

Benaroya Research Institute at Virginia Mason

Clinical Research Employee Orientation Checklist


Preparation for Employee Start (allow approx. 14 working days before start)
Employee Name:
     



Phone#:       


Start Date:      
Manager:
     




Mentor:       


Dept/Unit:      
	
	Task
	Notes / Details
	Initial & Date 

when complete

	 FORMCHECKBOX 

	Arrange Network Login & Access

As applicable: VMMC, HLC, shared drive, BRI
	
	

	 FORMCHECKBOX 

	Identify Mentor or Preceptor for New Employee
	Name/Ext:


	

	 FORMCHECKBOX 

	Schedule Human Resources (HR) Orientation

Schedule with hiring HR office. Usually first appointment of employee’s first day.
	
	

	 FORMCHECKBOX 

	Request Pager

If necessary. Contact BRI receptionist (x36525) to order.
	
	

	 FORMCHECKBOX 

	Arrange for Key(s) and Proxy Card

Unit/office doors, VMMC (Locksmith x68308 with key request on V-Net), BRI, etc.

Contact BRI Facilities Manager for BRI access (x11587); Department/ Unit manager for other access.
	
	

	 FORMCHECKBOX 

	Arrange attendance at IRB Meeting (schedule w / IRB)
	
	

	 FORMCHECKBOX 

	Arrange meeting with Regulatory Compliance
	
	

	 FORMCHECKBOX 

	Identify and Ready Workstation

Desk, computer, etc.
	
	

	 FORMCHECKBOX 

	Schedule Training Classes (VMMC)
TIES:

Feedback Skills Lab:

GroupWise Mail/Calendar/Scheduling:

Other Computer Access (IDX, IBM, Cerner):
	Dates/Times:





	


Day One, “Onboarding” Meeting With New Employee
	
	Task
	Notes / Details
	Initial & Date

when complete

	 FORMCHECKBOX 

	Confirm Completion of HR Orientation 
	
	

	 FORMCHECKBOX 

	Complete Patient Confidentiality Form (VMMC or BRI HR) 
	
	

	 FORMCHECKBOX 

	Confirm Receipt of VM ID Badge & Review Badge Policy
	
	

	 FORMCHECKBOX 

	Introduction to Co-Workers


	
	

	 FORMCHECKBOX 

	Introduction to Preceptor and or Mentor
	
	

	 FORMCHECKBOX 

	Department/Campus Tour


	
	

	 FORMCHECKBOX 

	Safety Tour


	
	

	 FORMCHECKBOX 

	General information about department, unit, address, phone number, fax number, email, regular meetings, directory, etc.
	
	

	 FORMCHECKBOX 

	Release of Information (ROI)
	
	

	 FORMCHECKBOX 

	Visits Employee Health for TB Test, immunization review, Hepatitis and Flu shot, if applicable 

	
	

	 FORMCHECKBOX 

	Meet with Regulatory Compliance & Education Staff (receive new employee binder)


	
	

	 FORMCHECKBOX 

	Proof of License and CPR (if applicable).  Healthcare Assistant (HCA) must be changed to VMMC if not already registered with institution. 
	
	

	 FORMCHECKBOX 

	Review sick call, vacation leave requests & absenteeism policy (located in the HR manual)
	
	


Day One, “Onboarding” Meeting With New Employee
	
	Task
	Notes / Details
	Initial & Date

when complete

	 FORMCHECKBOX 

	Compliance Hotline (VMMC x30000 and CRP x10781)
	
	

	 FORMCHECKBOX 

	Internet and Intranet location for VMMC & BRI
	
	

	 FORMCHECKBOX 

	Schedule appointments to meet key people as appropriate

(Section leaders, IRB, CRP, etc.): 


	Dates/Times:





	


Other Notes:
Week One
	
	Task
	Notes / Details
	Initial & Date

when complete

	 FORMCHECKBOX 


	Systems Training (staff provided)

Pager System

Web Resources

· V-NET! (VMMC Intranet) “http://vnet.vmmc.org/”  

· VMMC Public Site “http://www.virginiamason.org/default.asp”

· BRI intranet “http://brinet.vmresearch.org:86/” 

· BRI Public Site “http://www.benaroyaresearch.org/”  

Electronic Record keeping / shared drives, MicroMedex, MetroSearch, Phone Directory, Office Equipment (Phones, Fax, Copy Machines)
	
	

	 FORMCHECKBOX 

	Emergency Procedures and Codes

Fire (red)

Fire Drill (Green)

Restraint Assistance (Strong)

Medical Emergency (Four)

Mass Casualty (Yellow)
	
	

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	Orientation to Other Services

Support Services (CT,Radiology,Pharmacies,Lab)

Other Services Used by Research Group (section meetings)

Hospital (admission, Hospitalists and other staff)

Specialty Clinics (structure and personnel) 
	
	

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	Forms Training

Lab, EKG, X-ray, Pathology, etc  

Release of Information & confidentiality

Special procedures – unit specific (Algorithms, Medication Orders etc.)
	
	

	 FORMCHECKBOX 

	OSHA Checklist Completed


	
	

	 FORMCHECKBOX 

	HIPPA training book completion assigned (located in the unit or CRP Regulatory Compliance & Education Department, x10781)
	
	


Week One
	
	Task
	Notes / Details
	Initial & Date

when complete

	 FORMCHECKBOX 

	GCP & Ethics training in process 
	
	

	 FORMCHECKBOX 

	Location of CRP Standard Operation Policies & Procedures (online)


	
	

	 FORMCHECKBOX 

	VMMC Policies & Procedures (V-Net)
	
	

	 FORMCHECKBOX 

	Patient Safety Alert and Quality Improvement Reporting Structure


	
	

	 FORMCHECKBOX 

	CRP Education & Training program (monthly coordinators meetings, training events, educational symposia)


	
	

	 FORMCHECKBOX 

	Orientation to Clinical Research Sections

Review VMMC & BRI Organizational Charts

Clinical Research Program (CRP)

Institutional Review Board (IRB)

Radiation Safety Committee (RSC)

Institutional Biosafety Committee (IBC)

Investigational Drug Services (IDS)

Clinical Research Center (Phase I Unit) (CRC)

Regulatory Compliance & Education Department (CRP)
	
	

	 FORMCHECKBOX 

	VMMC HealthStream Learning Center (HLC) Modules Completed
	
	

	 FORMCHECKBOX 

	GCP & Ethics Training Completed


	
	

	 FORMCHECKBOX 

	Program Training Completed (Cerner, IBM, IDX, TES Edit Files, CTMS, etc.)
	
	


Week One
	
	Task
	Notes / Details
	Initial & Date

when complete

	 FORMCHECKBOX 

	Shipping and Handling Infectious Materials training CD (if applicable)
	
	

	 FORMCHECKBOX 

	Bloodbourne Pathogens Video (if applicable)
	
	

	 FORMCHECKBOX 

	Lab Training (if applicable, contact unit or CRC safety officer)
	
	

	 FORMCHECKBOX 

	Vital Signs Training (if applicable, contact Unit Manager or CRP Regulatory Compliance & Education Department, x10781)
	
	

	 FORMCHECKBOX 

	Phlebotomy Training (if applicable, contact Unit Manager or CRP Regulatory Compliance & Education Department, x10781)
	
	

	 FORMCHECKBOX 

	Review time card use & completion
	
	


Other Notes:

Weeks Two through Four
	
	Task
	Notes / Details
	Initial & Date

when complete

	 FORMCHECKBOX 

	Communication 

Co-workers 

Investigators

Sponsors & affiliates

Subjects

Work related meetings

Media

Who to contact with questions
	
	

	 FORMCHECKBOX 

	Meeting attendance and expectations

Unit/Dept

Program (Monthly Coordinators Meeting)

Sponsor

Training & Education Events

Principal Investigator(s) (include PI & Study Coordinator 

     meeting agenda tool)
	
	

	 FORMCHECKBOX 

	General research process

Study Phases (I-IV) 

Investigational New Drugs (IND)

Devices: Investigational Device Exemption (IDE)

FDA Approval 

Compassionate Use

Emergency Use 

Humanitarian Use Devices (HUD)
	
	

	 FORMCHECKBOX 

	Virginia Mason Production System (VMPS)

(RPIW, LEAN, Standard Work, Kanban, Report Out)
	
	

	 FORMCHECKBOX 

	Review CRP Policies and Procedures 
	
	

	 FORMCHECKBOX 

	How to read a protocol 
	
	

	 FORMCHECKBOX 

	How to prepare and submit an initial study submission packet for review by BRI Feasibility

	
	

	 FORMCHECKBOX 

	Understands the role of ‘key personnel’


	
	


Weeks Two through Four
	
	Task
	Notes / Details
	Initial & Date

when complete

	 FORMCHECKBOX 

	Review Code of Conduct:

   Professional Behavior

   Confidentiality (subject, family, sponsor, etc)

   Shred Confidential Documents

   Risk Assumption Agreement (confirmation)


	
	

	 FORMCHECKBOX 

	Attend IRB Meeting


	
	

	 FORMCHECKBOX 

	Site Initiation & Qualification Visits


	
	

	 FORMCHECKBOX 

	Handling study supplies, especially equipment provided by sponsor.


	
	

	 FORMCHECKBOX 

	Study Binders – Set Up (Shared Drive Procedure) 
(CRF, Regulatory and Source documents)


	
	

	 FORMCHECKBOX 

	Understands IC process and documentation (Consider role-playing to verify understanding.)


	
	

	 FORMCHECKBOX 

	Study drug/device (otherwise known as test article (TA)) dispensation and inventory logs


	
	

	 FORMCHECKBOX 

	Clinical Research Tools or “Forms” tab on BRI.net (Listed with the CRP Policies & Procedures on BRI.net Clinical Research Directory.)  Familiarize self with website.

	
	

	 FORMCHECKBOX 

	Clinical Trials Management System (CTMS)

Training conducted 

Ability to pull reports for visit completion
	
	


Weeks Two through Four
	
	Task
	Notes / Details
	Initial & Date

when complete

	 FORMCHECKBOX 

	Radiation Safety tutorial (if applicable)


	
	

	 FORMCHECKBOX 

	Monitor Visits (Internal and External)


	
	

	 FORMCHECKBOX 

	Audits Visits (Internal and External)

	
	

	 FORMCHECKBOX 

	Conflicts of Interest (VMMC – COI or Financial Disclosure Statements (FDS)) (stock, cash gifts)
	
	

	 FORMCHECKBOX 

	Scientific Misconduct, falsification and coercion 
	
	

	 FORMCHECKBOX 

	Impact statements (CRC, Radiology, Investigational Drug Service (IDS) and Nursing)
	
	

	 FORMCHECKBOX 

	Understands the Feasibility Process
	
	


IRB Forms & Procedures

	
	Task
	Notes / Details
	Initial & Date

when complete

	 FORMCHECKBOX 

	IRB (BRI, Western, CIRB) 

· Online forms & information

· Required information for Initial submission

· IRB correspondence

· IRB study modifications

· Reporting protocol deviations

· Reporting Serious Adverse Events (SAE), Unexpected AEs, Unanticipated AEs for drugs & devices

· Submitting Safety letters (IND Reports, Med Watch)

· Study Closure
	
	


Weeks Two through Four
Grants & Contracts

	
	Task
	Notes / Details
	Initial & Date

when complete

	 FORMCHECKBOX 

	How to submit for contract and grant review

	
	

	 FORMCHECKBOX 

	Difference between a Research Agreement and Contract
	
	

	 FORMCHECKBOX 

	Grant Submission (contact Director Grants, BRI for details)
	
	

	 FORMCHECKBOX 

	Grant Renewal


	
	


Finances

	
	Task
	Notes / Details
	Initial & Date

when complete

	 FORMCHECKBOX 

	Funding sources
	
	

	 FORMCHECKBOX 

	Billing Process for Clinical Studies 

· Using fsc 139, 539 & 639, IRB#’s, funding #s and L#s (VMMC code) for billing reference, scheduling, arriving and use of the charge labels

· Overall study billing

· Laboratory 

· Radiology

· Outside facilities paid by study budget

· Subject Reimbursement (ICD-9, CPT and E&M coding)

· Standard of care versus research care

· Subjects enrolled onto a grant (Medicare rates)
· Use of ‘V’ modifiers, e.g., V70.7.
	
	

	 FORMCHECKBOX 

	Understands how to complete budget templates


	
	

	 FORMCHECKBOX 

	Budget Completion (competency)


	
	 FORMCHECKBOX 
 N/A


Weeks Two through Four
Finances

	
	Task
	Notes / Details
	Initial & Date

when complete

	 FORMCHECKBOX 

	Budget Negotiations Process


	
	

	 FORMCHECKBOX 

	How to track Contract and Budget Negotiations


	
	

	 FORMCHECKBOX 

	Routine update of Study Activity Log or CTMS


	
	

	 FORMCHECKBOX 

	Review of expenses incurred during study

· Subject 

· Invoicing

· Project report 
	
	


1. Following completion:

2. Original document should be maintained by Training & Education Office

3. Copy to Employee, Manager and Safety Officer (if applicable) 

Other Notes:
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Effective Date:  18-Jul-07


