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Clinical Research Institutional Review Form
Investigators conducting prospective clinical research at North Memorial Health must complete this form and submit it to NMH Research Office at  Research.Office@Northmemorial.com 
The Research Office will work with investigators to facilitate institutional reviews, execution of clinical research, IRB reliance, and data use agreements and ensure that required human subjects research education and conflict of interest information is complete and update to date. 
NOTE: This form does not need to be completed for MMCORC studies or for IRB Exempt determinations (i.e. retrospective chart reviews etc...)
	Section 1: Principal Investigator Information

	Name of Principal Investigator (PI):
	

	Email Address:
	

	Primary Phone Number:
	

	Lead Research Coordinator Name:
	

	Email Address: 
	

	Employment:
	☐North Memorial Health Employee
☐Blaze Health Employee
☐Maple Grove Hospital Employee
☐Affiliate Group
☐No Existing Relationship with NMH
☐Other: 

	Department/Specialty Area: 
	☐Cardiology
☐Emergency Medicine
☐Infectious Disease
☐Neurology
☐Oncology
☐Trauma
☐Other: 

	Does the PI have other active research projects: 
	☐Yes
☐No

	Total # of active research projects: 
	Total=

	Total # of participants receiving intervention: 
	Total=

	Total # of participants in follow up: 
	Total=

	Do the current research projects compete with participant enrollment for this protocol?
	☐Yes
☐No
☐Not Applicable 






	Section 2: Protocol Information

	Full Title: 
	

	Short Title: 
	

	IRB of Record (if known): 	Comment by Hannah Duenow: How should an investigator respond if there is not an IRB identified and they are seeking to utilize NMH’s reliance with Advarra ?
	

	Study Type: 
	☐Pilot
☐Registry
☐Phase I
☐Phase II
☐Phase III
☐Phase IV
☐Other:

	Sponsor Type: 
	☐Industry
☐Investigator Initiated
☐Academic
☐Cooperative Group
☐Other: 

	Sponsor Name:  
	

	Is this a Multisite Study: 
	☐Yes
☐No

	Is NMH the Coordinating Site: 
	☐Yes
☐No
☐Not Applicable

	Multisite Locations: 
	☐North Memorial Health-Robbinsdale Hospital
☐North Memorial Health Clinics
☐North Memorial Health-Maple Grove Hospital
☐Affiliate Group
☐Other:
☐Not Applicable

	Please provide the primary protocol objectives:  
	

	Is this a Clinical Trial: 
	☐Yes
☐No
☐Unknown

	NCTN ClinicalTrials.gov #
 (if applicable)
	NCTN #: 

	Total # of participants to be enrolled overall for this project: 
	Total=

	Total # of participants to be enrolled at NMH: 
	Total=

	Financial Support: 
	☐Industry 
☐Federal
☐Foundation 
☐Internal 
☐No Funding 

	Funder Name (if applicable): 
	

	Non-Financial Support:
	☐Drug and/or Device Provided
☐Equipment Provided
☐Other:
☐Not Applicable

	Is the Study FDA Regulated: 
	☐Yes
☐No 
☐Unknown

	If FDA Regulated, Please Select One of the Following:
	☐Drug
☐Used in accordance with its labeling
☐ Conducted under and IND
☐ IND Exempt

☐Device
☐Used in accordance with its labeling
☐ Conducted under and IDE
☐ IDE Exempt
☐HDE/HUD

☐Other:

	Who holds the IND or IDE 
(if applicable):
	☐Industry Sponsor
☐Principal Investigator
☐Other

	Does the study include a vulnerable population per 45 CFR 46: pregnant women, fetuses/neonates, children, prisoners, individuals with diminished decision-making capacity: 
	☐Yes
☐No
☐Unknown

	Does this study include employees, team members, and/or students: 
	☐Yes
☐No
☐Unknown



	Section 3: Operational Information

	Describe your Current Staffing Plan to Support Research Activities (Regulatory, Data Management, Clinical Operations, Reporting, etc...):
	

	Do you require any of the additional support from NMH:
	☐Staffing
☐Equipment
☐Epic Hyperspace
☐Other
☐No

	If additional support is needed, please explain: 
	

	Have you completed a coverage analysis for this study:
	☐Yes
☐No
☐Not Applicable
☐Unknown

	Have related research agreements been reviewed by legal:
	☐Yes
☐No
☐Not Applicable
☐Unknown

	Does this study require Biosafety review (infectious agent, rDNA, investigational vaccine or other biological toxin):
	☐Yes
☐No
☐Unknown

	Does the study involve a Radiopharmaceutical or other radioactive material requiring review by the Radiation Safety Committee:
	☐Yes
☐No
☐Unknown

	Is this a study that involves Emergency Exception from Informed Consent (EFIC)
	☐Yes
☐No
☐ Unknown



	Section 4: Additional Information 

	Please provide the following documents as applicable to the Research Office at Research.Office@Northmemorial.com:

	· Protocol

	· Consent Form

	· HIPAA Authorization Form

	· Case Report Forms

	· Surveys

	· CITI Basic Human Subjects Training 

	· Financial Conflict of Interest Form

	· Executed or Draft Agreements 

	· Copy of IND/IDE Approval or Exempt Determination for Sponsor Investigators




______________________________________	       	       ______________
Signature of Person Completing the Form			 Date


_____________________________________		        ______________
Signature of Principal Investigator				Date	


_____________________________________		        ______________
Signature of Medical Director	                				Date	Comment by Hannah Duenow: Specify director or medical director level
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