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Office of Research Integrity						
Institutional Review Board (IRB)
2000 University Avenue								Phone: 765-285-5070
Muncie, IN  47306-0155								Fax:  765-285-1328

IRB Human Subjects Research Application & Narrative

PRINCIPAL INVESTIGATOR INFORMATION
The Principal Investigator (PI) MUST be a Ball State University Faculty, Staff, or Student.

	Principal Investigator (PI):
	[bookmark: Text1][bookmark: Text85][bookmark: _GoBack]     
	Degree:
	[bookmark: Text2]     

	Department:
	[bookmark: Text3]     
	Telephone:
	[bookmark: Text4]     

	Email:
	[bookmark: Text5]     



[bookmark: Check1]Affiliation (Pick one):	|_| 	BSU Faculty		
[bookmark: Check2]			|_| 	BSU Staff		
[bookmark: Check3]			|_| 	BSU Graduate Student
[bookmark: Check4]			|_| 	BSU Undergraduate Student

Principal Investigator Research Experience:

	1.
	Have you ever been a Principal Investigator?
	[bookmark: Check5]|_|
	Yes
	[bookmark: Check8]|_|
	No

	
	
	
	
	
	

	2. 
	How many years have you been conducting research in any capacity?
	[bookmark: Text6]     
	Years

	3. 
	Have any of your prior studies been suspended or terminated by BSU or a third party?
	[bookmark: Check6]|_|
	Yes
	[bookmark: Check9]|_|
	No

	4. 
	Have you or any member of your research staff ever been sanctioned for unethical behavior in research activities?
	[bookmark: Check7]|_|
	Yes
	[bookmark: Check10]|_|
	No



If yes, to #3 and/or #4, please explain:
	[bookmark: Text7]     



FACULTY ADVISOR INFORMATION
If the Principal Investigator (PI) is a STUDENT (Graduate or Undergraduate) with Ball State University, a BSU Faculty member advising or supervising the research must be listed below.

	Faculty Advisor:
	     
	Degree:
	     

	Department:
	     
	Telephone:
	     

	Email:
	     



FACULTY ADVISOR ASSURANCE STATEMENT
As the Faculty Advisor for this study, I certify that I have reviewed and support this protocol and approve the merit of this research project and the competency of the investigator(s) to conduct the project.  My involvement in this study is as follows (check one option):

[bookmark: Check11]|_|	I will be involved in this project.  My name is listed and my responsibilities (described in the Key 	Personnel section) include supervision and oversight of this project.

[bookmark: Check12]|_|	I will be involved in this project.  My name is listed and my responsibilities (described in the Key 	Personnel section) are limited (e.g. data analysis only).  I affirm this investigator has the 	competency to conduct this research study without my supervision or that of any other faculty or 	staff Member of Ball State University.

A Faculty Advisor MUST electronically sign this study for all student research projects before the protocol is submitted to the IRB for review. When you sign this study as the Faculty Advisor, you are also agreeing to the terms in the Faculty Advisor Assurance Statement above and accepting responsibility for ensuring that the terms of the Principal Investigator Assurance Statement are met.

HUMAN SUBJECTS RESEARCH TRAINING

COLLABORATIVE INSTITUTIONAL TRAINING INITIATIVE (CITI)

As of January 1, 2010, Ball State University policy requires that all PI’s, faculty advisors, and key personnel complete the CITI Training.  To comply with the educational requirement, you (and all key personnel for this project, including faculty advisor) must have completed the online training modules on the protection of human subjects.  For more information and link to CITI’s website please go to the Office of Research Integrity website:  http://cms.bsu.edu/About/AdministrativeOffices/ResearchIntegrity/CITITraining.aspx

[bookmark: Check13][bookmark: Check14]Have you and all Key Personnel completed the online training modules?	|_| Yes		|_| No

If no, please list who has not completed the CITI Training and a proposed date for completion:
	[bookmark: Text8]     


*If this is your first BSU IRB submission, please include a PDF copy of your CITI Training certificates, along with other key personnel.

PLEASE NOTE:  If this is a Federally funded project, the PI and all key personnel must also complete the Responsible Conduct of Research (RCR) Training, along with the Basic/Refresher Course.  The RCR training is located on CITI’s website.


OTHER TRAINING

[bookmark: Check15][bookmark: Check16]Are there any specialized training(s) required for your project (for example, certification for medical procedure, training in crisis response, etc.)?	|_| Yes		|_| No

If yes, please explain and state if key personnel have been trained:
	[bookmark: Text9]     









KEY PERSONNEL
List all Key Personnel, other than the PI, who will have a role in the research project:

	Name
	Department/Other Institution, Organization, or School
	Title (Co-PI, Research Asst., Faculty Advisor, etc.)
	Responsibilities

	[bookmark: Text10]     
	[bookmark: Text16]     
	[bookmark: Text22]     
	[bookmark: Text28]     

	[bookmark: Text11]     
	[bookmark: Text17]     
	[bookmark: Text23]     
	[bookmark: Text29]     

	[bookmark: Text12]     
	[bookmark: Text18]     
	[bookmark: Text24]     
	[bookmark: Text30]     

	[bookmark: Text13]     
	[bookmark: Text19]     
	[bookmark: Text25]     
	[bookmark: Text31]     

	[bookmark: Text14]     
	[bookmark: Text20]     
	[bookmark: Text26]     
	[bookmark: Text32]     

	[bookmark: Text15]     
	[bookmark: Text21]     
	[bookmark: Text27]     
	[bookmark: Text33]     


*Attach additional personnel, if necessary, as a separate document titled “Additional Key Personnel”

Principal Investigator Agreement:

I have read and understand Ball State University’s “Policy for the Protection of Human Subjects in Research” as stated in the Faculty and Professional Personnel Handbook, and I agree:

a. to accept responsibility for the scientific and ethical conduct of this research study,
b. to obtain IRB approval prior to revising or altering the research protocol or the approved informed consent text, and
c. to report immediately to the IRB any serious adverse events and/or unanticipated problems occur as a results of this study.

The Principal Investigator MUST electronically sign this study within IRBNet prior to submitting this protocol to the IRB for review.  When you sign this study as the Principal Investigator, you are also agreeing to the terms in the Principal Investigator Assurance Statement above.


EXPORT AND DEEMED EXPORT CONTROL
The below questions are required by to be answered as part of Federal Export and Deemed Export Control Regulations and as part of Ball State University’s Export/Deemed Export Control Program.  These regulations apply to any transfer of, release of, or access to, controlled technologies/organisms either to a foreign country or by a non-permanent resident foreign national in this country. 

Key definitions:
Foreign National: A foreign national who is any individual who is not a natural-born US citizen or:
	(1) is granted permanent residence, as demonstrated by the issuance of a permanent resident visa 	(i.e., "Green Card"); 
	(2) is granted U.S. citizenship; or 
	(3) is granted status as a "protected person" under 8 U.S.C. 1324b(a)(3).
Dual-Use:  The technology/organism has both civilian and military uses.
Fundamental Research: “…basic and applied research in science and engineering where the resulting information is ordinarily published and shared broadly within the scientific community.” (15 CFR §734.8)   In general, for research to be considered “fundamental” it needs to have unrestricted access and/or dissemination (such as through publications, public presentations, available on the Internet, etc.).  Proprietary results/data/products (or where these are will not be publically available) are generally not considered fundamental research.  
Released:  When technology or organisms are available to foreign nationals for visual inspection (such as reading technical specifications, plans, blueprints, etc.); when technology is exchanged orally; or when technology is made available by practice or application under the guidance of persons with knowledge of the technology.
Technology:  Specific information necessary for the "development," "production," or "use" of a product.
Use:  Specific information necessary for the operation, installation (including on-site installation), maintenance (checking), repair, overhaul and refurbishing of a product.
[bookmark: Check20][bookmark: Check21]1.	Does the research involve any of the below situations?								|_| Yes (Complete this section)		|_| No (Skip to next section)   
		
	•	US Federally funded and the funder will control/restrict the release of research 				results/products.
	•	Research is funded by and/or will flow through a foreign government.
	•	Involves proprietary technologies and/or computer/communications source codes.
	•	Uses technologies/organisms that are classified as “dual-use.” 
	•	The research/data/product has (or will have) release and/or access restrictions (beyond a 			reasonable/customary review period).
	•	Research involves classified information/technology.
	•	Technology/software/data being used is under the exclusive control of the US Government.
	•	Involves controlled/restricted weapons, law enforcement, security/surveillance, and/or non-			publically available encryption technologies and/or information.
	•	Uses GPS technologies in a foreign country.
	•	Technology/software/information will be transferred to, released to and/or left in a foreign 			country.
	•	Involves items known to be on the Commerce Control List by the Government Printing Office 		(GPO).  The file is updated every 48 hours.  (http://ecfr.gpoaccess.gov)
	•	A member of the research team is a non-permanent resident foreign national (please also fill 		out question #3 below).
	If yes to any, please explain:
	[bookmark: Text35]     



2. 	Is the purpose/product of the proposed research to be “fundamental research?	
[bookmark: Check22][bookmark: Check23]		|_| Yes		|_| No

3. 	Supplemental information about non-permanent resident foreign national research team 	member(s):
	
a. Is the foreign national(s) in this country?	
[bookmark: Check24][bookmark: Check25][bookmark: Check26]|_| Yes		|_| No		|_| Working both here and abroad

b. Has the foreign national(s) filed a new (revised) I-129 Form, or other appropriate Immigration form, with BSU’s Human Resources Office?
[bookmark: Check27][bookmark: Check28][bookmark: Check29]|_| Yes		|_| No		|_| Do not know

c. What is the foreign national’s country of citizenship?
	[bookmark: Text36]     



If the research/data/product is classified as “fundamental research” or determined to be exempt from Federal Export Control or Deemed Export Control regulations then no special license(s) will be required.  If controlled Exports/Deemed Exports are (or will be) involved, then specific Federal licenses may be required.

RESEARCH PROJECT INFORMATION

PROJECT TITLE:
	[bookmark: Text37]     



SUBJECT INFORMATION
	Number of Subjects (Estimate or Range):
	[bookmark: Text38]     



[bookmark: Check30][bookmark: Check31][bookmark: Check32]Sex:	|_| Male	|_| Female	|_| Both Male and Female

	Age of Subjects-
	Minimum Age:
	[bookmark: Text39]     
	Maximum Age
	[bookmark: Text40]     


 							
SUBJECT POPULATION
[bookmark: Check33]|_| 	Normal Adult Population
[bookmark: Check34]|_| 	Students (≥ 18 years old)
[bookmark: Check35]|_| 	Minors/Students (≤ 17 years old)*
[bookmark: Check36]|_| 	Pregnant Women (for studies involving physical experiments, examinations, and medical research)*
[bookmark: Check37]|_| 	Prisoners*
[bookmark: Check38]|_| 	People with Diminished Capacities*
[bookmark: Check39]|_| 	Persons undergoing and/or receiving health, medical, rehabilitative, treatment/services, etc.*
[bookmark: Check40]|_| 	Persons undergoing Social/Psychological counseling*
[bookmark: Check41]|_| 	Other (explain):
	[bookmark: Text41]     



*Protected Population:  This will require either Expedited or Full Board Review.  Please explain the purpose of using this population:
	[bookmark: Text42]     



SUBJECT RECRUITMENT
[bookmark: Check42][bookmark: Check43]Will the study be advertised on any media?	|_| Yes		|_| No
If yes, what media will be used? (Check all that apply)
[bookmark: Check44]	|_| 	BSU Communication Center (Mass BSU Email)
[bookmark: Check45]	|_| 	Radio
[bookmark: Check46]	|_| 	Departmental Pool/Email
[bookmark: Check47]	|_| 	Flyer/Print
[bookmark: Check48]	|_| 	Television
[bookmark: Check49]	|_| 	Social Media (Facebook, Twitter, etc.)
[bookmark: Check50]	|_| 	Other (explain):	
	[bookmark: Text43]     



Recruitment Procedures:
Please describe your recruitment procedures:
	[bookmark: Text44]     



SUBJECT INCLUSION/EXCLUSION CRITERIA
State any Inclusion Criteria that the subject must meet to be considered for the study:
	[bookmark: Text45]     



State any Exclusion Criteria that would eliminate the subject prior to the study or after the study has started (e.g., the subject experiences symptoms that would put him/her at great risk, or the subject is not adhering to the protocol, etc.):
	[bookmark: Text86][bookmark: Text46]     



POTENTIAL RISKS/DISCOMFORTS TO THE SUBJECT
Will there be any anticipated potential risks or discomforts to the subject(s) during the study?
[bookmark: Check51][bookmark: Check52]|_| Yes		|_| No

If yes, indicate whether the study is minimal risk or greater than minimal risk and explain.
(The federal regulations (45 CFR 46) define minimal risk thusly: “…the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves that those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.”):
	[bookmark: Text47]     



MINIMIZING THE SUBJECT(S) RISK
Describe the precautions and safeguards that will be in place to minimize the risks to the subject. For research involving the risk of physical injury, describe the available emergency care in the event of a research-related injury. For research involving psychological risks, describe any plans for intervention (including reporting that may be mandated by federal/state law or licensure) and the events or subject responses that would prompt the exercise of such plans:

	[bookmark: Text48]     



SUBJECT AND STUDY BENEFITS
Describe any potential benefits of the research to the subject and/or to society. Incentives and enjoyment of the study should not be considered as benefits. Keep in mind that some studies may not involve direct benefits to the subjects, but instead benefits may be accrued to society rather than to the individual. If there are no benefits to the participant, then state, “no direct benefits.”
	[bookmark: Text49]     



PROJECT SITE LOCATION
(Location of data collection, interviews, or site where study will be conducted)

[bookmark: Check53]|_| 	Ball State University/Burris Laboratory School	
	Building/Lab:
	[bookmark: Text50]     
	Room Number(s):
	[bookmark: Text51]     



[bookmark: Check54]|_| 	Off-Site Location							
	Location(s):
	[bookmark: Text52]     



[bookmark: Check55]|_| 	Off-Site School
	School Name and Location:
	[bookmark: Text53]     



[bookmark: Check56]|_| 	Internet (Be sure to read any policy regarding data ownership and protection)
[bookmark: Check57]	|_| Social Media (Facebook, Twitter, etc.)
[bookmark: Check58]	|_| Online Survey
[bookmark: Check132]		|_| Survey Monkey
[bookmark: Check133]		|_| Qualtrics, 
[bookmark: Check134]		|_| InQisit
[bookmark: Check135]		|_| Other:	
	[bookmark: Text84]     



[bookmark: Check59]	|_| Other Internet Sites:	
	[bookmark: Text54]     


	
[bookmark: Check60]|_|	IU Ball Memorial Hospital
	Please contact Alfreda Bright- abright@iuhealth.org, BMH’s IRB to coordinate IRB review.	
		
[bookmark: Check61]|_|	 International Countries
	List Countries:	
	[bookmark: Text55]     


	
[bookmark: Check62]|_| 	U.S. Based Field Study

[bookmark: Check63]|_| 	Other (Explain):
	[bookmark: Text56]     


												
PLEASE NOTE:  For research conducted at non-BSU institutions or organizations, a Letter of Support is required.  The Letter of Support must be on the institution or organization letterhead and signed by a person of authority to grant access to the site (ex. Director, Manager, Principal, Superintendent, etc.).  The Letter of Support is to be uploaded on IRBNet as part of your package.  An email message is NOT sufficient to meet this requirement.

In cases where sites, agencies, etc. have not been identified yet, please indicate this in the narrative and make sure to upload these into your protocol once the letter is obtained.  This is handled as a Modification process once the project has been approved.

COLLATORATIVE/MULTI-SITE RESEARCH PROJECTS

Will the proposed research project be conducted as collaborative research (i.e., research that involves two or more institutions/organizations that hold Federalwide Assurances and have duly authorized IRB’s)?

*Federalwide Assurance- An institution committing to Department of Health Human Services that will comply with the requirements in the HHS Protection of Human Subjects regulations at 45 CFR part 46.
													
[bookmark: Check64][bookmark: Check65]|_| Yes	(If yes, please fill out the section below)		|_| No (skip this section)

Provide the name of the other institution(s) and IRB contact person(s) below:
	[bookmark: Text57]     



Please check the items below that are applicable:

[bookmark: Check66]|_| 	All applicable IRB’s will be reviewing the protocol independently of one another.
[bookmark: Check67]|_| 	PI of record is requesting that BSU act as the IRB of Record for the proposed project.  The other 	institution(s) will accept BSU’s IRB approval or will be defer IRB review to BSU.  In the case of a 	deferral, please fill out and have all parties sign the IRB Deferral Request Form and submit that 	with the application package.	
	
	A complete and signed IRB Deferral Request Form is needed before final IRB approval can 	be granted.

[bookmark: Check68]|_|	PI of record is requesting that BSU defer to another institution’s IRB (must be duly authorized and 	the institutions must have a currently active Federal Wide Assurance on record with OHRP).  In the 	case of a deferral, please fill out and have all parties sign the IRB Deferral Request Form and 	submit that to the Office of Research Integrity for review.	

[bookmark: Check69]|_|	The other institution(s) does not have an IRB and/or a current Federal Wide Assurance.

FUNDING

[bookmark: Check70][bookmark: Check71]Is the project currently funded?		|_| Yes		|_| No

[bookmark: Check72][bookmark: Check73]Is funding being sought for this project?	|_| Yes		|_| No

If yes to either question, please answer the following questions:

List the agency(s) and/or sources:

[bookmark: Check74]|_| 	BSU Funded/Support

[bookmark: Check75]|_| 	Federally Funded (Please also fill out the Significant Financial Conflict of Interest 	section)	
	Name of Federal Agency (i.e., NIH, DHHS, NSF, etc.):
	[bookmark: Text58]     



[bookmark: Check78]|_| 	Private (Corporate, Foundation or Individual Sponsor)
	Name:
	[bookmark: Text59]     



[bookmark: Check79]|_| 	Other (explain):
	[bookmark: Text60]     



If the title of the grant application or contract differs from the title of the IRB protocol, also specify the grant/contract title:
	[bookmark: Text61]     




SIGNIFICANT FINANCIAL CONFLICT OF INTEREST, CONFLICT OF INTEREST/CONFLICT OF COMMITMENT STATEMENT
If this research project is Federally funded, either directly (ex. you are the grant recipient) or indirectly (ex. you are a sub-awardee), have you (PI) and your BSU research team members (faculty, staff, and/or students) filed the Annual Significant Financial Conflict of Interest (SFCI) Statement form?
|_| Yes		|_| No

If no, please explain:
	     



|_| 	I and all applicable BSU research team members have also reviewed the BSU “Policy on Conflict 	of Interest and Conflict of Commitment” and have filed, or will file, all necessary paperwork (if 	applicable).  This includes student researchers.  The policy can be found on pages 200-203 of the 	Faculty and Professional Handbook.


DATA CONFIDENTIALITY/ANONYMITY

Describe the provisions for maintaining the privacy and confidentiality of the subject and data, as appropriate.  Data is considered to be anonymous only if there are no means by which the researcher may identify the subject with his/her data at any time during the study.  When coding the identity of the subject and his or her data by using personal identifiers, there exists a means for identifying the subject, and therefore the data is considered to be confidential.
	[bookmark: Text62]     



DATA- COLLECTION, STORAGE AND SECURITY

1. Will any information regarding participant’s identity (e.g., names, student IDs, etc.) be recorded?
[bookmark: Check80][bookmark: Check81]|_| Yes			|_| No

If yes, please explain why and what security measures will be taken:
	[bookmark: Text63]     



If yes, will the identifying information be stored with participant’s responses?
[bookmark: Check82][bookmark: Check83]|_| Yes 			|_| No

If yes, please explain why and what security measures will be taken:
	[bookmark: Text82]     



2. Are you planning to use the participant’s identity on publications or presentations?
[bookmark: Check130][bookmark: Check131]|_|	Yes			|_| No

If yes, please explain:
	[bookmark: Text83]     



3. Will you be using Audio or Video Recording for your study?
[bookmark: Check136][bookmark: Check137]|_| 	Yes			|_| No

Will the recordings be used for presentations or publications?
[bookmark: Check138][bookmark: Check139]|_|	Yes*			|_| No

	*If yes, you will need to have the participant sign the Media Permission Form (located on 	our website)

4. Where will the data (electronic/paper) be stored during and after study is complete? (Check all that apply)
[bookmark: Check84]|_| 	Locked Cabinet/Office
[bookmark: Check85]|_| 	Password Protected Computer/Flash Drive/CD/DVD
[bookmark: Check86]|_| 	Home- Indicate the secure location the data will be stored in the house:
	[bookmark: Text81]     


[bookmark: Check87]|_| 	Other (explain):	
	[bookmark: Text64]     



	[bookmark: Text65]     


5. How long will you keep the data?

If the data is being retained indefinitely, please provide an explanation for why and ensure that an easy to read version is also provided in the Informed Consent:
	[bookmark: Text66]     




6. Who will have access to the raw data besides yourself? (Check all that apply)
[bookmark: Check88]|_| 	Faculty Advisor
[bookmark: Check89]|_| 	Research Team (Co-PI, Research Assistant, Graduate Assistant, etc.)
[bookmark: Check90]|_| 	Off Campus Collaborator
[bookmark: Check91]|_| 	Sponsor
[bookmark: Check92]|_| 	Federal Agency (NIH, FDA, NSF, etc.)
[bookmark: Check93]|_| 	Other (Explain):
	[bookmark: Text67]     



SPECIAL TYPES OF DATA

1. [bookmark: Check94][bookmark: Check95]Will educational records or information found in educational records, as defined under the Family Educational Rights and Privacy Act (FERPA) be used?	|_| Yes		|_| No

[bookmark: Check96][bookmark: Check97]If yes, has the institution performed a FERPA assessment to determine if an exemption to the FERPA signed release authorization requirement been met, or will you get signed authorization for release information?	|_| Yes		|_| No

If yes, please include a copy of the assessment (or letter from appropriate school official) or a copy of the authorization form to be used.

	If no, please explain:
	[bookmark: Text68]     



2. Will health, medical or psychological records or information found in the medical records, as defined under the Health Insurance Portability and Accountability Act (HIPAA), be use?
[bookmark: Check98][bookmark: Check99]|_| Yes		|_| No

[bookmark: Check100][bookmark: Check101]If yes, has the applicable institution’s Privacy Officer performed a HIPAA assessment to determine if an exemption to the HIPAA signed release authorization for research requirement exists, or will you get signed authorization for release of information for research?	|_| Yes		|_| No

If yes, please include a copy of the assessment (or letter from appropriate Privacy Officer) or a copy of the authorization form to be used.

	If no, please explain:
	[bookmark: Text69]     



3. Does this study involve any deception or coercion?
Deception- includes withholding information for the purpose of the study.
Coercion- includes intimidation, threats or force to participate. 
[bookmark: Check102][bookmark: Check103]|_| Yes		|_| No

If yes, please describe the nature of the deception or coercion and include a copy of the debriefing script:
	[bookmark: Text70]     



COMPENSATION
1. [bookmark: Check104][bookmark: Check105]Are subjects being paid or receive incentives for participating in the study?	|_| Yes		|_| No
2. [bookmark: Check106][bookmark: Check107]Are subjects being reimbursed for expenses?					|_| Yes		|_| No
3. [bookmark: Check108][bookmark: Check109]Will students receive extra credit for a course if participating in the study?	|_| Yes		|_| No
4. Will students receive class or departmental research credit for their
[bookmark: Check110][bookmark: Check111]participation?								|_| Yes		|_| No
5. [bookmark: Check112][bookmark: Check113]Is there a completion bonus?						|_| Yes		|_| No
6. [bookmark: Check114][bookmark: Check115]Will there be compensation for research-related injury?			|_| Yes		|_| No
7. Other (explain):
	[bookmark: Text71]     



If you answered “YES” to any question, provide an explanation.  If you are paying participants, provide the source of those funds:
	[bookmark: Text72]     



If you are using BSU funds, you will need to contact the BSU Office of University Controller (765-285-8444) or visit their website for procedures and policies regarding tax information to be collected from participants.
http://cms.bsu.edu/About/AdministrativeOffices/Controller/Resources/APGI.aspx

SUBJECT FINANCIAL EXPENSES
Will subjects have any financial expenses to participate in the study?  (i.e.., travel/gas, food, hotel, etc.)
NOTE:  If a participant has to travel to the location site to participate in the study via car, plane, train, bus, etc., they will incur financial expense.

[bookmark: Check116][bookmark: Check117]|_| Yes		|_| No

If yes, please explain:
	[bookmark: Text73]     



STUDY NARRATIVE/PROTOCOL

PURPOSE OF THE STUDY
State the objectives of the research and, when appropriate, any hypotheses you have developed for the research.
	[bookmark: Text74]     



RATIONALE
Explain the need for the research.  Describe the data that the project is expected to provide and how the data will contribute to existing information in the field.  Provide a concise description of the previous work in the field.  
	[bookmark: Text75]     



RESEARCH REFERENCES/CITATIONS
List any references/citations that you researched based on your study purpose and rationale for your project.  If no references/citations not used, please explain.
	[bookmark: Text76]     



METHODS AND PROCEDURES 
Describe the study and design in detail and all procedures in which the subject will be asked to participate.  If surveys and questionnaires are used for the study, how will be returned to the researcher?  If the research involves more than one visit to the research location, specify the procedures to take place at each session, the amount of time for each session, the amount of time between sessions, and the total duration of the participation.  If multiple researchers will be involved in the project, identify who will conduct which procedures.  
Upload all surveys, questionnaires, interview questions, or any other study instruments to IRBNet as separate documents.
	[bookmark: Text77]     



INFORMED CONSENT
 
Please indicate what type of Informed Consent (IC) will be used for this study.  (Check all that apply):

[bookmark: Check118]|_| 	Adult
[bookmark: Check119]|_| 	Parental Permission (Minors)
[bookmark: Check120]|_| 	Child Assent (This needs to be written in age appropriate language)

Informed Consent Waiver Request:

Are you applying for an alteration of the IC process or a waiver of the IC signature requirement?
[bookmark: Check121][bookmark: Check122]|_| Yes		|_| No

If YES, check all that apply and explain:
[bookmark: Check123]|_| 	Anonymous Online or Paper Survey
[bookmark: Check124]|_| 	Phone Interview
[bookmark: Check125]|_| 	Signed Informed Consent will be the only piece of identifiable information collected and there are risks associated with identification.
[bookmark: Check126]|_|	There are significant (additional) risks to participants by signing the Informed Consent.
[bookmark: Check127]|_|	International/Cultural Taboo
[bookmark: Check128]|_|	Participants are illiterate or literacy comprehension is a significant concern.
	[bookmark: Check129]|_|
	Other:
	[bookmark: Text80]     



If any box is checked, please explain:
	[bookmark: Text78]     


 
PLEASE NOTE:  If English is not the primary language of the participants, then the IC form must also be written in the participants’ native language.  Include the translated IC forms with your package and a statement as to how (or by whom) the IC’s were translated.

OTHER DOCUMENTS AND FORMS

List all additional documents and forms required for your study that you submitted on IRBNet.  Make sure you attach the documents and forms with your IRBNet submission.
	[bookmark: Text79]     



The new package created for submission for this Human Subjects Research Application and Narrative must be electronically signed within IRBNet by the Principal Investigator (and Faculty Advisor, when applicable).  Your electronic signature indicates your certification that the information provided in this document is accurate and current.
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