Youngstown State University
Institutional Review Board
Office of Research
Phelps Building
Phone: 330-941-2377

_______________										_______________
Date												Protocol Number
FULL/EXPEDITED REVIEW PROTOCOL APPLICATION


	A. INVESTIGATOR INFORMATION

	Please list all study personnel involved in the conduct of this study. All study personnel must complete required training in human subject research and provide to the IRB office documentation verifying completion of the requirement. The IRB will not review a study without such forms on file for all research personnel.  Only YSU faculty, staff, students, or registered volunteers are considered YSU affiliated and thus covered by the YSU IRB review.  All non-affiliated study personnel must have their participation reviewed by the appropriate IRB.  (Attach a separate sheet if more space is needed.)

	STUDY TITLE

	

	PRINCIPAL INVESTIGATOR OR FACULTY ADVISOR
	
	Phone Extension
	Email Address


	DEPARTMENT
	

	CO-INVESTIGATOR OR STUDENT INVESTIGATOR
	
	Phone Extension
	Email Address


	CO-INVESTIGATOR OR STUDENT INVESTIGATOR
	
	Phone Extension
	Email Address


	CO-INVESTIGATOR OR STUDENT INVESTIGATOR
	
	Phone Extension
	Email Address





	B.  SPONSOR/FUNDING INFORMATION

	[bookmark: id.gjdgxs]Will this project be supported by an external funding agency?
	☐   Yes
	[bookmark: id.30j0zll]☐   No

	If yes, please identify the source and contact information

	Agency:

	Contact Person:
	Phone:
	Email:




	C.  LOCATION OF RESEARCH 

	Where will the study take place?
	YSU
	Other Facility

	If not at YSU, attach a letter of cooperation on the letterhead of the facility and provide contact information.  If there are multiple facilities, attach an additional page with the information for each.

	Facility Name:


	Contact Person:
	Phone:
	Email:






	D. CONFLICT OF INTEREST

	Is there any real or apparent conflict of interest on the part of any study personnel (e.g., investigator/participant relationship, stock or stock options, interest in technology, consultant to sponsor)?
	[bookmark: id.1fob9te][bookmark: id.3znysh7]☐ Yes     ☐ No

	If yes, please explain.
	




	E.  METHODS AND PROCEDURES

	This section must be written in layman’s terms so that it can be understood by all members of the IRB.  Include sufficient detail so that reviewers will be able to fully understand your project. 

	1.  Describe the background of the research and the significance of the study.


	2. What is the objective of the study?


	3. Describe the study design and all procedures (sequentially) to which human subjects will be exposed.


	4. If deception is to be used in this study, describe and justify the deception and explain the debriefing procedures.


	5. Will subjects be presented with materials that they might regard to be offensive, threatening, or degrading?  


	6.  Reference pertinent scientific literature.




	F.  SURVEYS AND QUESTIONNAIRES, IF APPLICABLE

	[bookmark: id.2et92p0]☐  Survey/Questionnaire (go to A)
	[bookmark: id.tyjcwt]☐ Record or Database (go to B)
	[bookmark: id.3dy6vkm] ☐Other, Briefly Explain

	A.   Surveys and Questionnaires.  You must attach a copy of each survey or questionnaire.


	1. What type of survey or questionnaire will be used?


	2. Describe the setting and mode of administration for the instrument (e.g. by phone, on-on-one, group) and the provisions for maintaining privacy and confidentiality (e.g. anonymity).  Include duration, intervals of administration, and overall length of participation.


	B. Records or Data Review.  This includes existing material such as archival records, databases, etc.


	1. What kinds of records will you review? What is the source of the records?

	2. Will you have contact or interaction with the subjects from whom the data are collected?

	3. Will you be recording identifiers (information that could potentially identify human subjects)?

	4. Define the time frame of the records that you plan to review.  (Example: from 2/1/2007-2/1/2008)




	G.  RISK/BENEFIT ASSESSMENT

	Describe in detail any potential risks/adverse events associated with each research procedure.

	1. Determine the level of risk to subjects associated with this project.

	[bookmark: id.1t3h5sf]☐   None
	[bookmark: id.4d34og8]☐   Minimal
	[bookmark: id.2s8eyo1]☐   Low, moderate, high

	DHHS and FDA Regulations define minimal risk as “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.”

	2. Describe in detail any potential risks/adverse events that could be associated with the research procedures

	3. Describe the potential direct benefits subjects may receive as a result of their participation.


	4. Describe any potential benefits that may accrue to the subject or society.  Societal benefits generally refer to the advancement of scientific knowledge, and/or possible benefit(s) to future subjects.


	5. Explain how the benefits of this research outweigh the potential risks and how these risks are justified.





	H. HUMAN RESEARCH SUBJECTS

	Describe the target population in specific terms.

	1.  Provide detail about the numbers of subjects, age, gender, or any other information that establishes the parameters of the population in your study.


	2.  Outline the criteria for selection and exclusion of subjects.


	3.  Approximately how much time will be required of each subject?


	4. Describe the different conditions or manipulations to be conducted in the study.


	5. Will any of the following vulnerable populations be targeted for subject recruitment?

	[bookmark: id.17dp8vu]☐   Minors
	[bookmark: id.3rdcrjn]☐   Mentally incapacitated
	[bookmark: id.26in1rg]☐

	[bookmark: id.lnxbz9]☐   Prisoners
	[bookmark: id.35nkun2]☐   Elderly
	[bookmark: id.1ksv4uv]☐

	[bookmark: id.44sinio]☐   Pregnant women/fetuses
	[bookmark: id.2jxsxqh]☐   Non-English speaking
	[bookmark: id.z337ya]☐

	6. What safeguards are in place to protect vulnerable populations if involved within the research?


	7. Describe the measures or observations that will be taken in the study.


	8. What steps will be taken to ensure that subject’s participation is voluntary?


	9.  Will the subjects receive compensation for their participation, monetary or otherwise? If so, please specify.

	10. What financial obligations will subjects incur as a result of participating in this research? Identify expenses such as travel costs, parking fees, missed work, etc.  Please be as specific as possible.




	I. RECRUITMENT PROCEDURES

	1. What method(s) will be used to identify and recruit prospective Subjects?  Specify the source of potential subjects.


	2. Will you access existing stored data, records, etc. for your recruitment purposes? If yes, specify the source.




	J. INFORMED CONSENT AND ASSENT

	[bookmark: _GoBack]Ethical and regulatory guidelines ensure that potential subjects must be fully informed about the research in a manner comprehensible to them and then be allowed to choose whether to participate in the research. Attach an Informed Consent Form of your own design, according to the YSU Guidelines for fully Informed Consent for each subject population, or a Waiver of Informed Consent Request Form. The IRB has provided a template containing the Elements of Informed Consent/Assent (per 45 CFR 116) on the YSU IRB website:  http://cms.ysu.edu/administrative-offices/research/human-subjectsinstitutional-review-board.  Using the template is strongly suggested in order to eliminate errors and revisions.

	Select only one of the three boxes below:

	[bookmark: id.3j2qqm3]☐   I am attaching a copy of all Consent and Assent forms that will be used in this study and will answer the questions below.  A letter of consent is generally required form all adult research participants unless specifically waived by the IRB.  A letter of assent is required of all minor research participants (age 9-17) unless specifically waived by the IRB.

	[bookmark: id.1y810tw]☐   I am requesting that the IRB allow me to use an oral consent process for my research and will answer the questions below.  The elements of informed consent may be presented orally to the subject or the subject’s legally authorized representative.  When this method is used there shall be:
1. A witness to the oral presentation.
2. The IRB shall approve a written summary of what is to be said to the subject or the representative.
3. A short form stating that the Elements of Informed Consent required by Section 45.116 have been presented orally to the subject or the subject’s legally authorized representative and must be signed by the subject or the representative.
4. The witness shall sign both the short form and a copy of the summary.
5. A copy of the summary shall be given to the subject or the representative, in addition to a copy of the short form.
State specifically why you are asking the IRB to allow you to waive written consent and use an oral consent process.


	[bookmark: id.4i7ojhp]☐   I am requesting that the IRB waive my requirement for a signed letter of consent/assent.  A signed consent form may be waived if the IRB finds either:
1. That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern; or
2. The research presents no more that minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.
State specifically why you are asking the IRB to waive the requirement for a signed letter of consent/assent.


	Answer All of the Questions Below

	1. How and where will informed consent/assent be obtained?  (e.g., in the school, Investigator’s office, etc.)


	2. Will there be an opportunity for potential subjects to take the consent form home to consider the options and to discuss participation with family members.  If not, explain why.


	3. If subjects are minors or mentally disabled, describe how and from whom permission will be granted?


	4. How and by whom will it be determined that the subjects or their legal representative understand the research project and their rights as participants?


	5. How and by whom will it be determined that the subjects or their legal representative understand the research project and their rights as participants?

	6. Where will the record(s) of consent/assent be stored?



	K. CONFIDENTIALITY OF INFORMATION COLLECTED

	1. What steps will be taken to ensure the anonymity or confidentiality of the subjects’ identities or the data they provide.

	2. Explain how the data will be stored, for what period of time, and how and when it will be disposed of.

	



	L. ASSURANCES – Principal Investigator or Faculty Advisor AND Student Investigator

	



PRINCIPAL INVESTIGATOR’S ASSURANCE STATEMENT

I certify that the information provided in this claim of exemption is complete and correct.  

I understand that as Principal Investigator, I have the ultimate responsibility for the protection of the rights and welfare of human subjects and the ethical conduct of this research protocol. I agree to comply with all IRB and Institutional policies and procedures, as well as with all applicable federal, state, and local laws regarding the protection of human subjects in research, including, but not limited to, the following: 

· The research will not be initiated until written approval is secured from the IRB.
· The project will be performed by qualified personnel according to the research protocol
· Maintain a copy of all questionnaires, survey instruments, interview questions, data collection instruments, and information sheets for human subjects for at least three years following termination of the project
· Necessary review by the IRB will be sought if changes made in the research protocol may result in the research no longer meeting the criteria fir exemption.

I will complete the required educational program on ethical principles and regulatory requirements in human subjects research in a timely manner.

I have read and understand the above policy concerning IRB exempt protocols.




______________________________   ______________		______________________________  ____________
Principal Investigator/Faculty Advisor          Date			Co-investigator/Student Investigator           Date

______________________________   ______________		
Signature of Approving Official		Date			


	INVESTIGATOR PROCEDURES CHECKLIST

	A. After completion of screening questions, fill out the appropriate form and submit to the Office of Research, Phelps Building (phone ext.2377).  Your project will be logged, screened, and scheduled for review at the next convened meeting.  The Investigator will receive email communication regarding the disposition of the protocol as well as a hard copy approval memo signed by the Authorized Institutional Official via campus mail. 
B. Please review the following checklist for application completeness.  IRB applications that are not complete or do not have the appropriate signatures or attachments will be returned for resubmission.

	The following MUST be included with all applications:

	☐
	IRB Application with all of the appropriate signatures.

	

	The following MUST be included IF APPLICABLE:

	☐
	Research Instruments (surveys, questionnaires, or other instruments)

	☐
	Consent/Assent forms, if applicable

	☐
	Approval letters from other sites where research will be conducted.

	[bookmark: id.2xcytpi]☐
	Recruitment Information (flyers, posters, etc.)



1

