Date Received (Office use): ______________ IRB Number (IRB will provide): _____________     IRB Form # 1
Cover Page: Application for Human Research Review 

(You must successfully complete the NIH on-line tutorial before developing your application. See form #2 for tutorial information. You must consult the Introduction/Directions section of the “Packet for Human Research Review” prior to and during the construction of  your application.)

Top of Form

	1.   Principal Investigator (Use Tab key to advance to successive form fields.) :
	     

	 FORMCHECKBOX 

	Dr.
	 FORMCHECKBOX 

	Mr.
	 FORMCHECKBOX 

	Ms.
	Today’s Date:
	     


Bottom of Form

	2.   Please Check Status:

	 FORMCHECKBOX 

	SCSU Faculty

	 FORMCHECKBOX 

	SCSU Staff

	 FORMCHECKBOX 

	SCSU Student  
	 FORMCHECKBOX 

	Graduate
	 FORMCHECKBOX 

	Undergraduate

	 FORMCHECKBOX 

	Other (Please attach explanation. Insert as item #1 after this page.)


	3.   Street Address:
	     
	4.  Home Phone:
	     

	5.   City:
	     
	6.   Work Phone:
	     

	7.   State:
	     
	8.   Zip:
	     

	9.   Email:
	     
	10. FAX:
	     


	11. Department:
	     
	12. Sponsor/Advisor:
	     


	13. Project Title:
	     


	14. Co-investigators: (Obtain names and signatures of co-investigators. Insert as item #2 after this page).


	15. Research Type:

	 FORMCHECKBOX 

	Faculty Research
	 FORMCHECKBOX 

	Doctoral Dissertation

	 FORMCHECKBOX 

	Master’s Thesis
	 FORMCHECKBOX 

	Special Project

	 FORMCHECKBOX 

	Graduate Fellowship
	 FORMCHECKBOX 

	Honor’s Thesis

	 FORMCHECKBOX 

	Independent Study
	 FORMCHECKBOX 

	Classroom Project

	 FORMCHECKBOX 

	Other (Please attach explanation. Insert as item # 3 after this page)


	16. Funding Agency:

	 FORMCHECKBOX 

	CSU
	 FORMCHECKBOX 

	SCSU

	 FORMCHECKBOX 

	Department
	 FORMCHECKBOX 

	Self

	 FORMCHECKBOX 

	Other (e.g. State, Federal, Corporation – Please attach explanation. Insert as item #4 after this page.) 


	17. External Agency Review: (Has [will] this project been reviewed by an external human research participant panel?)

	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	(If yes, please attach a copy of the review disposition document. Insert as item #5 after this page).


	18. Location of Data Collection:

	     


	Signing below indicates I am aware of the type and scope of human participant involvement in this project and to the best of my knowledge, the information in this application is true and accurate.              

	19. Principal Investigator

 (Required)
	     

	Date
	     

	20. Advisor/Sponsor 

(Required for Student/ External Investigator)
	     
	Date
	     

	21. Dept. Chairperson 

(Required)
	     

	Date
	     


	22. School Dean

(Required  only if chair is investigator)
	     
	Date
	     



   IRB Form #2
Education Certification
	1.  Investigator Name:
	     


In keeping with national trends and federal requirements, Southern Connecticut State University’s Institutional Review Board requires research investigators to complete a computer based training program on protecting human research participants, as part of the review application process. This course must be taken by the principal investigator(s), co-investigator(s), research assistants, and advisor(s). Each person must attest to the completion of the computer based training by completing and signing this form and by submitting the certificate of completion which may be printed from the on-line training program. This form and the on-line certificate are required for each individual mentioned above. Persons who will be engaged in more than one research project requiring IRB review within the period of one year need not retake the course. You must however, submit this page and a copy of your certificate of course completion with each new proposal. If your project is funded through the National Institutes of Health (NIH) you must report your course completion to NIH as well as to the SCSU IRB.

SCSU is currently using the NIH training site for investigators who are conducting research involving human research participants in the physical, medical and behavioral sciences:

The site address is: http://phrp.nihtraining.com/users/login.php  
Follow instructions on the opening page. 


Completion of Institutional Review Board Required Training

I, the undersigned, acknowledge, and represent to the Southern Connecticut State University Institutional Review Board that I have successfully completed the computer based training program(s) at the below listed site:


http://phrp.nihtraining.com/users/login.php 
	2.   Person Completing Form (Please check all that apply.):

	 FORMCHECKBOX 

	Faculty
	 FORMCHECKBOX 

	Staff
	 FORMCHECKBOX 

	Advisor
	 FORMCHECKBOX 

	Student

	 FORMCHECKBOX 

	Principal Investigator
	 FORMCHECKBOX 

	Co-investigator
	 FORMCHECKBOX 

	Assistant
	 FORMCHECKBOX 

	Other (Insert explanation 1st after this page.)


	3.  NOTE: If you are considered an external investigator, please include identifying information below:

	Street Address 
	     
	City
	     
	State
	     
	Zip
	     

	Phone
	     
	Email
	     
	FAX
	     


	4.  Note: Successful completion of the Collaborative Instructional Training Initiative (CITI) basic course in The Protection of Human Subjects within the past three years may be subsituted for the NIH tutorial. Please submit CITI completion documents to validate. 



	5.   Signature of person who has completed this form :

	


	INSERT NIH ON-LINE OR CITI CERTIFICATE(S) OF COMPLETION AFTER THIS FORM


IRB # (IRB will provide):   _________________ 

                                          IRB Form  #3 
Project Information

	1.   Investigator Name:
	     


	2.   Project Title:
	     


	3.   Summarize the investigation:

	     



	4.  Briefly justify pursuit of this investigation from available literature: 

	     



	5.  Indicate the purpose of this investigation (Research question(s)/expected outcomes): 

	     



	PLEASE BE ADVISED: If your research is being conducted at an agency/institution external to SCSU and this agency/institution does not have a human research review process, please submit a signed letter from the administrator of the agency/institution indicating an understanding of the project and agreement for you to conduct your research at the site. The letter must be on site letterhead. Schools, mental health clinics, rehabilitation centers, etc., are some examples of external agencies/institutions. Please insert this letter(s) after this form.












                                 IRB Form # 4
Description and Recruitment of Research Participants
	1.   Participant Description (Please check all that are involved in project):

	 FORMCHECKBOX 

	Children (< 18yrs.)
	 FORMCHECKBOX 

	Mentally Disabled

	 FORMCHECKBOX 

	Pregnant Women
	 FORMCHECKBOX 

	Inmates/Prisoners

	 FORMCHECKBOX 

	Adults (18yrs or > )
	 FORMCHECKBOX 

	SCSU Students

	 FORMCHECKBOX 

	Physically Disabled
	 FORMCHECKBOX 

	SCSU Faculty/Staff

	 FORMCHECKBOX 

	Other institutions
	 FORMCHECKBOX 

	Other (Please attach explanation. Insert as #1 after this page.


	2.  Number of Participants:
	     
	3. Participant Age Range:
	     


	4.  Research Participant Recruitment: 

	a.   What is your recruitment plan?

	     


	b.  How will you publicize that participants are needed for this investigation? (Please give complete details. See guidelines for the use of advertisements and announcements in application instructions. Attach any recruitment advertisements or announcements. Insert as item #2 after this page. )

	     


	c.   Where will participant recruitment take place? (Please give complete details.)

	     




	d.   Will participants be paid or receive other compensation for participating?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	e.   If yes, please explain how you will protect against coercion to participate.

	     


	f.   If yes, please indicate all payment/compensation/reimbursement arrangements including amounts/types and persons responsible for disbursement. 

	     


	g.   Will participants incur costs? 
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	h.  If yes, please indicate costs (Please note: these costs may involve indirect expenses – e.g. travel, time used, parking tolls, etc.).

	     


	i.   If yes, please indicate: (a) person(s) responsible for paying these costs; and (b) the arrangements made to         disburse payment.

	     

	j.  Person(s) responsible for recruitment of research participants (If more than one person will be responsible for recruitment please indicate name, affiliation and qualifications to recruit on an attached sheet. Insert as item #3 after this page.):

	Name:
	     
	Affiliation:
	     

	Qualifications (Please indicate the recruiter’s, and/or the recruiter’s advisor’s experience, education, training regarding interactions with the intended recruitment population.): 

	     


	m.  Anticipated date when        recruitment will begin (month/year):
	     
	n.  Anticipated date when recruitment will end (month/year):
	     


	Note: research participant recruitment cannot begin until IRB approval has been obtained.




Undue Influence and Manner of Research Participant Selection

  








                 IRB Form # 5






	1. Undue Influence (Please indicate the relationship of recruiter to  potential participants. Please consider any possibility for undue influence a recruiter may exert directly or indirectly to encourage participation. Possible undue influence relationships may include but not be limited to: employer/employee; teacher/student; parent/child.):

	     

	a.   If undue influence to participate may be possible, please indicate your plan to neutralize this issue:   

	     


	2.   Manner of research participant selection.

	a.   What criterion will you use to select participants for this research?

	     


	b.   What criterion will you use to exclude participants from this research?

	     


	c.   If you will exclude participants please indicate your rationale for doing so.

	     



    








                  IRB Form # 6
Interventions

	1.   Please describe in detail any and all interventions to be used with participants (If there are to be no interventions please indicate “Not Applicable.”):

	     


	2.   Please describe the procedures you will have in place to debrief participants during, and following the completion of your research (If there is no need for debriefing please indicate “Not Applicable.”):

	     


	3.   Please indicate all educational, professional, volunteer or training experiences which qualify the advisor (if applicable), principle investigator, co-investigators or research assistants, to conduct the intervention. If applicable please attach copies of all certificates, licenses, and other documents which validate investigator(s) qualifications (Please insert  all validating documents after this page. If there are to be no interventions please indicate “Not Applicable.”):

	     












                   IRB Form # 7
Data Gathering and Disposition

	1.   Data Gathering:

	a.   Please describe in detail procedures to be used in collecting data from research participants in this study. Presentation of your data gathering procedures should contain enough information so that a reader, following your description, would be able to replicate your procedures (You must include copies of all data gathering instruments. These documents may be placed at the end of your proposal.):

	     



	2.   Data Disposition:

	a.  Please indicate in detail what the disposition of your data will be. For example, is it to be earmarked for publication, dissemination to special groups, limited to distribution in a class, department, etc.

	     












                IRB Form # 8
Benefits Versus Risks Assessment

	1.   Benefits:

	a.   Please describe in detail any benefits to be gained by research participants as a result of participating in this study. These benefits generally must outweigh any risks that may be associated with participation. (Usually, studies are not designed to benefit an individual participant. Rather, they are designed to determine information about a population of individuals of whom a participant is a member.):

	     


	b.   Please describe the potential benefits to be gained by the researcher’s field of study and/or society in general as a result of conducting this research: 

	     



	2.   Risks:

	a.   Please describe in detail any known, or potential risks associated with participating in this research for your (1) participants, (2) investigators, (3) recruiters, (4) the university, and the institution where the research will be conducted. (Please note: If you conclude that there are no risks to research participants, investigators, the university, and the research institution, you must give reasons for this conclusion.):

	     


	b.   Please describe the steps that you will take to minimize risk and/or protect research participants, investigators, the university, and the research institution against each of the risks you describe.

	     












                  IRB Form # 9
Anonymity, Privacy , and Confidentiality

	1.    Anonymity: (For purposes of IRB review, anonymity means that information obtained from participants is recorded in such a manner that individual participants cannot be identified directly or through identifiers linked to the participants.)

	a.  If appropriate, what plan do you have in place to insure the anonymity of human research participants in this study? 

	     



	2.   Privacy: (For purposes of IRB review, privacy may be defined as participants having control over the     extent, timing, and circumstances of sharing themselves (physically, behaviorally, or intellectually with others. Views on privacy vary greatly across cultures and research populations. The investigator must be aware of the privacy issues of their participants and design data collection and maintenance accordingly.)

	a.   How will you insure that only information required for the conduct of your study will be collected from your participants? (Information collected from participants that is not considered necessary to conduct the investigation might be considered an invasion of privacy). 

	     


	b.   How will you insure that during the collection and dissemination of study data your participants   will be free from unsanctioned physical, informational, and decisional intrusions related to the conduct of your study?

	     



	3.   Confidentiality: (For purposes of IRB review, data confidentiality means treating information that a participant has disclosed as part of a relationship of trust. The participant should be assured that information they disclose will not be divulged to others in ways that are inconsistent with their original consent to participate, unless they give specific permission to do so.)

	a.   What plan do you have in place to assure confidentiality of participant data? 

	     



	4.   Research Records Maintenance:

	a.  What plan do you have in place to retain your research records and data for three years following the completion of your research? (Please indicate how confidentiality and privacy of your research participants will be maintained for this period. Further, please indicate how records will be stored so that they may be accessible for inspection and copying if required during this period.):

	     












                IRB Form # 10
Participant Notice of Research Involvement Check List 

	1.   Please indicate the participant notice of research involvement format you will employ in your study. Check all that apply:

	 FORMCHECKBOX 

	Informed Consent 
	 FORMCHECKBOX 

	Child Assent 
	 FORMCHECKBOX 

	Parent/Guardian Consent/Permission

	 FORMCHECKBOX 

	Cover Letter
	(Insert all “Notice of Research Involvement” documents as item #1 after this page.)


	2.   Variations:

	 FORMCHECKBOX 

	Other (Insert explanation as item #2 after this page.)
	 FORMCHECKBOX 

	Waiver of  Informed Consent (See SCSU HRPP Form # 12.)


	3.   The following present the basic elements of participant “Notice of Research Involvement” Please check each item to be sure your “Notice of Research Involvement” (regardless of format) provides this information to each participant. If you will omit any item please indicate your reason in the space provided. Note: it is uncommon to omit any of the required items (Waivers excepted.):

	X
	Description
	Reason for Omission

	 FORMCHECKBOX 

	a.   Study Title.
	     

	 FORMCHECKBOX 

	b.   Who you are and how you may be reached (see item “m” below).
	     

	 FORMCHECKBOX 

	c.   A statement that the study involves research.
	     

	 FORMCHECKBOX 

	d.   An explanation of the purposes of the research.
	     

	 FORMCHECKBOX 

	e.   The expected duration of the participant’s involvement in study.
	     

	 FORMCHECKBOX 

	f.   A description of the procedures to be followed.
	     

	 FORMCHECKBOX 

	g.   Identification of any procedures which are experimental.
	     

	 FORMCHECKBOX 

	h.  A description of any foreseeable risks or discomforts to participants.
	     

	 FORMCHECKBOX 

	i.   A description of any benefits to the participant or to others which may be reasonably expected from the research (Note: generally, research on populations does not benefit the individual participant directly. If this is the case please so indicate.).
	     

	 FORMCHECKBOX 

	j.   A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant. 
	     

	 FORMCHECKBOX 

	k.  A statement describing the extent to which confidentiality of records identifying the participant will be maintained.
	     

	 FORMCHECKBOX 

	l.   For research involving more than minimal risk, an explanation as to whether any compensation, or any medical or other treatments are available, if injury occurs and, if so, what they consist of, or where further information may be obtained.
	     

	 FORMCHECKBOX 

	m. An explanation of whom to contact for answers to pertinent questions about the research and research participant’s rights, and whom to contact in the event of a research-related injury to the participant (The phone number of the SCSU HRPP (203) 392-5243 should be included in this section.).
	     

	 FORMCHECKBOX 

	n.  A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled, and that the participant may discontinue participation at any time without penalty or loss of benefits.
	     

	 FORMCHECKBOX 

	o.   A location for participant signature and date of signing (Consent, Assent, Parent Permission only).
	     


	4.   Items to include ONLY if applicable to your study:

	 FORMCHECKBOX 

	a.  A statement that a particular treatment or procedure may involve risks to the participant (or embryo or fetus if the participant is pregnant or may become pregnant), which are currently unforeseeable. 

	 FORMCHECKBOX 

	b.  Anticipated circumstances under which the participant’s participation may be terminated by the investigator without regard to the participant’s consent.

	 FORMCHECKBOX 

	c.   Any costs to the participant that may result from participation in the research.

	 FORMCHECKBOX 

	d.  The consequences of a participant’s decision to withdraw from the research and procedures for orderly termination of participation by the participant.

	 FORMCHECKBOX 

	e.  A statement that any significant new findings developed during the course of the research, which may be

     related to the participants willingness to continue participation, will be provided to the participant.


	5.   Reminders:

	 FORMCHECKBOX 

	a.  Consent, assent, and parental permission documents must be constructed in language readers or listeners can easily understand.  

	 FORMCHECKBOX 

	b.   Please include the following statement in all cover letters for questionnaires or surveys, “Return of this ___?___ indicates my consent to have my data used in this research.” 

	 FORMCHECKBOX 

	c.   Please leave a space on the lower right-hand corner of the consent, assent, and parental permission documents for placement of the IRB approval and expiration date stamp.

	 FORMCHECKBOX 

	d.  For consent, assent, and parental permission documents with multiple pages, please be sure to include in the lower right-hand corner of each page, with the exception of the signature page, a place for the participant to record his/her initials.

	 FORMCHECKBOX 

	e.  I have consulted “Constructing The Informed Consent Document” section of  the IRB application Introduction and Directions and have considered the information in the sample consent document script in constructing my “Notice of Participant Involvement” document(s).   


	6.   Signature:

	a.   Principal Investigator: (Required)
	
	Date:
	     











                IRB Form # 11
Application Form Submission and Order Check List

Prior to submitting your IRB application, please review, check-off, and sign the check list below to be sure all appropriate items are included in your application and that they have been placed in the proper order for submission.
	X
	Form #
	Description

	 FORMCHECKBOX 

	1
	Cover Page (If Applicable, please include the following additional cover page information in the indicated order. Please use a separate sheet for each response. Name and number pages consecutively as shown below.):

	
	2.    Investigator Status: Other

	
	13.  Co-investigators: 

	
	14.   Research Type: Other

	
	15.   Funding Agency: Other

	
	16.   External Agency Review: Disposition

	 FORMCHECKBOX 

	2
	Education Certification Page(s) (for all appropriate personnel):

	
	 a.    On-line Certificate(s) of Completion (for all appropriate personnel):

	 FORMCHECKBOX 

	3
	Project Information:

	
	a.   Agency permission to conduct research

	 FORMCHECKBOX 

	4
	Description and Recruitment of Research Participants:

	
	1.   Participant Description: Other

	
	4.   Research Participant Recruitment: b. Scripts, advertisements and/or announcements 

	
	4.   Research Participant Recruitment: j.  More than one person recruiting  

	 FORMCHECKBOX 

	5
	Manner of Research Participant Selection:

	 FORMCHECKBOX 

	6
	Interventions:

	
	a.   Validation documents from investigators and/or advisors/sponsors

	 FORMCHECKBOX 

	7
	Data Gathering and Disposition:

	
	a.   Copies of all data gathering instruments (place at the end of your proposal):

	 FORMCHECKBOX 

	8
	Benefits Versus Risks Assessment:

	 FORMCHECKBOX 

	9
	Anonymity, Confidentiality, and Privacy:

	 FORMCHECKBOX 

	10
	Participant Notice of Research Involvement Check List:

	
	a.   Copies of all “Notice of Research Involvement” documents employed (Informed Consent, Child Assent, Parental/Guardian Permission, Cover Letter):

	 FORMCHECKBOX 

	11
	I have checked the form order and insertions of supplemental information in my proposal. They follow the check-off list above and include all appropriate information and documentation.

	 FORMCHECKBOX 

	12
	If applicable, I have completed the “Request for Waiver of Signed Notice of Research Involvement” form (Form #12 below):

	 FORMCHECKBOX 

	I have proofread my proposal for syntax and spelling, especially all “Notice of Research Involvement” documents (Your research involvement documents will presumably be distributed to selected segments of the general population. It is your responsibility to be sure that SCSU is represented appropriately by constructing your documents to meet reasonable standards of composition.):  


	Comments (Information for the IRB not contained in the forms.):

	


	Suggestions: (We would be pleased to receive any suggestions you may have to improve the IRB process. You may respond here, or if you would prefer to respond anonymously, please address your suggestions to The IRB, School of Graduate Studies, EN B 110.):

	


	Signature of Investigator Completing this Form:

(Required)
	
	Date:
	     


When completed please submit form to: Southern Connecticut State University, School of Graduate Studies, Engleman Hall, Wing B, Room 110,  501 Crescent Street, New Haven, CT  06515










              IRB Form # 12
Request for Waiver of Informed Consent
Please note: Unless you are requesting a waiver, this form does not have to be submitted.
Federal regulations provide criteria for waivers of any or all of the elements of signed informed consent, parental/guardian permission/consent, and child assent. In order to waive any or all of the elements of these documents, ALL of the criteria listed below must be met. If you are unable to answer “Yes” to these criteria you must construct the appropriate document(s) for your research. 

	Yes
	No
	Waiver Criteria

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research involves no more than minimal risk to participants.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The waiver or alteration will not adversely affect the rights and welfare of the participants.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research could not practicably be carried out without a waiver or alteration.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Whenever appropriate, the participants will be provided with additional pertinent information after participation.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The only record linking the participant and the research is a signed notice of research involvement. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	The research involves no procedure for which a signed notice of research involvement is normally required outside of the research context. 


	If you have indicated a “Yes” response to each of the criteria listed, you must: 

	(a)   Describe the reason(s) why the waiver is necessary:

	     


	(b)   Indicate if the entire document(s) is being waived or only certain required elements are being waived. If only selected elements are being waived please list which ones:

	     




PAGE  

