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Application for Human Subjects Research Approval
(All approvals will be for a maximum of 12 months from the approval date in accordance with 45CFR46 and may be eligible for renewal-see section 6 below)

	1. Date Submitted
	  /  /  

	2. Title of Proposal
	     

	3. Principal Investigator
	

	
	Name
	     

	
	E-mail
	     

	
	Address
	     

	
	Phone
	(   )     -    

	
	Fax
	(

	
	Relationship to 
MSUB
	     Faculty Member

     Staff Member

     Graduate Student

     Under Graduate Student

     No Affiliation  (please explain)

     



4. 

	Faculty Sponsor (If this proposal involves student research, identify the faculty member who will supervise the proposed study.)

	
	Name
	     

	
	E-mail
	     

	
	Address
	     

	
	Phone
	(

	
	Fax
	(

	5. Co-investigators
	#1
	#2
	#3

	
	Name
	     
	     
	     

	
	Email
	     
	     
	     

	
	Address
	     
	     
	     

	
	Phone
	(
	(
	(

	
	Fax
	(
	(
	(


	6. Application Type
	     New

     Renewal

     Modification/Addendum (explain below)

     Change of Status   
(explain below)

     Other 
(explain below)
Explanation:     


	7. Project Type
	     Faculty Research

     Thesis/Capstone
     Class Project 
(List class name below)
     Other   
(explain below)
Class Name or Explanation:     


	8. Funding Source
	     


	9. Collaborative Effort
	Are any other institutions involved the in the proposed project?

     No

     Yes (explain below)

If yes – give name and nature of the collaborative relationship:
      


	10. Other Approval?
	Has another IRB approved the research study?

     No

     Yes (explain below and send a copy of the approval form to the Office of Research Compliance - McMullen Hall #205)

Explanation:      


	11. Project Description
	Provide a concise but thorough narrative description of the steps to be undertaken in the proposed activity. Make sure to specifically address the proposed involvement of human participants.

     

	12. Objective
	Briefly state what you hope to find or observe in this study

     

	13. Procedures
	

	
	Location(s) of study?
	     

	
	Do you have approval to be in this location?
	     No

     Yes



	
	Variables to be studied? Or questions to be addressed?
	     

	
	Data Collection Methods?
	     

	
	Forward a sample data collection instrument to the Office of Research Compliance - McMullen Hall #205

	
	If a debriefing is planned, describe the procedures that will be followed.
	     

	
	Forward a debriefing form that subjects will sign after completing the study or a debriefing script (if verbal debriefing is conducted) to the Office of Research Compliance - McMullen Hall #205

	14. Project Information
	

	
	Mark below, if the project involves any of the following: 

	
	     
Deception of participants?

     
Withholding information from potential participants?

     
Any form of punishment?

     
Questions about any kind of illegal or illicit activity?

     
Purposeful creation of anxiety?

     
Any procedures that might be viewed as an invasion of privacy?

     
Physical exercise or stress?

     
Administration of any substance (e.g., food, drugs)?

     
Procedures that might place subjects at risk?

     
Any forms of potential abuse?

     
Exposure to materials that might be considered offensive?

     
Inducements for participation (including course credit)?

For each item marked above, please explain:      



	15. Participants
	

	
	Does the project target participants from any of the following groups? 

	
	     
Individuals under the age of 18?

     
Individuals over the age of 65?

     
Individuals who are educationally or economically disadvantaged?
     
Individuals who are unable to provide their own legal informed consent?
     
Individuals who are in institutions (e.g., prisons, nursing homes)?

     
Individuals who have physical or mental disabilities?



	
	Might the project incidentally include participants from any of the following groups? 

	
	     
Individuals under the age of 18? (If yes, explain below methods for reasonably excluding minors.)
     
Individuals over the age of 65? (If yes, explain below whether or not participation represents any specific risk to seniors.)
     
Individuals who are educationally or economically disadvantaged? (If yes, explain below whether or not participation represents any specific risk to persons with any of these disadvantages.)
     
Individuals who are unable to provide their own legal informed consent?  (If yes, explain below whether or not participation represents any specific risk to persons with this disadvantage.)
     
Individuals who are in institutions (e.g., prisons, nursing homes)?   (If yes, explain below whether or not participation represents any specific risk to persons in any of these contexts.)
     
Individuals who have physical or mental disabilities? (If yes, explain below whether or not participation represents any specific risk to persons with any of these disadvantages.)
Explanation:      


	
	Source of participants?
	     

	
	Will sample be random?
	     No

     Yes



	
	If not, please describe the criteria that will be used to select participants.

     

	
	Number of participants
	     

	
	Justification of sample size
	     

	
	Characteristics of participants other than those above?
	     

	
	Recruitment procedures to be used
	     

	16. Risks, Protection, and Benefits

	
	Identify any foreseeable physical, psychological, social, or legal risks for participants.

     

	
	Describe the measures that will be taken to minimize the risks or to protect participants from potential risks.

     

	
	Describe any reasonably expected benefits for research participants.

     

	17. Confidentiality

	
	Will the study be
	      Confidential?
	     Anonymous?

	
	Explain how the study procedures will protect the confidentiality or anonymity of the research participants. With regard to their individuals’ privacy concerns and identity issues, explain how information will be gathered maintained, stored, and ultimately destroyed  or archived: 

	
	     


	18. Informed Consent

	
	Yes

No

     
     
Will a written consent form be used?

Describe the procedures by which informed consent will be obtained.

     
Forward an informed consent form that subjects will sign to the Office of Research Compliance - McMullen Hall #205



	
	If use of a consent form is not planned, answer the following questions to the best of your ability.

	
	Yes

No

     
     
Will any of the research activities involve subjects in activities that expose them to harm or discomfort greater than is ordinarily encountered in daily life or in routine physical or psychological assessments or tests? If yes, explain below what precautions will be taken to insure against any harm.
     
     
Will a waiver of consent be gathered?  If not, explain below why it would be an impractical step in the process of gathering data.  If yes, explain below waiver documentation procedures (attach any necessary accompanying information).
     
     
Is it foreseeable that the rights or welfare of any subjects are likely to be adversely affected by waiving informed consent? If yes, explain below nature of likely adversity and steps to be taken to minimize adversity.
     
     
Will information relevant to their participation be provided to subjects after the project? If yes, explain debriefing procedures and/or the contexts and nature of anticipated future contacts.
Explanation(s):
     



By signing and submitting this form, you agree that the information you have provided is true and accurate to the best of your knowledge and ability.
Primary Investigator’s Signature, non-student (electronic signatures ok)
Date


Primary Investigator’s Signature, student  (hard-copy required, must also include
Date

Signature of sponsoring faculty on the line below)

Faculty Sponsor’s Signature (required with student applications)
Date

Conflict of Interest Form
	Faculty Member / Project Director:
	     

	Department / Agency Affiliation:
	     

	Title of Proposal:
	     

	This research is for:
	      Clinical Trial Research

	
	      Non-clinical Trial Research

	
	      Other

	
	

	· I understand that, for the purposes of this Form, "Significant Financial Interest" is defined as any interest valued at greater than $10,000 and, irrespective of value, an equity or ownership interest of more than five percent in any single entity held in aggregate by an Investigator and the Investigator’s spouse and dependent children.
· I understand that, for the purpose of this Form, "Significant Financial Interest" in Clinical Trial research is defined as an interest regardless of financial value and, irrespective of value, an equity or ownership interest in any single entity held in aggregate by an Investigator and the Investigator’s spouse and dependent children.
· I am disclosing the following Significant Financial Interest. Supporting documentation is attached in an envelope marked confidential and addressed to the Grants & Sponsored Research Director. That documentation identifies the entity/entities involved and the nature and amount of the interest.

	Check one or more as applicable:
	

	     
Salary or other payment for services (e.g., consulting fees or honoraria)
     
Equity interests (e.g., stocks, stock options, or other ownership interests)
     
Intellectual property rights (e.g., patents, copyrights, and royalties from those rights)
     
Other financial interest of the Investigator that could possibly affect or be perceived to affect the results of the research or other educational activities funded or proposed for funding such as business ownership.


	

	I further agree
	

	· to update this disclosure during the period of the award on an annual basis and to file a disclosure on any new Significant Financial Interest that is obtained after submission of the proposal and during the period of the award, 

· to cooperate in the development of an appropriate management plan if the Director of Grants and Sponsored Programs deems Conflict of Interest management to be necessary and, 

· to comply with any conditions or restrictions imposed by the University to manage, reduce, or eliminate actual or potential Conflicts of Interest, or to forfeit the award. 


By signing and submitting this form, you agree that the information you have provided is true and accurate to the best of your knowledge and ability.
Investigator’s or Faculty Sponsor’s Signature,
Date
       

Human Subject Research Approval Checklist

	 FORMCHECKBOX 

	Application

	 FORMCHECKBOX 

	Conflict of Interest Form (each investigator must complete)

	 FORMCHECKBOX 

	Sample Data Collection Instrument(s)

	 FORMCHECKBOX 

	Approval Form from institutes other than MSUB (if needed)

	 FORMCHECKBOX 

	Debriefing Forms (if needed)

	 FORMCHECKBOX 

	Written Consent Form(s) (if needed)

	 FORMCHECKBOX 

	Any other supporting documentation you feel is necessary for review

	
	

	
	If this is a student project, the sponsoring faculty member must review the application and approve of the submission by signing a hardcopy form  as the sponsoring faculty BEFORE the materials can be accepted by the Office of Research Compliance.

	
	Please send all materials as one submission to the Office of Research Compliance:

Faculty and Staff may submit via email. All others MUST submit a physical copy.

Via email to Paula Cull at:  paula.cull@msubillings.edu
Or bring physical copies to: McMullen 205
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