1

10

[bookmark: _GoBack]

HUMAN SUBJECTS RESEARCH 

FULL REVIEW APPLICATION
Revised 5/2012

Instructions to accompany this application are online at 
http://dc.edu/w_content.aspx?pageid=5235&id=1814
or
https://my.dc.edu/ICS/Academic_Programs/Default_Page.jnz?portlet=Handouts_2011-09-23T12-13-03-408

















DOMINICAN COLLEGE
470 WESTERN HIGHWAY
ORANGEBURG, NEW YORK 10962-1299
845-359-7800







FULL REVIEW RESEARCH
APPLICATION TO IRB COMMITTEE OF DOMINICAN COLLEGE

1. Investigator/Project Director
	Name & Title:
	     

	Date of Application:
	     
	Dates of Project:
	     

	Mailing Address:
	     

	City
	     
	State
	  
	Zip
	     

	Phone
	     
	E-Mail Address
	     

	Project Title
	     


	Type of Project: 

	|_|  Student	|_| Staff	   |_| Faculty     |_| Other

	                            If Other, specify
	     



Anticipated source of funds, if any (if project will be funded under a grant to another investigator, please give title of the grant and the investigator’s name).
	     



	Proposal has been/will be submitted to a funding agency (date)  
	     



Name and address of person at funding agency and/or faculty advisor at the college who should receive notice of Committee approval (other than investigator):
	Name
	     

	Address
	     

	City
	     
	State
	  
	Zip
	     



A. SUBJECT POPULATION

	Describe sample population
	Select Institutional Affiliation of Subjects

	Insert Number Below:
	

	     
	Child
	|_|
	No Affiliation

	     
	Adult
	|_|
	Dominican College

	     
	Geriatric
	|_|
	Any other school*: specify by name
     

	     
	Minor
	
	

	     
	Mentally Challenged
	|_|
	prison*

	     
	Special minority groups: specify
     
	|_|
	hospital*

	
	
	|_|
	other institution*: specify by name
     

	     
	TOTAL NUMBER OF SUBJECTS 
(add numbers from rows above)
	|_|
	



*Complete the section below ONLY if you indicated your participants are from an institution OTHER than DC.
	*Does the non-DOMINICAN COLLEGE institution selected above have an IRB?  
	

	If yes, has the IRB approved the application?  
	
	Date
	     

	Will the institution accept the Dominican College IRB as the primary IRB?  
	




2. How are participants chosen (records, classes, referrals, canvassing, etc.; be specific)? 
If participants are chosen from records, indicate who gave approval for use of records?

	     



   3. How are participants initially contacted (ads, telephone, letter, sign-up sheets, etc.)? Be specific.
	     



	4.  Will participants receive inducements before or rewards after the study?
	Choose an item.

            If yes, explain type 
	     




	5.  Will the subject be charged for any research-related procedures?
	Choose an item.

	   If yes, explain 
	     



---------------------------------------------------------------------------------------------------------------------------------
B.   	RESEARCH OPERATIONS

Check as many of the following as are applicable to your research.
	[bookmark: Check1]|_|
	Obtaining information from archives or files

	[bookmark: Check2]|_|
	Observing, filming, video/audio-taping participants

	[bookmark: Check3]|_|
	Testing, questioning, surveying, interviewing, psychometric measurement

	[bookmark: Check4]|_|
	Changing participants through training, therapy, behavior modification, etc

	
	a. With the intent to produce lasting change
	[bookmark: Check5]|_|

	
	b. With no intent to produce lasting change
	[bookmark: Check6]|_|





C. 	ABSTRACT

1.	Use the three spaces below to: (1) clearly state the purpose of the study or program in which human participants will be used, (2) specify what will be done to or for the participants or participants, and (3) briefly describe your methodology in 250 words or less.

	PURPOSE
	      



	SPECIFICATION OF WHAT WILL BE DONE TO OR FOR PARTICIPANTS
	     




C. ABSTRACT (continued)
	
BRIEF DESCRIPTION OF METHODOLOGY (250 words or less)
	      





D.	RISKS

	The purpose of this section is to determine the level of risk in this FULL REVIEW APPLICATION.  “AT RISK,” means “… they may be exposed to the possibility of harm - physical, psychological, sociological, or other - as a consequence of any activity which goes beyond the application of those established and accepted methods necessary to meet their needs.”

	Does the research planned in this project involve: 
	Yes
	No

	1
	Possible invasion of privacy of subject or family, including use of personal information or records?
	[bookmark: Check9]|_|
	|_|

	2
	The administration of physical stimuli other than auditory and visual stimuli associated with the subject’s normal situations 
	|_|
	|_|

	3
	Deprivation of physiological requirements such as nutrition or sleep; manipulation of psychological and/or social variables, e.g., sensory deprivation, social isolation, psychological stresses?
	|_|
	|_|

	4
	Deception as part of the experimental procedure (if study involves the use of deception, the protocol and “DEBRIEFING PROCEDURE” used upon completion of the study includes a description of this fact)?
	|_|
	|_|

	5
	Any probing for information which an individual might consider to be personal or sensitive?
	|_|
	|_|

	6
	The presentation to the subject of any materials which they might find offensive, threatening or degrading?
	|_|
	|_|

	7
	The requirement of physical exertion beyond the subject’s normal situations?
	|_|
	|_|

	8
	Other
	|_|
	|_|



With the exception of #4 above (deception), all items checked “yes” must be reflected in the informed consent to properly describe these risks to participants.

If all of the above criteria are marked “no,” you should submit a minimal risk application instead. 

Attach a description of the potential risks marked “yes” above, and the precautions that have been or will be taken to minimize them.  

	     





E.	CONFIDENTIALITY OF DATA

	
	
	Yes
	No

	1
	Will any data be made a part of any permanent record that can be identified with the 
Subject?
	[bookmark: Check10]|_|
	|_|

	2
	Whether or not a subject participates in the study will be made a part of any permanent record available to a supervisor, teacher, or employer?
	|_|
	|_|

	3
	List the steps which will be taken to ensure data are confidential:
     
	
	




F.	INFORMED CONSENT
	
Informed consent is necessary for all research and other activities involving human participants. It may be secured in several ways, but must always be documented in some manner. The investigator may determine, within the policy limits described in the Application Instructions, which method she/he believes would best serve the interest of the participants of this particular project. However, the IRB Committee of Dominican College reserves the right, upon review of the research and its attendant risks, to require alternate and/or more stringent means of securing consent if necessary in order to protect the subject(s).  Use of clinical patients also requires approval of the attending physician and/or institution. Use of participants not able to give personal consent, for reasons of age, mental state, legal or other status, requires the consent be secured from the parent(s) or legal guardian. If it appears necessary to use consent procedures which differ from those normally required, define and justify their use.

	1.	Describe procedures used to obtain informed consent and attach your informed consent (see Application Instructions and online template for guidelines and sample) as an appendix or justify why informed consent will not be obtained (e.g., in an unobtrusive observational study of naturally occurring, public behavior). If only partially informed consent will be obtained (e.g., in a deception study), justify this procedure and explain how risks to participants will be avoided (see Application Instructions).

	     


	

	2.	Has approval been obtained from appropriate, responsible authorities (e.g., company or hospital officials in participant recruitment locations)?

	Choose an item.


	3.	Describe approvals obtained or to be obtained and attach supporting documents if available.
	     



G.	CONFLICT OF INTEREST.

Do any of the research personnel, or spouses or dependent children, or any of the study personnel have financial or other interests related to this project or that may be perceived to be related to this project that may interfere with an unbiased, objective examination of the study data?  (Please review Conflict of Interest section of IRB Instructions and Conflict of Financial Interest Form before answering this question.)

	|_|  No.  
|_|  Yes.  Describe the real or perceived conflict.  If the conflict involves financial or other interests, complete “Conflict of Financial Interest Form” available at IRB Website and attach to application.
     



H.	CERTIFICATION

	1.	I certify that the information concerning the procedures to be taken for protection of human participants is correct. I will seek and obtain prior approval for the substantive modification in the protocol and will report promptly any unexpected or otherwise significant adverse effects encountered in the course of the study. I have also thoroughly reviewed the checklist (last page of this document) and confirm the inclusion of all appropriate documents, and that all necessary elements are addressed in my consent form(s).

	
	
	

	Signature of Principal Investigator(s)


	DATE



	2.	Signature here indicates faculty advisor has reviewed the checklist in the application (last page of this document), confirms the inclusion of all appropriate documents, and has reviewed the consent(s) and verifies that all necessary elements are addressed.

	
	
	

	Signature of Faculty Advisor 

	DATE



	3.	If required by a Department

	
	
	

	Signature of Department Head 
	DATE


This page is for inserting or pasting any additional pages in Word.  Do this ONLY AFTER completing the prior pages of this application. 
To do so go to your “Review” tab above and select “Restrict Editing.” At the far right select “Stop Protection.”  You can now insert additional pages or text of your choice here.

ETHICS CERTIFICATE:  The ethics certificate can be attached AFTER you print this application and sign it. Then scan this application WITH the ethics certificate as the last page and forward as a PDF to the Chair.



REMOVE THIS PAGE BEFORE 
SUBMITTING APPLICATION TO IRB!

CHECKLIST FOR APPLICATION

To ensure that proposals submitted are complete, the Committee has developed the attached checklist for your review.* Research advisors must REVIEW this form WITH their students.

This worksheet is ONLY for the research investigator & should not be submitted with the application.   

	
	
	Yes
	No
	N/A

	   1.
	Does the application state the purpose of the study?
	|_|
	|_|
	|_|

	   2.
	Does the application describe the subject population?
	[bookmark: Check14]|_|
	|_|
	|_|

	   3.
	1. Does the application summarize the tasks participants will be asked to complete?
	|_|
	|_|
	|_|

	   4.
	Are participants placed at risk?
	|_|
	|_|
	|_|

	   5.
	Did the researcher make provisions for minimal risk?
	|_|
	|_|
	|_|

	   6.
	2. Does the scientific merit of the study warrant placing participants at risk?
	|_|
	|_|
	|_|

	   7.
	Have provisions been made for the care of participants in the event of accident or complications 
related to the procedures?
	|_|
	|_|
	|_|

	   8.
	Does the Proposal describe the procedures to preserve confidentiality?
	|_|
	|_|
	|_|

	   9.
	Have provisions been made to obtain approval from all appropriate authorities related to the 
study (e.g., parents, school officials, company officials)?	
	|_|
	|_|
	|_|

	10.
	3. Does the informed consent:
	
	
	

	a.
	4. State who the investigator is and the purpose of the study?
	|_|
	|_|
	|_|

	b.
	5. Indicate precisely what participants will be asked to do?
	|_|
	|_|
	|_|

	c.
	6. Speak to the way findings will be disseminated?
	|_|
	|_|
	|_|

	d.
	7. Address potential risks?	
	|_|
	|_|
	|_|

	e.
	8. Describe any benefits (e.g., psychological or physical)?*
	|_|
	|_|
	|_|

	f.
	9. Describe remuneration (compensation, e.g., $$ or research credits)?*
	|_|
	|_|
	|_|

	g.
	10. Indicate that one may withdraw without prejudice?
	|_|
	|_|
	|_|

	h.
	11. Offer to answer any questions?
	|_|
	|_|
	|_|

	i.
	12. State that participants will receive a copy of the consent?
	|_|
	|_|
	|_|

	11.
	13. If informed consent forms do not meet the criteria (above), is adequate justification
provided?
	|_|
	|_|
	|_|

	12.
	14. Has investigator described the procedures used to obtain informed consent or justified 
the lack of consent?
	|_|
	|_|
	|_|

	13.
	Have all instruments and supporting documents been attached?
	|_|
	|_|
	|_|

	14.
	Are original signatures attached?
	|_|
	|_|
	|_|

	15.
	15. Is a certificate of completion of IRB tutorial attached for each researcher? (see Policy Statement or IRB website for links)
	|_|
	|_|
	|_|



*Benefits & remuneration (i.e, compensation) are two separate issues and both must be addressed in your informed consent.



