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Use this form for research involving (please check one or more of the following)
____
Minors (under 18 years of age) or other vulnerable subjects and/or
____
Deception and/or
____
Risk beyond everyday life 

	Principal Investigator - students and non-UofS require Faculty or Staff Sponsor

	CITI Training cert. date
	Department

	E-mail
	Telephone

	Project Title



	Co-Investigators


	CITI Training cert. date
	Department

	Faculty/Staff Sponsor (if applicable)

	CITI Training cert. date
	Department

	E-mail
	Telephone

	Expected start date of your project: _____________________

Will this project be supported by an external funding agency?
    YES            NO

If YES:  Provide name of funding agency and attach a copy of the grant proposal:

Will research take place at the UofS?           YES          NO  

If NO:
(1)   Provide the name and address for each location (here or on a separate sheet): 

(2) Attach documentation of approval to conduct research at each site (if private property) – either IRB approval or an administrative letter if no IRB exists at the site.

(3) If working with minors in the schools or other institutions, provide copies of necessary clearances for each investigator.

Will there be Research Assistants involved in this project in direct contact with participants and/or 

identifiable data?

    YES         NO  

If YES:  
Each research assistant must complete appropriate CITI training (or approved equivalent) and an “IRB/DRB Research Assistant Certification form” for each person must be submitted to the IRB Administrator or DRB Chair prior to participation in the protocol.



Printed name of IRB or DRB Chairperson:

	


ASSURANCES – FORM C
PRINCIPAL AND CO-INVESTIGATOR(S):

I understand that as an Investigator, I have responsibility for the protection of the rights and welfare of human subjects and the ethical conduct of this research project.  I agree to comply with all University of Scranton policies and procedures, applicable federal, state and local laws, and the ethical principles of my profession.

I will obtain necessary review by the IRB if changes are made in the project.  One month prior to the end of the approval period I will apply for project continuation if needed.  I understand that failure to apply for continuation will result in termination of the project and require resubmission as a new protocol.

I will report any unexpected or adverse events immediately to the IRB.

I certify that the information provided in this request is complete and correct.


____________________________________________________________________________________________________


Signature




Printed Name




Date


____________________________________________________________________________________________________


Signature




Printed Name




Date


____________________________________________________________________________________________________


Signature




Printed Name




Date

FACULTY SPONSOR (for students and non-UofS investigators only)

I understand that I am the primary responsible party for legal and ethical performance of this project.  I certify that the student or investigator is knowledgeable about the regulations and policies governing human subjects and has sufficient training and experience to conduct this particular study in accordance with the approved project.  

I certify that I have read and approved this protocol, and I agree to meet with the principal investigator(s) on a regular basis to review project progress and supervise principal investigator in solving any problems which arise.  I further certify that I will provide written approval of all revisions and addenda to this protocol.

____________________________________________________________________________________________________


Signature




Printed Name




Date


NARRATIVE - FORM C
Provide information following this outline, using the same headings and question numbers.

EVERY item must be addressed or the application will be returned as incomplete.

I. Overview:  Brief description of the 

1.  Most recent relevant research in the area.
2.  Purpose of the study.

II.
Benefits:   The expected benefits of the study such as specific contribution to knowledge in the field and/or to the participants.

III.
Participants:  

1.
Expected number.

2.
Expected characteristics including whether they are:  (a) younger than 18 years of age, (b) prisoners, (c) members of a special group such as institutionalized individuals whose ability to give free, informed consent is likely to be compromised, (d) individuals with impaired ability to give informed consent, (e) pregnant women, or (f) fetuses.

3.
Method of recruitment, including who will be recruiting the participants.

IV.
Procedures:

1.
Description of the methods and procedures to be used with the participants including what the participants will be expected to do, and the investigator(s) interactions with the participants, and information gathered.

2. 
Estimated time commitment for each participant.

V.
Informed Consent:  

1.
Include a copy of the written informed consent form to be signed by the participant which outlines the following:  describe the study information to be provided to participants including (a) all information that would be necessary to make an informed decision to participate, (b) contact information, (c) that they can discontinue participation at any time, and (d) include the statement “If you have questions about your rights as a research participant, contact Tabbi Miller-Scandle, IRB Administrator, Office of Research and Sponsored Programs, University of Scranton, 570-941-5824.” Will this information be presented orally as well as in writing?

2. 
Who will be obtaining the informed consent, an investigator or a research assistant?

VI.
Confidentiality:  Is identifying information being recorded?    ____YES    ____NO

If YES:  
1. 
Why is recording identifying information necessary?

2. 
What identifying information is being recorded?

3. 
Where is it recorded?

4. 
Will information be obtained pertaining to persons other than participants, e.g., family, friends, co-workers?
5. 
Who has access to this information?

VII.
Risks Beyond Everyday Life:  Are there physical, psychological, and/or social risks beyond everyday life involved?    ____YES    ____NO

If YES:

1. 
Describe them.

2. 
What alternative methods not involving risk have been considered?

3. 
Describe how possible harm will be dealt with.

4. 
Provide Risk/Benefit Analysis, justify risks based on benefits of the study.

VIII.
Deception:  Is deception involved?  ____YES    ____NO

If YES:  
1. 
Describe.


2. 
What alternative methods not involving deception have been considered?

3.  Describe debriefing procedure, attach script.

4. 
Provide Deception/Benefit Analysis, justify use of deception based on benefits of the study. 
Form C Applications must be reviewed at a full IRB Meeting and must be received in ORS no later than 5 working days preceding a meeting.  Send one complete electronic copy (must include all relevant documents in one file) to � HYPERLINK "mailto:millert4@scranton.edu" �millert4@scranton.edu� and one hard copy with original signatures to the Office of Research and Sponsored Programs, IMBM 200.  All copies must include: 


Completed and  signed application (pages 1 & 2)


Narrative (page 3 - )


Consent document(s) 


Survey/assessment instruments, interview/debriefing scripts 
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