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MCU Independent Ethical Review Board (ERB)
1174 E 2700 S STE 2, SLC, UT 84106-2671
1-866-680-2756│1-801-649-5230
Fax: 1-866-207-2024│erb@midwifery.edu

	Project Title: 
	

	Principal Investigator (PI):
	

	PI Email:
	
	PI Phone: 
	

	PI Department:
	

	Student Researcher:
	
	Student Email: 
	

	Class or Degree Program:
	
	Student Phone:
	


INITIAL APPLICATION

Please email the completed application and all relevant attachments to erb@midwifery.edu
· File names for all attachments should include the last name of the Principal Investigator, document title, and version date. For example: Smith_Protocol_10272011.doc

· Signature page(s) must be mailed, faxed, or scanned and emailed to the ERB.

1. In one paragraph or less, state your primary research questions and purpose/objectives. USERADDRESS  \* Lower  \* MERGEFORMAT 
2. Anticipated level of review

See Review Level Determination form on MCU ERB website.
 FORMCHECKBOX 
 Exempt 
 FORMCHECKBOX 
 Expedited

 FORMCHECKBOX 
 Full Board

3. Sources of support for this project (pending or awarded)

 FORMCHECKBOX 
 Name of Granting Agency ____________________________________________________
 FORMCHECKBOX 
 No funding
4. Ethics and compliance training

All study team members involved in this project must receive compliance training in the ethical use of human participants in research through the CITI Program, RCR Course, Social and Behavioral Research. To document this training, the Completion Report, received when the RCR Course is successfully completed, must be submitted to the MCU ERB via email or the MCU messaging system as an attachment. The Completion Report needs to be submitted only once for each researcher. Submission of all necessary Completion Reports 
for all study team members is a prerequisite to review. Please see the ERB website for additional information on compliance training educational requirements. 
Study team member(s) role in project and compliance training completed

	Role In Project & Name
	Completion Report Submitted

	Principal Investigator:
	 Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 


	Student Researcher:
	 Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 


	Co-Investigator:
	 Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 


	Study Staff:
	 Yes  FORMCHECKBOX 
        No  FORMCHECKBOX 



5. Anticipated project start date (i.e. – recruitment of human subjects): _________________

6. Expected duration of study: ____________________________________

7. Does this study involve only de-identified data or samples?*  Yes  FORMCHECKBOX 
                  No  FORMCHECKBOX 

                                                                                                            If Yes, then skip to question 10     

*Research involving the collection or study of existing data, documents, records, tissue culture cells, or pathological/diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator(s) in such a manner that subjects cannot be identified, directly or through identifiers linked to subjects.

8. Risk/Benefit assessment for adults and/or children

Minimal risk: The probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
 FORMCHECKBOX 
 Minimal risk

 FORMCHECKBOX 
 Greater than minimal risk, but holds prospect of direct benefit to subjects

 FORMCHECKBOX 
 Greater than minimal risk, no prospect of direct benefit to subjects, but likely to yield generalizable knowledge about the subject’s disorder or condition

 FORMCHECKBOX 
 Research not otherwise approvable, but presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of the subjects.

9. Subject population

Number of subjects that will be enrolled over the life course of this study: __________

In order to enroll more than the number specified above, a Project Revision form must be submitted to and approved by the ERB.
Participant age range

Populations designated with an asterisk (*) are vulnerable populations and are ineligible for exempt review.

 FORMCHECKBOX 
 *0-7: include parental consent form (unless seeking waiver) and description of oral assent process                                      

 FORMCHECKBOX 
 *8-17: include assent form and parental consent form (unless seeking waiver)              
 FORMCHECKBOX 
 18-65: include consent document or oral consent guide (unless seeking waiver) 
 FORMCHECKBOX 
 >65: include consent document or oral consent guide (unless seeking waiver)
Populations who may enroll in this research, even if they are not the target population (check all that apply): Populations designated with an asterisk (*) are vulnerable populations and are ineligible for exempt review.
 FORMCHECKBOX 
 *Adults lacking capacity to consent 

 FORMCHECKBOX 
 *Pregnant women and fetuses                                     FORMCHECKBOX 
 *Prisoners

 FORMCHECKBOX 
   Gender imbalances – all or more of one gender        FORMCHECKBOX 
  Elderly subjects

 FORMCHECKBOX 
 *Minority group(s) and non-English speakers            FORMCHECKBOX 
 *Children in foster care or wards of the state
10. If the research involves any of the following, check the appropriate box:

 FORMCHECKBOX 
 Audio or videotaping (Ineligible for Exempt review)
 FORMCHECKBOX 
 Survey/Questionnaire
 FORMCHECKBOX 
 Deception (Requires review at Full Board level)
 FORMCHECKBOX 
 Behavioral observation
 FORMCHECKBOX 
 Study of existing data
 FORMCHECKBOX 
 Waiver of documentation (signature) of informed consent (Include justification in the protocol)
 FORMCHECKBOX 
 Waiver of informed consent (Include justification in the protocol)
 FORMCHECKBOX 
 Consent material in another language

Include consent material in other language and an English translation; provide details regarding qualifications of translator and of research staff obtaining consent in other language

 FORMCHECKBOX 
 Other research site requiring approval (i.e. school, tribal reservation, etc.)

Provide documentation of the approval from the other research site.

Name of other research site(s): _____________________________________________________

 FORMCHECKBOX 
 International research site requiring approval
Provide documentation of the approval from the  international researcher site
Name of international research site(s): ______________________________________________

 FORMCHECKBOX 
 Submitted to another institution’s ethical review board/institutional review board for review

Name of institution: _____________________________________________________________

Provide documentation of approval or denial by another institution’s ERB/IRB, if awarded
11. Attachments (check all that apply):

 FORMCHECKBOX 
 Protocol (required)                                            
 FORMCHECKBOX 
 Consent document(s) (required unless seeking waiver)                                           
 FORMCHECKBOX 
 Test instruments (e.g., questionnaires, surveys)
 FORMCHECKBOX 
 Recruiting tools (scripts for recruitment/screening)
 FORMCHECKBOX 
 Approvals from other research sites
 FORMCHECKBOX 
 Materials in other languages                             
 FORMCHECKBOX 
 Additional information
12. Conflict of interest:

Federal Guidelines require assurances that there are no conflicts of interest in research projects that could affect the welfare of human subjects. If this study presents a potential conflict of interest, additional information will need to be provided to the ERB. Examples of potential conflicts of interest may include, but are not limited to:

A researcher or family member participating in research on a technology, process or product owned by a business in which the faculty member or researcher holds a financial interest

A researcher participating in research on a technology, process or product developed by that researcher

A researcher or family member assuming an executive position in a business engaged in commercial or research activities related to the researcher’s College responsibilities

A researcher or family member serving on the Board of Directors of a business from which that member receives College-supervised sponsored research support

Conflict of interest statement:

Could the results of the study provide a potential financial gain to you, a member of your family, or any of the co-investigators that may give the appearance of a potential conflict of interest?  FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No
If yes, please describe any potential conflicts of interest in a cover letter and disclose the conflict of interest in the informed consent document.

Has this potential conflict been disclosed and managed?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, please include in the cover letter information on how the conflict will be disclosed and managed.

ERB will confirm that potential conflicts of interest have been managed.

Final ERB approval cannot be granted until all potential conflict matters are settled. The ERB Full Board grants final approval regarding the disclosure of conflict of interest statement(s) in the consent form.

------------------------------------------------------------------------------------------------------------------------------

By signing below, I/we certify that the above information is accurate and complete. I/we understand that research involving human participants, including recruitment, may not begin until full approval has been granted by the ERB.

Principal Investigator Signature_________________________________________ Date______________

Student Researcher Signature __________________________________________ Date______________

STUDY ID # (for ERB office use only)
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