The Franciscan Health System (St. Joseph Medical Center, St. Clare, St. Francis, St. Elizabeth and

St. Anthony Hospitals, Franciscan Medical Group, and Franciscan Hospice)

MEDICAL RESEARCH EVALUATION COMMITTEE


APPENDIX D
Principal Investigator Responsibilities to the MREC
Welcome to the Franciscan Health System Medical Research Evaluation Committee (MREC).  As a Principal Investigator (PI) you are responsible for ensuring the well-being and safety of the study subjects in any research you may be conducting.  The PI must ensure the proper conduct of the study, adhere to the study protocol, and comply with all applicable FHS policies and procedures, as well as all Federal and State regulations. The PI is responsible for complete and accurate submission of documents to the MREC in a timely manner.  Failure to comply with FHS policies and procedures and/or Federal or State regulations, will result in consequences up to and including suspending or closing a study and suspension of investigator privileges. Listed below is a flow chart to assist you with your protocol submission and to help you understand your responsibilities as an investigator. 

APPENDIX D

INVESTIGATOR FLOW SHEET FOR PROTOCOL SUBMISSIONS (INCLUDING HUDs/HDEs)
	Obtain a study review from the FHS Research Center.
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	Obtain all necessary forms for your submission including the MREC Policy and Procedure Manual.
Complete the Cover sheet, protocol application or expedited review protocol application (if submitting for expedited review also fill out the protocol application) or *HUD application if applicable, and place it after the cover sheet. *For Devise studies there is a question regarding Significant vs. Non-Significant risk which must be answered*
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	Fill out the Informed consent checklist and place it after the protocol application. Attach the protocol, Investigator Brochure, patient information and advertising, and all safety information or information related to risk (SNR/NR), 1572 form, and PI’s CV and training qualifications.
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	Submit your packet and protocol submission fee of $2,250.00 ($600.00 for an expedited review) 10 working days before the MREC meeting (MREC meets the 4th Tuesday of every month) to the MREC Department Support Assistant, Penelope Arnold @ the Pharmacy, 1717 S. J. Street Tacoma WA 98405.  Make sure it includes a cover letter, the cover sheet, protocol application, protocol information, informed consent checklist, consent form, 1572 form, and investigator brochure, and signature page for the Principal Investigator Responsibilities to the MREC.    You will be requested to attend the MREC meeting at which your protocol submission is being reviewed in order to give the MREC members an opportunity to ask pertinent questions.  The MREC Department Support Assistant will inform you of your presentation time.
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	You will receive a letter from the MREC within 7 working days after the meeting regarding your study.  If it is approved, there is a required review and an annual review fee of $750.00 ($200.00 for expedited review protocols) the first year, and each year thereafter from the approval date. The MREC may decide to review studies more often than annually, at least annually depending upon the level of risk of the study agent or study phase. An annual review reminder letter will be sent out approximately 2 months in advance.  If the annual review is not submitted on time, the study in question will be placed on HOLD until the review is received and approved, as per FDA guidelines the approved period can only be for a maximum of 365 days. This may force a review to be done a month early depending on upon meeting dates..  As for the duration of the study, the MREC requires that you submit for approval all protocol changes, Consent form changes, and advertisements before they can be implemented.
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	REGARDING ADVERSE EVENTS

All adverse events must be reported promptly for review for the duration of the study. A spreadsheet is required with every submission of adverse events.  This spreadsheet needs to itemize the IND Safety Report Case Number, Date of Event, Date Received, Country, SAE description, Study Related Status (Possible/Probable/Not), MREC Submission Date, and the MREC approval date. This is an ongoing Longitudinal Spreadsheet. Local Unanticipated Adverse Events or Device Events must be reported by the Investigator verbally to the MREC Chair or Vice-Chair within 24 hours of their occurrence. A written report must be delivered to the MREC within 5 days. This report is then discussed by the full committee at its next meeting and reported to the MEC (Medical Executive Committee). In addition, the report is sent to the Vice President of Quality and Administrative Services. 




APPENDIX D

Certification of Comprehension for Principal Investigators

I, _______________________, a Principal Investigator, participating in research (including HUD/HDE), do hereby certify that I have read the Principal Investigator Responsibilities to the MREC and understand my responsibilities as a Principal Investigator.

Signed this __________________ day of __________________, 20___. 

_________________________

Printed

________________________

Signed




































If you have any questions, please contact 


MREC Department Support Assistant 


P ~ (253) 426-6257


F ~ (253) 426-6040











