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[bookmark: _GoBack]Questionnaire/Survey Study Protocol

Please complete this form and the New Study From; email both to CRP@benaroyaresearch.org for further instructions.

	Protocol Title:
	

	Institution/Affiliation:
	Virginia Mason Medical Center

Outside site/personnel involvement may require additional considerations, please contact CRP@benaroyaresearch.org

	Principal Investigator Name/Contact Information: 
	

	Sub Investigator(s) Name/Email:
	

	Study Contact Person Name/Email:
	

	Trial Location(s):
	VM Seattle Campus

List any other VM campus locations to be included

	 Background/Rationale:
	Briefly highlight why this study is being done:

What scientific knowledge/medical need is currently unmet and how will this study contribute?

What supporting data is available and supports the need for this study? 

	Primary Objectives:
	What is the main purpose of the study?

	Primary Endpoint:
	How will the primary objective be quantified? What is the main questionnaire/parameter to measure the primary objective?

	Secondary Objectives:
	What other hypotheses will be investigated? 

(Delete row if none)

	Secondary Endpoint(s):
	List questionnaires/parameters to measure the secondary objectives.

(Delete row if not applicable)

	Study Design:
	How will you identify potential patients and how will they be approached? Tip – Upon IRB review of protocol design, the appropriate method of obtaining consent will be provided.

Upon patient agreement to participate: 

Plainly state questionnaires to be completed and when they will be administered. Include what method(s) of delivery/completion (e.g., electronic, paper, phone, etc). Tip: Be flexible in the time schedule (i.e. approximately 3 months following surgery or 3 months +/- 1 month). 

How long will patient participation last?

How will patient noncompliance with questionnaire completion/return be handled? Will their data still be analyzed in the chart review portion of the study? State how this will be handled.

	Inclusion Criteria:
	What patient population is this study targeting, specifically? Include age range, diagnoses/any procedures required with corresponding timelines if appropriate (e.g.,. patient underwent X surgery within the last year, etc).

	Exclusion Criteria:
	What patients should not be included in this study? State exclusionary diagnoses, procedures, etc. Tip – Be as specific as possible (e.g., exclusion = autoimmune disease. That includes seasonal allergies, is that the intent?)

Additional considerations: Should study exclude the following patients: Dementia/cognitive problems? Prisoners? Children? Illiterate? Non-English speakers  Tip – Can VM translator services be utilized in order to include Non-English speakers? 

	Number of Subjects:
	How many patients will be included? 

	Rationale for Number of Subjects:
	How was this number determined? Was a power calculation performed to ensure study enrollment target is statistically appropriate to obtain meaningful results?

	Study Duration:
	How long will this be enrolling? How long until study closure? (Estimates)

	Risks:
	Subjects may become distressed by the questions being asked.

List any other potential risks (confidentiality risk to be addressed in IRB application)

	Risk Mitigation:
	Subjects may skip any question they do not wish to answer and/or may withdraw consent from the study at any time without repercussion.

List mitigation plan for any other risks mentioned in prior section. (confidentiality risk mitigation to be addressed in IRB application).

	Statistics:
	Describe plan for analyzing the endpoint(s).

	References:
	List 




Note: Any data expected to be received or sent to another institution may require additional considerations and/or contracts such as a data use agreement. Contact CRP@benaroyaresearch.org prior to any data exchange.
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