	

	How to Prepare for Recruitment / Informed Consent Training (You Tube)
	Weeks 1-2
	

	The Informed Consent Process (You Tube)
	Weeks 1-2
	

	General Informed Consent Requirements (HHS)
Note: This video was created prior to the implementation of the revised Common Rule (2018), therefore the video does not currently represent all required elements of consent.
	Weeks 1-2
	

	The Elements of a Successful Informed Consent Video (NIH)
Note: This video was created prior to the implementation of the revised Common Rule (2018), therefore the video does not currently represent all required elements of consent.
	Weeks 1-2
	

	University of Rochester Conflict of Interest Policy Course (MyPath)
	Weeks 1-2
	

	Reading Assignments: Cavalieri & Rupp – 
· Chapter 2 (Site Administration)
· Chapter 6 (Managing Clinical Trial Activities and Processes)
	[bookmark: weeks3_4]Weeks 3-4
	

	Conducting a Study (SCRS)
	Weeks 3-4
	

	Research Boot Camp (Blackboard)
	Weeks 3-4
	

	OHSP Policy 703 Recruitment & Subject Payment
	Weeks 3-4
	

	OHSP Guideline for Recruitment Methods & Materials
	Weeks 3-4
	

	Informed Consent Discussions: A Little Bit Regulation, A Little Bit Meliora (Blackboard)
Note: This is a recorded seminar available via the UR-HRPP Educational Materials course in Blackboard.
	Weeks 3-4
	

	Paging Dr. Peter – Parts 1 & 2 (YouTube)
	Weeks 3-4
	

	Documentation of Informed Consent
	Weeks 3-4
	

	Re-Consent
	Weeks 3-4
	

	Remote Consent
	Weeks 3-4
	

	University Guideline for Using REDCap for Electronic Informed Consent
	Weeks 3-4
	

	Enrolling Non-English Speaking Subjects
	Weeks 3-4
	

	Office of Clinical Research Policy 001 Public Disclosure of Clinical-Trial Information (ClinicalTrials.gov)
	Weeks 3-4
	

	OHSP Policy 601 Research Involving Children
	Weeks 3-4
	

	OHSP Policy 604 Research Involving Adults with Decisional Impairment
	Weeks 3-4
	

	OHSP Guideline for Assessing Consent Capacity in Adults with Decisional Impairment 
	Weeks 3-4
	

	Essential Documents for Clinical Trials (SCRS)
	Weeks 3-4
	

	Source Documentation (SCRS)
	Weeks 3-4
	

	Study Documentation Requirements
	Weeks 3-4
	

	OHSP Study Documentation FAQs: How do I correct a mistake on a study document?
	Weeks 3-4
	

	Investigational Product (SCRS)
	Weeks 3-4
	

	Reading Assignments: Liu & Davis – Chapter 13 (Management of Study Drugs, Biologics, and Devices)
	Weeks 3-4
	

	Enhancing Drug Accountability and Medication Safety for Research Subjects: Video; Slides (CTSI SCORE)
	Weeks 3-4
	

	‘My Activities User’s Guide’ and current Reporting Schedule (‘My Activities Templates’), available via SharePoint
	Weeks 3-4
	

	CT-01 Overview of UR Clinical Research Billing Policy and Standard Operating Procedures (MyPath)
	Weeks 3-4
	

	The Research Clinic
This training involves video review only. Following the introduction, the user is asked to select a role. Trainees should minimally review the video comparable to their current role (e.g., Study Coordinator and/or Research Assistant roles).
	Weeks 3-4
	

	Basic Life Support (BLS) Training
	[bookmark: weeks5_6]Weeks 5-6
	

	Environmental Health & Safety (EH&S) – Hazard Assessment Tool & Training Indicator (MyPath)
	Weeks 5-6
	

	EH&S Bloodborne Pathogens (MyPath)
	Weeks 5-6
	

	EH&S Personal Protective Equipment Training (MyPath)
	Weeks 5-6
	

	EH&S Shipping Biological Materials & Dry Ice (MyPath)
	Weeks 5-6
	

	OHSP Guideline for Subject Payment
	Weeks 5-6
	

	Research Subject Payment Policy and Procedure (Blackboard)
Note: This is a recorded seminar available via the UR-HRPP Educational Materials course in Blackboard.
	Weeks 5-6
	

	Accounts Payable Research Subject Payments Policy & Procedure
	Weeks 5-6
	

	Adverse Events and Safety (SCRS)
	Weeks 5-6
	

	Adverse Events through the Lens of the IRB (Blackboard)
Note: This is a recorded seminar available via the UR-HRPP Educational Materials course in Blackboard.
	Weeks 5-6
	

	OHSP Policy 801 Reporting Research Events
	Weeks 5-6
	

	OHSP Guideline for Reporting Research Events
	Weeks 5-6
	

	Protocol Deviations & Violations & Non-Compliance…Oh My! (Blackboard)
Note: This is a recorded seminar available via the UR-HRPP Educational Materials course in Blackboard.
	Weeks 5-6
	

	OHSP Policy 802 Non-Compliance
	Weeks 5-6
	

	OHSP Guideline for Review of Non-Compliance
	Weeks 5-6
	

	Reading Assignments: Liu & Davis – Chapter 14 (Managing Clinical Trial Data)
	Weeks 5-6
	

	HIPAA Considerations for Research Coordinators: Video; Slides (CTSI SCORE)
	Weeks 5-6
	

	Data Security in Human Subject Research (Blackboard)
Note: This is a recorded seminar available via the UR-HRPP Educational Materials course in Blackboard.
	Weeks 5-6
	

	University Guideline for Human Subject Research Data Security Requirements
	Weeks 5-6
	

	OHSP Explains… De-Identified vs. Coded; Anonymized vs. Anonymous 
	Weeks 5-6
	

	The Evolution of Vulnerability (YouTube)
	[bookmark: weeks7_8]Weeks 7-8
	

	Monitoring and Auditing (SCRS)
Note: To access this training, enter your contact information under the Non-Member Section
	Weeks 7-8
	

	Reading Assignments: Liu & Davis – Chapter 7 (Monitoring, Audits & Inspections)
	Weeks 7-8
	

	Cultural Competency in Healthcare (MyPath)
	Weeks 7-8
	

	Discussing Culturally Sensitive Topics (MyPath)
	Weeks 7-8
	

	Creating and Sustaining Diverse Study Enrollment (YouTube)
	Weeks 7-8
	

	Phlebotomy Orientation Training
Supervisors should contact Latoya Sirmons to request training for staff.
	[bookmark: weeks9_10]Weeks 9-10
	

	Click IRB: Log In & Basic Navigation
	[bookmark: First_Click]Prior to 1st Click IRB submission
	

	Click IRB: Create & Submit a Study
	Prior to 1st Click IRB submission
	

	Preparing your RSRB (IRB) Submission
	Prior to 1st Click IRB submission
	

	Identifying Study Team Members
	Prior to 1st Click IRB submission
	

	RSRB (IRB) Review Process
	Prior to 1st Click IRB submission
	

	Click IRB: Respond to Clarifications
	Prior to 1st Click IRB submission
	

	Document Management in Click IRB
	Prior to 1st Click IRB submission
	

	What is a PI Proxy?
	Prior to 1st Click IRB submission
	

	Getting Started with Human Subject Research
	[bookmark: First_NewStudySubmission]Prior to 1st new study in Click IRB Submission
	

	OHRP Equitable Selection of Subjects
	Prior to 1st new study in Click IRB Submission
	

	OHRP Minimizing Risks in Research
	Prior to 1st new study in Click IRB Submission
	

	OHRP Balancing Risks and Benefits
	Prior to 1st new study in Click IRB Submission
	

	Data and Safety Monitoring Plans
	Prior to 1st new study in Click IRB Submission
	

	Put on Your IRB Hat: Let’s Review a Protocol (Blackboard)
Note: This is a recorded seminar available via the UR-HRPP Educational Materials course in Blackboard.
	Prior to 1st new study in Click IRB Submission
	

	Integrating Quality into Investigator-Initiated Clinical Trials (Blackboard)
Note: This is a recorded seminar available via the UR-HRPP Educational Materials course in Blackboard.
	Prior to 1st new study in Click IRB Submission
	

	Essential Study Documentation – Part 1 (Blackboard)
Note: This is a recorded seminar available via the UR-HRPP Educational Materials course in Blackboard.
	[bookmark: First_NewStudy]Prior to initiating 1st new study
	

	Essential Study Documentation – Part 2 (Blackboard)
Note: This is a recorded seminar available via the UR-HRPP Educational Materials course in Blackboard.
	Prior to initiating 1st new study
	

	Post-Approval Consultation
Note: This consultation should occur after IRB approval has been obtained but before initiating the research.
	Prior to initiating 1st new study
	

	OHSP Guideline for When the UR is the Relying IRB
	[bookmark: First_ExternalSubmission]Prior to 1st External IRB Submission in Click IRB
	

	Click IRB: Create & Submit a Study for External IRB Review
	Prior to 1st External IRB Submission in Click IRB
	

	What is the purpose of a site-specific protocol addendum?
	Prior to 1st External IRB Submission in Click IRB
	

	Click IRB: Create & Submit a Modification
	[bookmark: First_MOD]Prior to 1st MOD Submission in Click IRB
	

	Top 10 Ways to Facilitate IRB Modifications (Blackboard)
Note: This is a recorded seminar available via the UR-HRPP Educational Materials course in Blackboard.
	Prior to 1st MOD Submission in Click IRB
	

	Click IRB: Create & Submit a Continuing Review
	[bookmark: First_CR]Prior to 1st CR Submission in Click IRB
	

	Defining & Reporting Subject Enrollment
	Prior to 1st CR Submission in Click IRB
	

	Reporting Research Milestones in Click IRB
	Prior to 1st CR Submission in Click IRB
	

	When do I need to submit the continuing review?
	Prior to 1st CR Submission in Click IRB
	

	Click IRB: Create & Submit a Report of New Information
	[bookmark: First_RNI]Prior to 1st RNI Submission in Click IRB
	

	Core Training Module: Study Design (Blackboard)
	Months 8+
	

	Core Training Module: Principal Investigator Oversight (Blackboard)
	Months 8+
	

	Core Training Module: Study Operations (Blackboard)
	Months 8+
	

	Core Training Module: Recruitment & Retention (Blackboard)
	Months 8+
	

	Core Training Module: Informed Consent (Blackboard)
	Months 8+
	


[bookmark: _Protocol-Specific_Onboarding_&]Protocol-Specific Onboarding & Training
☐	Review each assigned protocol, including the following details:
· Study status, including current enrollment, for all open/ongoing studies and any outstanding/in-process issues
· Protocol-defined recruitment, enrollment, and consent processes, including any/all recent revisions requiring re-consent of enrolled subjects
· Protocol-defined eligibility criteria
· Protocol-defined procedures and any applicable standard operating procedures
· Study documentation, record retention, and data entry procedures/requirements
· Investigational product management procedures
· Subject payment procedures
· Data & safety monitoring activities, including adverse/reportable event monitoring procedures, how to escalate/communicate events appropriately and corresponding reporting requirements
· Subject educational materials/needs (e.g., regarding investigational product management and administration, subject diary/survey/assessment completion)
· Study supply storage and management
· Project management contacts
☐	Submit modifications to add the trainee to each assigned protocol.
☐	Following IRB approval, add the trainee to each applicable Delegation of Authority (DoA) log. (Note: DoA logs are only required when the research is subject to FDA regulations.)
Trainees should not be permitted to engage in study-specific research activities until they have: 1) reviewed and received training on the protocol; 2) been approved as a study team member by the IRB; and 3) been added to the DoA log (if applicable).
	Protocol No./Short Title
	Protocol Reviewed
	IRB Approved
	Added to DoA Log

	Study 123
	☐
	☐
	☐

	Study 456
	☐
	☐
	☐

	Study 789
	☐
	☐
	☐



Note: The importance of protocol adherence cannot be overstressed. If not already available, trainees should be encouraged to create/utilize quick reference ‘cheat’ sheets, as appropriate, to facilitate compliance – e.g., eligibility criteria reference cards, schedule of activities, event reporting flowcharts.
[bookmark: _Skill_Development_&]Skill Development & Sign-Off
☐	Informed Consent
☐	Learn: Complete the consent-related training identified above (due Weeks 3-4)
☐	See: Observe the consent process (minimally 3x or until comfortable)
☐	Practice: Practice facilitating consent discussions with another member of the study team and/or friend/family member (until comfortable)
☐	Supervisor/Designee Sign-Off Name and Date:
☐	Mini-Mental State Exam (MMSE)
☐	Learn: Review the instructions provided in the MOP for Study 123 and view ‘Administering a Mini-Mental Status Exam’ on YouTube
☐	See: Observe the MMSE being performed (minimally 3x or until comfortable)
☐	Practice: Practice performing the MMSE with another member of the study team and/or friend/family member (until comfortable)
☐	Supervisor/Designee Sign-Off Name and Date:
☐	Subject Interview for Study 456
☐	Learn:
· Review: 1) Interview Guide for Study 456; and 2) view the ‘6 Tips for Conducting Semi-Structured Interviews’ on YouTube
· Read pages 500-504 in ‘Conducting Semi-Structured Interviews’ by William Adams (a portion of Chapter 19 in Handbook of Practical Program Evaluation).
☐	See: Observe an interview conducted by another member of the study team
☐	Practice: Practice conducting an interview with another study team member
☐	Supervisor/Designee Sign-Off Name and Date:
[bookmark: _Skill_Maintenance_&]Skill Maintenance & Performance Monitoring
☐	Months 1-6
☐	Complete a quality check of the first 3 subjects enrolled by trainee (per protocol).  Assess/validate the following for each subject: 
· Consent was obtained in accordance with the IRB-approved study protocol and institutional requirements;
· Subject met eligibility requirements;
· Protocol adherence (including completion and documentation of all protocol-defined procedures, within any protocol-defined windows/parameters, and investigational product accountability); and
· Data and safety monitoring procedures (including protocol-defined adverse event assessment, evaluation, and follow-up).
	Protocol No./Short Title
	1st Subject
	2nd Subject
	3rd Subject

	Study 123
	☐
	☐
	☐

	Study 456
	☐
	☐
	☐

	Study 789
	☐
	☐
	☐


☐	Complete a full quality check/review of the study site file and the DoA log for each assigned protocol.
☐	Participate in at least 6 continuing education activities (in addition to the onboarding/training activities listed above, e.g., OHSP UR-HRPP Educational Forum, SCORE meeting, departmental rounds).
	Continuing Education Activity
	Date

	
	

	
	

	
	

	
	

	
	

	
	


☐	Months 7-12
☐	Complete a quality check of one additional subject each month, as defined above.  
	Month 7
	Month 8
	Month 9
	Month 10
	Month 11
	Month 12

	☐
	☐
	☐
	☐
	☐
	☐


☐	Complete a full quality check/review the study site file and the DoA log since the previous review (for each assigned protocol).
☐	Participate in at least 6 continuing education activities (in addition to the onboarding/training activities listed above, e.g., OHSP UR-HRPP Educational Forum, SCORE meeting, departmental rounds).
	Continuing Education Activity
	Date

	
	

	
	

	
	

	
	

	
	

	
	





