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EXEMPT HUMAN SUBJECTS RESEARCH APPLICATION
Investigators conducting exempt human subjects research at North Memorial Health must complete this form and submit it to NMH Research Office at  Research.Office@Northmemorial.com
Common examples of exempt research includes, but is not limited to, retrospective chart reviews through secondary research use of biospecimens or information for which informed consent is not required. For details about exempt categories please visit Final Rule Human Subjects Research Exemptions- NIH Infographic for more information about HIPAA & Research please visit HIPAA Privacy Rule and Its Impacts on Research.
The Research Office will work with investigators to facilitate institutional reviews, execution of research agreements, and ensure that required human subjects research education and conflict of interest information is complete and up to date. 
	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: 







	Section 2: Protocol Information

	Full Title: 
	

	Short Title: 
	

	Study Exemption Category: 
More Info: Human Subject Regulations Decision Charts: 2018 Requirements | HHS.gov & eCFR :: 45 CFR 46.104 -- Exempt research.
Note: for retrospective chart reviews please select Exemption 4

	☐ Exemption 1: Normal educational practices in established educational settings

☐Exemption 2: Educational tests, surveys, interviews, or observation of public behavior

☐Exemption 3: Benign behavioral interventions

☒Exemption 4: Secondary research use of biospecimens or information for which informed consent is not required
	☐Exemption 5: Evaluation of public benefit and service programs

☐Exemption 6: Taste and food quality evaluation & customer acceptance studies

☐Exemption 7: Storage and maintenance of identifiable materials for unspecified secondary research with broad consent

☐Exemption 8: Secondary research use of stored identifiable materials with broad consent

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

	Sponsor Name:  
	

	Funder Name (if applicable):
	

	Is this a Multisite Study: 
	☐Yes
☐No

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

	Multisite Locations: 
	☐NMH
☐NMHC
☐MGH
☐Affiliate Group
☐Other:
☐Not Applicable

	
	

	Subject Ages (check all that apply)
	☐Less than 18 years old
☐18-89 years old
☐Greater than 89 years old

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

	Does the study target the inclusion of vulnerable population per 45 CFR 46: 
	☐Pregnant Women
☐Fetuses/Neonates/Children
☐Prisoners
☐Individuals with diminished decision-making capacity

If Yes, provide more information: 

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

	Will subjects be reimbursed or compensated for their participation: 
	☐Yes
☐No

	Recruitment: 
	☐Retrospective Chart Review
☐Prospective
☐Other

If Prospective, please attach a copy of the information sheet or verbal script you will use to obtain authorization.

	If you will review, access, collect, or obtain Protected Health Information (PHI) during recruitment or in conducting study procedures, select all that apply:

	☐Obtaining Signed Authorization
☐ Requesting an Alteration of HIPAA Authorization, Obtaining Online or Verbal Authorization 
☐ Requesting a Partial Waiver of HIPAA Authorization, for Recruitment/Screening Purposes Only
☐ Requesting a Full Waiver of HIPAA Authorization 


	If requesting a Full Waiver of HIPAA Authorization, please explain why it is not practicable to obtain a signed HIPAA research authorization from subjects before using/disclosing their PHI for research purposes and why the research cannot be conducted without access to and use of Subjects’ PHI. 

	Response: 



	Check all Protected Health Information (PHI) that you will access, review, collect, or store:

	☐Names (including initials)
☐Street address, city, county, precinct, zip code, and equivalent geo-codes
☐ALL elements of dates (except year) for dates directly related to an individual and all ages over 89 (this would include procedure dates, date of admission, date of lab work, etc.)
☐Telephone numbers  
☐Fax numbers
☐Electronic mail addresses 
☐Social security numbers
☐Medical record numbers

	☐Health plan ID numbers
☐Account numbers
☐Certificate/license numbers
☐Vehicle identifiers and serial numbers, including license plate numbers
☐Device identifiers/serial numbers
☐Web addresses (URLs) 
☐Internet IP addresses
☐Biometric identifiers, incl. finger and voice prints
☐Full face photographic images 
☐Any other unique identifying number, characteristic, or code


	Check all other data elements that you will access, review, collect, or store:

	☐ Diagnosis/Conditions
☐Lab results
☐Medications
	☐ Other treatment Information: 




	Section 3: Protocol Summary 

	Please Provide a brief explanation of the purpose of the proposed research.  Include a concise statement of your research and primary objectives. 

	Response: 


	Describe the inclusion and exclusion criteria for this study. 

	Response:


	If research is prospective, describe the process you will use to inform subjects about the research and obtain their agreement to participate. Please attach a copy of the information sheet or verbal script you will use to obtain subjects’ agreement.

	Response:


	Describe the measures you will take to protect subjects’ privacy interests to access and use the minimal necessary for the purposes for research.   

	Response:


	Describe your plan to destroy identifiers at the earliest opportunity consistent with the conduct of the research and within 30 days at the conclusion of the study. 


	Response:




	Section 4: Investigator Privacy & Security Attestation 

	All researchers must follow North Memorial Health’s research and HIPAA Privacy Policies and Procedures throughout the research process. Please read through the following acknowledgements and sign and date at the bottom of this section. 

1. I agree to follow North Memorial Policies and Procedures throughout the research process.
2. I agree to follow the Minimum Necessary standards in alignment with the NMH policy and procedure.
3. I agree to the destruction of any and all PHI that is gathered through this process within 30 days at the end of the research project. 
4. I understand that outside of this form, I am required to work with the North Memorial Privacy and Information Security Department before research can begin. 



	Investigator Initials:                                                                                  Date of Attestation: 




	Section 5: Additional Information 

	Please Provide the Following Documents as Applicable to the Research Office at Research.Office@Northmemorial.com

	Protocol

	Consent Form/Verbal Script

	HIPAA Authorization Form

	Case Report Forms/ List of Data Elements

	Surveys

	CITI Basic Human Subjects Training Certificates

	Financial Conflict of Interest Form

	Executed or Draft Agreements 

	Department Letter of Support




______________________________________	       	       ______________
Signature of Person Completing the Form			 Date


_____________________________________		        ______________
Signature of Principal Investigator				Date	


_____________________________________		        ______________
Signature of Department Lead	                			Date
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