BENAROYA RESEARCH INSTITUTE AT VIRGINIA MASON (BRI) /

VIRGINIA MASON MEDICAL CENTER (VM)
Patient Approach Statement
for

Non-VM/BRI Research Investigators

As outlined in the BRI IRB application forms, all human subjects research applications submitted to the BRI IRB Office must designate an employee of VM/BRI as the Principal Investigator.  Normally this would be a physician from the section of VMMC that would provide the majority of patients involved.

In studies where participants will be actively recruited, the following items will apply.  

(Note:  There are certain exceptions, i.e., studies for which participants are identified through the Cancer Surveillance System (CSS), or studies involving a very large number of patients.  Investigators should consult the BRI IRB Office re: particular studies which may qualify for an exception).  
(A) Either the VM/BRI HIPAA “Authorization to Use and/or Disclose Protected Health Information for Research” form OR the VM/BRI “Waiver for Recruitment of Subjects by Non-VM/BRI Persons” form, whichever is appropriate, must be BRI IRB-approved prior to disclosing patient names to non-VM/BRI investigators.

(B) The VM attending physician will screen potential research participants to determine if there are any contraindications to their inclusion in the study.  Where the physician judges contraindications to exist, the individual patient will be dropped from further consideration.

(C) The first approach to VM patients regarding possible participation in a research study will be initiated only by VM staff.   This will be accomplished in one of two ways:  

(1) verbal approach, or 

(2) via a recruitment (or “approach”) letter prepared on VM stationery for signature by the VM Principal Investigator.  

(D) Whether the initial approach is verbal or by recruitment letter, it must clearly explain: 

(1) the appropriate elements of consent (i.e., explain the purpose of the research, make a statement that participation is voluntary, etc.) and invite the patient to consider participation in the study.  (Contact the IRB Office at (206) 341-0787 for guidance re:  appropriate elements to include). 

(2) that if the patient is interested in more information regarding participation, he/she should call the contact number provided in the letter.  

(3) that if the patient definitely wishes to decline authorization of further contact, he/she must call the same phone number (see item “(b)”, above); and that if this is done, no further contact will occur regarding participation in the study.

(4) that if the patient does not call the phone number within a stipulated period of time to either (i) show his/her interest or (ii) decline participation, follow-up contact may then be made directly by the non-VM study staff. 

(5) the multi-institutional nature of the study and identify the location where study procedures would occur.

(6) that ultimate responsibility rests with the VM Principal Investigator and all questions/concerns must be routed through him/her.

NOTE:  The approach letter (or description/script of the verbal approach procedures) must be submitted to the BRI IRB and must be IRB-approved prior to use.   
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