Mount St. Joseph University
Institutional Review Board
Procedures for Submitting Proposals Involving Human Research

	All proposals for conducting human research must be submitted to the Mount St. Joseph University Institutional Review Board (IRB) for review. There are no exceptions.  

Under no circumstances should human research data be collected prior to written approval or exemption by the IRB.  Collecting data without IRB review may result in serious consequences, including (a) the researcher being asked to destroy any data collected, (b) large federal fines levied against the researcher, (c) large federal fines levied against the institution, and (d) a federally-imposed ban on research at the institution.  The IRB chairperson will investigate any reports of noncompliance, and will consult with the other IRB members about the appropriate course of action. The decision reached by the IRB will be communicated to the researcher, the supervising faculty member (if applicable), and the department chairperson.

To submit a protocol for IRB review, please follow the steps below: 
1. Complete the information required on pages 1 –7 below.

2. After the information on page 7, insert your questionnaires, informed consent form(s), debriefing sheet, and any other materials that will be given to participants. Samples are given in Templates A thru D. 

3. Delete the information and forms in pages 8– 16 you are not using. Also delete this instruction sheet.

4. Your protocol for submission to the IRB should include the information requested on pages 1-5 and any additional materials added as appendices. Save all of this as a Word file.

5. If you are collecting data at an off-campus institution and your project has not already received IRB approval from that outside institution, please make sure you have a signed Institution Permission Form (see Template D) to include with your IRB form. You may scan it and insert it at the end of your IRB form (this is preferred by the IRB) or give to the administrative assistant in the Provost’s office before your IRB form is sent to the IRB. The IRB will not accept your IRB form unless the signed Institution Permission form is included.

6.  If you are a student, you must have the faculty member who is supervising your research approve this IRB form before it can be reviewed by the IRB. Once the faculty member has reviewed and approved it, the faculty member will send the IRB form electronically to the administrative assistant in the Provost’s office. The faculty member should state in the e-mail that he or she has approved the research project and the IRB form. The faculty e-mail sending the protocol to the IRB must also include the faculty member’s human research protection training certificate unless their recent certificate is already on file with the IRB.

7. Submit your IRB form to Sarah McGowan at sarah.mcgowan@msj.edu 


NOTE: If you have any questions regarding these procedures, please contact IRB Chairperson Michael Bindis at michael.bindis@msj.edu. 

 Mount St. Joseph University
Institutional Review Board
Protocol Submission Form


Submission Number: (assigned by the IRB)
 

TYPE OF IRB REVIEW REQUESTED (Researcher must check one of the 3 categories below): 	

_______Exempt: minimal risk research that falls into one of the exemption categories as described in paragraph b of 45 CFR 46.104 (Some examples include research involving: anonymous educational tests, survey procedures, normal educational practices, or observation of public behavior; click on the blue link for more details to help you determine whether your study qualifies as exempt). 
NOTE: Exempt research is considered exempt from many of the regulatory requirements governing human subjects research (e.g., 45 CFR 46.111), and is therefore subject to fewer IRB review requirements. However, our IRB requires that the subjects’ research participation must be voluntary, and researchers must follow the informed consent guidelines in this document (typically, an informed consent statement is provided to participants, rather than a formal informed consent form).  The IRB will review exempt research in order to determine whether (a) it qualifies as exempt and (b) the guidelines for informed consent and voluntary participation have been followed.  



______Expedited: nonexempt research involving minimal risk (minimal risk is defined as “the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests”) as described in 45 CFR 46.110.  (Some examples include nonexempt research involving identifiable (non-anonymous) data or research with minors; click on the blue link for more details to help you determine whether your study qualifies for expedited review).


______Full: nonexempt research involving more than minimal risk. 


Note: Exempt and Expedited reviews are performed on a continual basis by the IRB chair or another IRB member. These reviews are typically performed within 7 working days. Full reviews are performed by all members of the IRB. The full IRB meets on an as needed basis, and typically during Final Exam week in the following months: May and December. Proposals for full review must be submitted at least 10 days prior to these weeks. You should receive the IRB’s decision within 10 working days of their meeting.



INVESTIGATOR INFORMATION

Principal Investigator(s): 
	



Training Certificate: To provide documentation of completion of the training, please take a screen capture of your certificate, then paste it into an appendix to your IRB form. Please note that we accept both NIH and CITI certificates dated within the past 5 years. 

Department: 
	



Phone Number:
	



 
E-mail Address:
	



 
If student, give campus or home address: 
	




If there are any co-investigators, please list names and include copies of training certificates (Note that co-investigators include research assistants who have contact with subjects.).
	




 PROJECT INFORMATION

Date of IRB submission: 
	



Title of Project: 
	



Start Date: After IRB Approval (check here) _____ or list later start date here _______________

End Date (If this is an ongoing project, please simply state that): 
	



Place of Data Collection (If you are collecting data on MSJ’s campus, please indicate where): 
	



Sponsoring Agency (if any): 
	




The following human subjects likely to be vulnerable to coercion or undue influence will be involved in the proposed project: 
(     ) Minors			(     ) Cognitively Impaired Individuals
(     ) Fetuses			(     ) Elderly/Aged Persons
(     ) Prisoners			(     ) Institutionalized individuals*
(     ) Pregnant Women 	(     ) Mentally or Developmentally Disabled Individuals
(     ) Economically or Educationally Disadvantaged Individuals
(     ) Other Vulnerable Individuals, please specify:  ____________________________________
(     ) None of these groups apply.
	
*Institutionalized individuals are those individuals who are dependent upon health care workers for their well-being and who may feel pressure, whether perceived or real, to participate in a study in order to continue to receive care. 



CONFLICTS OF INTEREST
1. Except for grant-funded compensation and expenses, do you, or does any member of your immediate family, intend or expect to profit financially in any manner from the results of the research undertaken in this study (including, but not limited to any patent or licensing fees)?
(     ) YES			(     ) NO

If “yes,” please provide a detailed description of your financial intentions or expectations:
	



2. Do you, or does any member of your immediate family, currently have or expect to have an ownership or other financial interest in, or management position with any entity whose procedure, technique, product, or software is used or tested in this study?
(     ) YES			(     ) NO

If “yes,” please provide a detailed description of your financial interest or management position:
	





RESEARCH PROTOCOL

A. Purpose of the research: a brief statement of purpose and research objectives is required.
	




B. Potential Benefits: describe the contributions that the study will make to the health of human beings and/or to the scientific database.
	




C. Research Design: 
i. Subjects: 
a). Describe the age, sex, and approximate number of subjects.  
	




b). Describe how volunteer subjects will be recruited, and the source of the subject population (e.g., students in a class, community members, patrons of a business establishment, etc.). Any advertisements, notices, email announcements, or sign-up sheets to be used for recruiting subjects must be submitted to the IRB for review. Please put these in an appendix and refer to that appendix in your description here.
	




c). Explain how you will minimize or eliminate the possibility that subjects will feel pressured or coerced into participating.
	




	ii. Procedure:
a). Research Design: Include a thorough description of how you will collect data for your study, including the procedures, experimental conditions, manipulated variables, monitoring techniques, and measuring instruments. If you will be distributing a survey that is included in the appendices, please provide a brief description of the survey here. 
	




b). Setting: Where will the study be conducted? If you will be collecting data during a class, please indicate that. 
	



***If you are obtaining your subjects from an off-campus institution (e.g., school, nursing home, business) and the project has not already been approved by the IRB of the outside institution, prior to submitting your IRB form, you should obtain written permission to conduct your research from the person(s) legally authorized to give such permission for the off-campus institution.  Include a copy of the signed Institution Permission form in an appendix (see Template D for an example form). The IRB will not accept your IRB form unless the signed Institution Permission form is included.

c). Potential Risks: 
i. Minimal Risk: If you applied for exempt or expedited review, explain why your study involves minimal risk.  (Minimal risk means that “the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.”) 
	




ii. Greater than Minimal Risk: If your study involves more than minimal risk, describe any potential risks or discomforts in detail. Use evidence from clinical and/or animal studies to evaluate the level of potential hazards associated with participation in the research. Indicate the methods for detecting and monitoring adverse reactions. Describe the procedures for protecting against or minimizing potential risks. Discuss why the risks to the subject are reasonable in relation to proposed benefits of the study.
	




d). Deception: Does the study involve deception or withholding information?  
(     ) YES			(     ) NO

i. If yes, please describe deception or what information will be withheld:
	



ii. If there is deception or withholding of information, could this be psychologically or physically harmful?
(     ) YES			(     ) NO

iii. If yes, please explain potential harm in detail as well as how you plan to minimize harm.  
	


***If your study involves deception or withholding information, attach the debriefing statement that will be given to participants in an appendix.


e). Confidentiality/Privacy: 
i. Are subjects aware that data are recorded or that they are under observation? 
a. (     ) YES			(     ) NO

ii. Might any aspect of the study constitute invasion of the subject’s privacy by the experimenter that has not been consented to expressly or implicitly? 
a. (     ) YES			(     ) NO

iii. Will your data be anonymous (i.e. not identifiable)?
a. (     ) YES			(     ) NO
iv. If no, describe how confidentiality will be preserved:
	



v. Confidential Materials:  If your study involves retaining confidential materials that contain the subject’s identity (e.g., academic records, questionnaires, video or audio recordings), explain (1) where the materials will be kept and how they will be kept secure, (2) who will have access to them, (3) how long they will be kept, and (4) what will happen to them once the study is completed: 
	


***Include the above information in the informed consent form that subjects sign.  


f). Compensation/Payment: Will participants be compensated in exchange for participation? 
(     ) YES			(     ) NO

If yes, describe any compensation or payments for subject participation. (Also, in the Informed Consent form, provide a detailed account of the terms and timing of payment. If compensation involves a lottery, state the value of the item(s) and provide an estimate of the chances of winning the item(s).)
	




If you are a student researcher and going to ask instructors to offer course credit in exchange for participating in your research, state that and indicate the department(s) (e.g., Psychology, Social Work, Nursing, History, etc.) of the professors you will be asking. 
	




D. Questionnaires/Experimental Materials:  At the end of this IRB form, include copies of all questionnaires, experimental materials, debriefing sheets, and informed consent forms that participants will receive in appendices. We need to review all materials participants will be exposed to. If you are applying for full IRB review, include a copy of your complete research proposal that includes a literature review.


E. Informed Consent: If your study involves no more than minimal risk and does not involve participants vulnerable to coercion or undue influence (e.g., minors, fetuses, pregnant women, elderly/aged persons, institutionalized individuals, prisoners, mentally or developmentally disabled individuals, economically or educationally disadvantaged individuals, or cognitively impaired individuals), you may not need a separate informed consent form. However, a separate informed consent form would be appropriate for some minimal risk studies involving physical activities (e.g., exercise, eating, etc.). If you do not plan to use a separate informed consent form, such as in studies using questionnaires, include an informed consent statement at the top of your questionnaire. 

Which will you be using? (Check one)
(     ) Informed consent statement at the top of a questionnaire
(     ) Separate informed consent form
(     ) Neither. I am requesting a waiver of informed consent for the following reasons:
	



**SEE ADDENDUM 1 FOR ELEMENTS REQUIRED IN INFORMED CONSENT STATEMENTS AND FORMS.


F. Data Analysis: Provide a brief description of the evaluation/data analysis procedures to be used.
	




G. Faculty Supervision: If you are a student, please indicate the name of the person supervising this project and state whether this person is your course professor, research advisor, academic advisor, etc. Does this person work for the Mount or for a different institution?
	



[bookmark: consentform]
***Beginning here, delete any of the following pages that you will not be using in your IRB form. 

ADDENDUM 1
INFORMED CONSENT GUIDANCE 

GUIDANCE FOR INFORMED CONSENT STATEMENTS:

Address the elements in 1-3 below and include some version of the following statement: 

A. Participation in this study is voluntary. If you participate, that is your consent. There is no penalty or loss of benefits if you refuse to participate or discontinue participation.  

B. Indicate that the study involves research and include:
1. an explanation of the purpose of the research
2. the expected duration of the subject’s participation
3. a description of the procedures; identify any that are experimental

C. Describe the extent, if any, to which confidentiality of records identifying the subject will be maintained, if applicable.


GUIDANCE FOR INFORMED CONSENT FORMS:

For studies with special populations (as listed in the Project Information section) or those involving more than minimal risk, you must use a written informed consent form.  Attach a copy of your form in an appendix. Explanations of elements in section A are required; those in section B are optional. The order of the elements and the specific wording may be adapted to the nature of your study. Please use plain language in your Informed Consent Form. Example forms are provided in Templates A-C. 

A. Informed Consent Forms MUST INCLUDE:
1.  Some version of the following statement: Participation in this study is voluntary. If you participate, that is your consent. There is no penalty or loss of benefits if you refuse to participate or discontinue participation.   

2. A statement that the study involves research which includes
a. an explanation of the purpose of the research
b. the expected duration of the subject’s participation
c. a description of the procedures; identify any that are experimental
3. A statement describing the extent (if any) to which the confidentiality of records identifying the subject will be maintained. This includes describing security of both hard copy and electronic records. 

4. A description of any reasonably foreseeable risks or discomforts to the subject

5. A description of any benefits to the subject or to others which may be reasonably expected from the research.  (If the individual subject will receive NO direct benefit, this must be explicitly stated.)

6. A disclosure of appropriate alternative procedures or courses of treatment (if any) that might be advantageous to the subject.

7. No language that will clear the investigator of guilt or blame through which the subject or the representative is made to waive or appear to waive any of the subject’s legal rights, or that will release or appear to release the investigator, the sponsor, or the institution or its agents from liability for negligence may be used in this form.

8. An explanation of whom to contact for answers to pertinent questions about the research and the research subject’s rights, and whom to contact in the event of a research-related injury to the subject.

9. The Informed Consent Form should be signed by the investigator and the subject or his/her legal representative, and each should be given copies. (If the subject is not competent to give legally valid informed consent, e.g., a child or cognitively impaired person, the subject would sign an assent form.) Note that subjects cannot sign blank forms. If the Informed Consent Form is lengthy and requires a page break between the information being consented to and the signature lines, include a place at the bottom of the unsigned page(s) where both the investigator’s and the subject’s initials can be placed. 

B.  Informed Consent Forms MAY INCLUDE: When appropriate, one or more of the following elements of information shall also be provided to each subject:
1. a statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant), which are currently unforeseeable

2. anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent

3. any additional costs to the subject that may result from participation in the research

4. the consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject

5. a statement that significant new findings developed during the course of the research which may relate to the subject’s willingness to continue participation will be provided to the subject

6. the approximate number of subjects involved in the study


[bookmark: appendix]

Template A
Consent Form Template for Minimal Risk Research with Adults


Mount St. Joseph University, Department of [insert your department here]

TITLE OF PROJECT: Put title here.

PRINCIPAL INVESTIGATOR: Name:			Phone number:

DESCRIPTION OF STUDY:  Describe the purpose of the study and the research procedures here (including the expected duration of the subject’s participation). Use plain language that explains what will happen to participants when participating. Identify risks of participation as well as benefits of participation. If no benefits, state that. 





NOTE: Participation in this study is voluntary.  Refusal to participate or discontinuation of participation will involve no penalty or loss of benefits to which you are otherwise entitled.

	I consent to participate as a subject in this research investigation to be performed by or under the supervision of [insert name of principal investigator].  The nature and general purpose of the research procedure and the known risks involved have been explained to me by [insert name].  I understand that I may withdraw from this research without prejudice at any time I so desire. I understand that my identity will not be revealed in any publication or document resulting from this research.  [If your study involves retaining confidential materials that contain the subject’s identity (e.g., academic records, questionnaires, video or audio recordings), explain where the materials will be kept, who will have access to them, how long they will be kept, and what will happen to them once the study is completed.]

	Finally, I understand that it is not possible to identify all of the potential risks in an experimental procedure, and I believe that reasonable safeguards have been taken to minimize both the known and the potential but unknown risks.  If I have any questions regarding this research or my participation in this research, I may contact the Principal Investigator listed above.

Witness________________________________________________________________
		Investigator						Date


Signed ________________________________________________________________
		Subject							Date


Note:  Both the subject and the investigator should keep a copy of this form.
Template B 
Consent Form Template for Minimal Risk Research Involving Minors (under age 18)


Mount St. Joseph University, Department of [insert your department here]

TITLE OF PROJECT: Put title here.

PRINCIPAL INVESTIGATOR: Name:				 Phone number:
 
DESCRIPTION OF STUDY:  Describe the purpose of the study and the research procedures here (including the expected duration of the subject’s participation). Use plain language that explains what will happen to participants when participating. Language should also be age appropriate for participants if they will be providing assent. Identify risks of participation as well as benefits of participation. If no benefits, state that.







	I consent to having our child participate as a subject in this research project to be performed by or under the supervision of [insert name of principal investigator].   The nature and general purpose of the research procedure and the known risks involved have been explained to me by [insert name].  I understand that participation in this study is voluntary and that refusal to participate or discontinuation of participation will involve no penalty or loss of benefits.  I may withdraw my child from this research without prejudice at any time I so desire. I understand that his/her identity will not be revealed in any publication or document resulting from this research. [If your study involves retaining confidential materials that contain the subject’s identity (e.g., academic records, questionnaires, video or audio recordings), explain where the materials will be kept, who will have access to them, how long they will be kept, and what will happen to them once the study is completed.]

	Although this type of research rarely involves any risks, I understand that it is not possible to identify all potential risks in a research procedure, and I believe that reasonable safeguards have been taken to minimize both the known and the potential but unknown risks.  If I have any questions regarding this research or my participation in this research, I may contact the Principal Investigator listed above.

Witness ________________________________________________________________
			Investigator				Date

Signed _________________________________________________________________
		Custodial Parent and/or Guardian 		Date

Signed _________________________________________________________________
		Initials (or signature) of child to indicate assent (if child is able to sign)

Note:  Both the parent/guardian and the investigator should keep a copy of this form.

 Template C
Consent Form Template for Studies Involving Greater than Minimal Risk


Mount St. Joseph University, Department of [insert your department here]


TITLE OF PROJECT: Put title here.

PRINCIPAL INVESTIGATOR: 			                      Phone number: 

I. INTRODUCTORY PARAGRAPH (VERBATIM)

“Before agreeing to participate in this study, it is important that the following explanation of the proposed procedures be read and understood. It describes the purpose, procedures, risks, and benefits of the study. It also describes the right to withdraw from the study at any time. It is important to understand that no guarantee or assurance can be made as to the results of the study.  Participation in this study is voluntary.  Refusal to participate or discontinuation of participation will involve no penalty or loss of benefits to which you are otherwise entitled.”

II. OBJECTIVES OF THE STUDY

“I _____________________________, agree to participate in a research study, the purpose of which is ____________________________.”  (The objectives sought by the performance of the study should be clearly stated.)

III. PROCEDURES

In plain language, describe the procedure(s) to be followed and identify any that are experimental. Describe any benefits to the subject or others to be reasonably expected from the research and describe alternative procedures that might be advantageous to the subject. Use clear, simple language that can be understood by the subject.

Expected duration of the subject’s participation in a protocol is to be set forth as follows (verbatim): “I will be participating in the protocol for approximately _____________________________________ (insert a length of time). If there is a significant variance from the stated time period, I will be notified.”

IV. RISKS

The risks described should be confined to the risks of the investigation only and should not include risks of the disease being investigated.

Describe reasonably foreseeable side effects, risks and discomforts. When possible, include their likely frequency. Explain safeguards and/or precautions that will be taken to reduce the occurrence of adverse effects and that will be available should any of the stated adverse effects occur.

The following verbatim statement is to be included in all protocols: “I understand that participation in the study may also involve risks which are currently unforeseeable.”

V. PREGNANCY

The principal investigator may choose either of the following verbatim statements when women of childbearing potential are eligible for participation in the study: 

A. “I agree to inform the investigator immediately if: 1) I have any reason to suspect pregnancy; 2) I find that circumstances have changed and that there is now a risk of becoming pregnant; or 3) I have stopped using the approved form of birth control.”
B. “If I am a woman and I am or should become pregnant, there is no risk to me or my fetus by participation in this study.”


VI. CONFIDENTIALITY OF RECORDS

This section should describe any measures taken to protect the confidentiality of records identifying the subject. If your study involves retaining confidential materials that contain the subject’s identity (e.g., academic records, questionnaires, video or audio recordings), explain where the materials will be kept, who will have access to them, how long they will be kept, and what will happen to them once the study is completed.  

VII. AVAILABILITY OF INFORMATION (Verbatim)

“Any questions that I may have concerning any aspect of this investigation will be answered by name of principal investigator and telephone number.”

VIII. FISCAL RESPONSIBILITY (Verbatim)

“Tests, procedures or other costs incurred solely for purposes of research will not be my financial responsibility.”

In cases where funds are available for research subject to fiscal compensation, please so state. (Example: Subjects will be paid for travel expenses at the rate of $10.00/each office visit.)

IX. THE RIGHT TO WITHDRAW (Example Statement)

“I am free to withdraw from this investigation at any time. Should I wish to withdraw, I have been assured that standard therapy for my condition will remain available to me. I have been informed of the probable consequences of my withdrawal from the study.”
The subject, if possible, should sign a dated withdrawal statement.
 
X. IS THE SUBJECT CURRENTLY PARTICIPATING IN ANOTHER STUDY?

__________ Yes. Please provide the Principal Investigator’s name and the title of the study.

__________ No.

XI. IN CASE OF INJURY:

Mount St. Joseph University follows a policy of making decisions concerning compensation and medical treatment for injuries occurring during or caused by participation in biomedical or behavioral research on an individual basis. If I believe I have been injured as a result of research, I will contact Name of Principal Investigator at phone number, or Faculty Member’s Name (if principal investigator is a student) at phone number or Dr. Tim Lawson at 244-4376.

XII. WITNESSING AND SIGNATURES


________________________________________________________________________
Subject’s Signature				            Date

_________ CHECK IF VERBAL ASSENT OBTAINED BY INVESTIGATOR

________________________________________________________________________
Legal Representative/Parent				Date

________________________________________________________________________

Investigator						Date

________________________________________________________________________
Witness							Date

The consent statement should be signed by the adult subject (or his/her legal representative if the subject is blind, illiterate, certified incompetent, or a minor), the investigator, and one witness. In such cases, the IRB may also determine and inform the principal investigator that the assent of the subject is required. This must be documented on the consent form either by the investigator checking a box to indicate that assent was obtained or by the subject’s signature (i.e., older children). Both the signature of the investigator obtaining a legal representative/parental permission and subject assent, as well as that of one witness (whose signature attests that the informed consent statement has been signed by the subject and the investigator.)

Copies of the Informed Consent Forms should be placed in a file kept by the principal investigator and the subject or person signing for the subject must be given a copy.


Template D
Institution Permission Form Template


Mount St. Joseph University, Department of [insert your department here]

TITLE OF PROJECT: Put title here.

PRINCIPAL INVESTIGATOR: Name:				Phone number:

DESCRIPTION OF STUDY:  Describe the purpose of the study and the research procedures here (including the expected duration of the subjects’ participation). Use plain language that explains what you are asking of participants and/or what will happen to them when participating.








	I, [insert name of institution official], give permission to [insert name of principal investigator] to perform his/her research investigation at [insert name of institution].  The nature and general purpose of the research and the known risks involved have been explained to me by [insert name].  I understand that it is not possible to identify all of the potential risks in an experimental procedure, and I believe that reasonable safeguards have been taken to minimize both the known and the potential but unknown risks.  If I have any questions regarding this research, I may contact the Principal Investigator listed above.

Witness_____________________________________________________________________________
		Investigator						                        Date

Signed _____________________________________________________________________________
	   Signature of Institution Official Who is Legally Authorized to Grant Permission		Date

Print    _____________________________________________________________________________
		Printed name of Institution Official Who is Legally Authorized to Grant Permission	

Print ______________________________________________________________________________
	Title or Position of Institution Official    		         Name of Organization

Note:  Both the institution official and the investigator should keep a copy of this form.
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