

Virginia Mason Medical Center / Benaroya Research Institute

Access for Outside Research Staff – CRP Checklist


The form must be completed before access to any study-specific patient information is granted to any outside research staff.  For questions, contact the Clinical Research Program (CRP) Regulatory Compliance Department at 206-341-0781, e-mail at cweaver@BenaroyaResearch.org.

Outside Research Staff Name:





Date Initiated:



VMMC/BRI Dept:


VMMC/BRI Investigator:





	Item
	Response

	Coordinator or Research Assistant Information

	Name:                                                        Initials (ABC):
DOB:                                                          SS#:

	Primary Institution  
	

	PI and Primary Institution of PI 

(if applicable):
	

	PI @ VMMC/BRI:
	

	Mailing Address


	

	E-mail address
	

	Phone#
	

	Fax#
	

	VMMC / BRI Dept Manager Name & e-mail address
	

	List all locations or departments where you will be working on campus
	

	Study Title


	

	Study Sponsor
	

	Scope of involvement

(# of subjects, screening, total estimated timeline for study, data collection, type of subject contact {e.g., consenting, blood draw}) 
	

	Do you need computer access to view subject records?  
	

	How will subject recruitment be handled?  (If accessing records without subject authorization, an IRB Waiver of Authorization must be obtained and a copy provided before starting study recruitment.)
	

	Who will be scheduling subjects and reviewing charges?
	

	How are the procedures and tests reimbursed, e.g., standard of care vs research?
	

	Special Requests:
	


Fitness For Duty Requirements

Non VMMC / BRI staff must meet and provide documentation that all Fit for Duty requirements are met before working with study subjects on the VMMC / BRI campus.  (The influenza vaccination is considered mandatory if working during the flu season).  All documentation must be completed and brought to the Orientation visit before access to the files will be granted.  If you have any questions, please contact the Regulatory Compliance Office at 206-341-0781.  http://benaroyaresearch.org/research/investigators/policies_procedures.shtml.  

Additional items needed before access to patient records for a study will be granted:

· The VMMC & CRP policies and procedures reviewed & signature page completed.  

· BRI IRB Approval Letter / Document

· Valid license to conduct any procedures, e.g., venipuncture or injections if indicated
· An institutional picture badge to be worn while on the VMMC/BRI campus.  (2 pieces of ID are required to verify your identity, e.g., State ID or license and institutional badge.)  

· Ethics & GCP training 

By signing, I agree not to share, use or allow access of my user ID & password, will comply with all applicable policies and procedures and will only access the minimal number of records needed to assess eligibility.
Print Name:








Signature:






Date:




Fax this completed form to the CRP Regulatory Compliance Department at 206-223-7543.  For questions, verification of any next steps and to schedule the orientation visit, contact the Regulatory Compliance office at 206-341-0781.
Policies & Procedures (SOPs)

Please review the documents listed below and bring this completed form with you at the time of your orientation.  Feel free to contact Regulatory Compliance Office at 206-341-0781 with questions. The policies & procedures are considered confidential and must not be shared without prior written approval by the CRP Program Director or designee.

	Doc #
	SOP Title

	
	VMMC Policies 

Hand Hygiene                                                                     Patient Confidentiality

Confidentiality Fact Sheet                                                  Certification, Licensure & Registration

Photo Identification Badge                                                 Application(s) Access Code

Appropriate Appearance                                                     Disposal of Confidential Documents

Fax transmission of Protected Health Information             Patient Safety Alert Process
Inadvertently Released Protected Health Information

	GCP 0004
	Informed Consent Procedure 

	GCP 0008
	Protocol Eligibility Procedure 

	GCP 0021
	Source Documentation Procedure

	GCP 0007
	Delegation of Authority 

	GCP 0005
	Serious & Unexpected Adverse Events Reporting Procedure*

	GCP 0006
	Adverse Event Reporting Procedure*

	GCP 0003
	PI Roles & Responsibilities

	GCP 0009
	Test Article Storage & Transportation*

	GCP 0016
	Admitting a Research Participant*

	GCP 0020
	Handling Protocol Deviations

	GCP 0025
	Study Start-Up

	GCP 0028
	Archival of Study Materials 

	GCP 0039
	Study Closeout or Termination 

	
	HIPAA Privacy and Security 


* Required for Interventional studies ONLY
I have read and will comply with the Institutional Policies and Procedures.

Print Name



Signature




Date
For Internal Use Only

Completion by the Clinical Research Program Staff:

Section I – Information Exchange

Upon the initial visit from the non-VMMC / BRI staff to VMMC / BRI campus, complete the following steps:

· Provide and collect the original signed BRI Confidentiality & Disclosure Forms (copy to Outside Research Staff) 
· Distribute Safety Information packet (general & department-specific information if applicable).  Meeting with department Safety officer scheduled for Date / Time:




· Collect Fit for Duty documentation (2 step TB test {initial evaluation, annual  test will be sufficient}, Immunity to Chicken Pox (initial evaluation), Hepatitis B Certification (initial evaluation), Measles, Mumps & Rubella immunization records or lab testing (initial evaluation), Influenza vaccination (annual if working during the flu season), Background Check completed (bi-annual))
· Collect the completed & signed VMMC & CRP Policies & Procedures Signature Page 

· Check that all items on the Forms are complete.

· Obtain Computer ID with BRI IT or VMMC IT Departments (e.g., Cerner) if needed by the Outside Research Staff.   If there is a subject list to work from, Cerner must be accessed without a unique user-ID in the Medical Records Department, Metro Building.  When requesting ID list “CRP” as Section/Department and “External Research Coordinator” as title.   ID: BRI_________

· BRI IRB Study Approval Letter or Document.  Approval Date: 



· Verify that a Waiver of Authorization is present from the IRB if the coordinator will be recruiting or viewing patient or subject information for screening purposes.

· Provide a copy of the form to the person managing the Clinical Trial Management System so database access and training can be scheduled.

· Clinical Trial Management Software Orientation Date/Time:





· GCP Modules completed

· Verify license with DOH (if applicable) https://fortress.wa.gov/doh/hpqa1/Application/Credential_Search/profile.asp
Section II – Verification Process

Clinical Research Program employee must verify & attest that the non-VMMC / BRI staff has:

· Current Healthcare License Verified (if applicable), (with VMMC/BRI sponsor)
· Drivers License (or ID card) that match the information provided and;

· Outside institution picture badge that matches the information provided on Page 1 of this Checklist

· CRP Completion Checklist 
· Provide BRI Visitor Badge:  #                            .
Section III – Access Granted

Finally,

· Distribute System access instructions and location of access (provide map or escort as needed)

CRP staff member completing the form and providing specified information:

Print Name:








Signature:






Date:





Next review date (prior to birthday):




A copy of the Confidentiality Form and the Non-VMMC / BRI Staff Access Checklist 
must be filed in the Regulatory Compliance Department
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