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BENAROYA RESEARCH INSTITUTE AT VIRGINIA MASON 

UNAFFILIATED INVESTIGATOR AGREEMENT
This Unaffiliated Investigator Agreement (“Agreement”) is entered into by and between Benaroya Research Institute at Virginia Mason (BRI) and ___________________  (“Investigator”). 
Research Covered Under This Agreement (Title of Study): 

















































VM/BRI Number 




(1)
The above-named Investigator has reviewed the Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research; the U.S. Department of Health and Human Services (DHHS) regulations for the protection of human subjects at 45 CFR 46, the BRI Federal wide Assurance posted on the BRI website (http://www.benaroyaresearch.org/research/investigators/policies_procedures.shtml), the BRI institutional policies and procedures for the protection of human subjects, and the Virginia Mason Health System Conflicts of Interest Policy.  

(2)
The Investigator understands and hereby accepts the responsibility to comply with the standards and requirements stipulated in the above documents and to protect the rights and welfare of human subjects involved in research conducted under this Agreement.  The Investigator acknowledges that her/his primary responsibility is to safeguard the rights and welfare of each research subject, and that the subject’s rights and welfare must take precedence over the goals and requirements of the research.

(3)
The Investigator will comply with all other federal, state and local laws and regulations that may provide additional protection for human subjects.

(4)
The Investigator will abide by all determinations of the BRI Institutional Review Board (“BRI/IRB”) and will accept the final authority and decisions of the IRB, including but not limited to directives to terminate participation in designated research activities.

(5)
The Investigator has completed or will complete prior to initiating any research covered under this Agreement, the educational requirements for researchers as set forth on the BRI website (http://www.benaroyaresearch.org/research/investigators/educationrequirements.shtml) and has provided (or will provide prior to initiating any research under this Agreement) BRI with evidence of completion of the BRI required educational requirements or an acceptable equivalent from the Investigator’s institution.  If the Investigator signing this agreement is affiliated with an institution holding an FWA, documentation of completion of that institution’s training requirements will be accepted.
(6)
The Investigator will report promptly to the IRB proposed changes in the research conducted under this Agreement.  The Investigator will not initiate changes in the research without prior IRB review and 

approval, except where necessary to eliminate apparent immediate hazards to subjects 

(7)
The Investigator will report immediately to the BRI/IRB any unanticipated problems in research covered under this Agreement that involve risks to subjects or others.

(8)
The Investigator will seek, document, and maintain records of informed consent from each subject or the subject’s legally authorized representative as required by applicable law and regulation and stipulated by the BRI/IRB. 

(9)
The Investigator acknowledges and agrees to cooperate in the IRB’s responsibility for initial and continuing review, record keeping, reporting, and certification.  The Investigator will provide all information requested by the IRB in a timely fashion.

(10)
In conducting research involving FDA-regulated products, the Investigator will comply with all applicable FDA regulations and fulfill all investigator responsibilities (or investigator-sponsor responsibilities, where appropriate), including those described at 21 CFR 312 and 812.

(11)
 The Investigator will not enroll subjects in research under this Agreement prior to its review and approval by the IRB.  The Investigator will not contact any Virginia Mason Medical Center patients without such patients first having been contacted by their VMMC physician and having agreed to be contacted by the Investigator.

(12)
Emergency medical care may be delivered without IRB review and approval to the extent permitted under applicable federal and state law and regulations.  However, such medical care may not be included as part of federally-supported research and must be reported to the IRB within 5 working days.

(13)
If the Investigator will be engaged in any research activities at VMMC facilities, the Investigator shall satisfy the following requirements:

a.
Complete the VMMC credentialing process and receive appropriate credentials and privileges to perform the research activities.

b.
Comply with all applicable VMMC policies and procedures.

c.
Comply with VMMC’s requirements for and provide evidence satisfactory to VMMC that the Investigator has obtained, at Investigator’s expense, certain health and safety screens as required from time to time by VMMC and/or applicable laws and regulations. At the commencement of this Agreement, such screens include but are not limited to criminal background checks provided by the Washington State Patrol, proof of annual skin test to screen for tuberculosis, or if the Investigator has had a positive skin test for TB in the past, written proof of the test results and results of a chest x-ray taken within the past year; history of having had chicken pox or written proof of chicken pox vaccination; written proof of adequate vaccination or immunity to measles, mumps and rubella; and date of last tetanus vaccination.

(14)
The term “Confidential Information" refers to any and all patient or research subject information in any form (including oral, written, or electronic), including health care information protected by Chapter 70.02 RCW, (the Washington State Health Care Information Access and Disclosure Act); Chapter 71.05 RCW (regarding mental health records); Chapter 70.24 RCW (regarding sexually transmitted diseases); CFR Part 2 (regarding alcohol and drug abuse patient records), or any other federal or state statute or regulation which may in the future provide protection for the confidentiality of patient health care information. Investigator agrees to the following with regard to Confidential Information:

(a)
To the extent Investigator has access to any Confidential Information, Investigator agrees to protect the confidentiality of the Confidential Information to the degree required by VMMC and BRI policy and state and federal law, including protecting against either unauthorized access or inappropriate use or disclosure of any Confidential Information.

(b)
Investigator also agrees to cooperate with VMMC and BRI in their efforts to protect this level of confidentiality.  Investigator acknowledges that VMMC and BRI may conduct regular auditing and monitoring of access to the Confidential Information. 

(c)
Whenever VMMC or BRI in its sole judgment and discretion believes Investigator has obtained unauthorized access to its Confidential Information, or has disclosed Confidential Information inappropriately or in violation of federal or state laws or regulations regarding the confidentiality of medical records, or has violated any of its policies or procedures regarding confidentiality or the use of Confidential Information or that there is a substantial likelihood that any of these has occurred, VMMC and/or BRI are entitled to take any or all of the following actions immediately, as it determines to be appropriate, including but not limited to: (a) suspension or immediate termination of Investigator’s access to Confidential Information; or (b) termination of this Agreement.  

(d)
Investigator agrees to defend, indemnify and hold the harmless VMMC and BRI (and their members, directors, officers, employees and agents) from and against any and all claims, demands, damages, liability and costs (including, without limitation, the reasonable attorneys' fees and costs of the parties indemnified) proximately resulting from any unauthorized access, use, or release of Confidential Information by Investigator.  This indemnification provision shall survive termination or expiration of this Agreement.  

(e)
If Investigator seeks access to electronic Confidential Information, Investigator shall sign such additional confidentiality agreements as may be required by VMMC or BRI.

(f)
Investigator agrees not to make use of, disseminate, disclose or in any way circulate any Confidential Information except as expressly permitted by this Confidentiality Agreement.  Confidential Information may be published or otherwise disclosed in connection with the Study only as described in the Study’s informed consent approved by the IRB.  No disclosure may be made which permits identification of any individual patient or the patient’s physician unless permitted by applicable law and approved by an IRB.  Confidential Information may also be disclosed to other persons working on the Study in furtherance of the Study.

(g)

Investigator shall report and publish research findings and conclusions in a manner that does not 

permit identification of subjects of the records.  Research reports and publications will not include photographs or visual representations contained in the records.

(15)
This Agreement shall be effective as of the date set forth below and shall terminate as of the date of closure of the Study or as of ________________, whichever is later, unless terminated as described herein. BRI may terminate this Agreement if in BRI’s judgment, Investigator has breached the terms of this Agreement, or termination is necessary to prevent immediate harm to BRI’s or VMMC’s business interests or patient health or safety.  Either party may terminate this Agreement without cause upon 90 days prior written notice to the other party.  After such termination, Investigator may no longer participate as an Investigator in the Study.  

(16)
Nothing in this Agreement shall be deemed to create an employer-employee or principal-agent relationship.  Investigator shall have no power or authority to bind VMMC or BRI or to assume or create any obligation or responsibility, express or implied, on behalf of or in the name of VMMC or BRI.
(17)
VMMC does not, and shall not assume any liability for the activities of Investigator. Investigator shall maintain comprehensive and general liability insurance and/or other applicable insurance covering the acts and omissions of Investigator arising in connection with the Study, with liability limits that are acceptable to BRI.  Investigator shall maintain this coverage for claims arising during the term of this Agreement and during the applicable statute of limitations.  Upon BRI’s request, Investigator shall provide BRI with a current certificate evidencing the coverage required by this section.  Investigator shall promptly notify BRI of any change in the amount or scope of coverage. Investigator shall defend, indemnify, and hold VMMC and BRI (including their directors, officers, employees and agents) harmless from and against any loss, damage, liability, cost or expense (including, without limitation, reasonable attorneys’ fees) suffered by BRI or VMMC arising out of any breach by Investigator of the terms of this Agreement or the negligence of Investigator, or any research personnel acting for or under the supervision of Investigator.  The provisions of this Section 18 shall survive the termination of this Agreement.

(18)
If any provision of this Agreement is invalid, illegal or unenforceable, such provision shall be considered severed from the rest of this Agreement, and the remaining provisions shall continue in full force and effects as if the invalid provision had not been included.

(19)
This Agreement shall be construed and interpreted in accordance with the laws of the State of Washington.

(20)
Investigator represents and warrants to BRI that Investigator has not been excluded from participation as a federal contractor or in federal health care programs, including without limitation Medicare and Medicaid.   If Investigator is so excluded, Investigator shall immediately notify BRI.  Such exclusion shall constitute a breach of the terms of this Agreement and BRI shall have the right to immediately terminate this Agreement.

Investigator (printed name)








Investigator signature 









Date: 





Benaroya Research Institute at Virginia Mason (BRI)





By__________________________

Its__________________________

Date: _______________________
Benaroya Research Institute at Virginia Mason Institutional Review Board (BRI IRB) 
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