REQUEST FOR REVIEW OF PROJECT INVOLVING

HUMAN SUBJECTS OR HUMAN SPECIMENS Form 103

ETSU IRB and ETSU/VA IRB 

ALL INFORMATION MUST BE TYPED ( ENSURE ALL QUESTIONS ARE ANSWERED, REGARDLESS OF THE TYPE OF STUDY YOU ARE SUBMITTING!!!
	1.
	Institutions responsible for review (check all applicable):
	 FORMCHECKBOX 
ETSU       

 FORMCHECKBOX 
VA R&D              

 FORMCHECKBOX 
JCMC                 
	 FORMCHECKBOX 
Other MSHA SITE(S)                                  

 FORMCHECKBOX 
Child Study Centers or Little Buccaneers        

 FORMCHECKBOX 
University School                                        

	2.
	Project Title: (if funded or submitted for funding, the title must match your grant application) VA Proposals must not exceed 142 characters

	     

	3.
	Principal Investigator:

Affiliated with ETSU?
	     
 FORMCHECKBOX 
 Yes, paid employee  

 FORMCHECKBOX 
 Yes, clinical appt only 

 FORMCHECKBOX 
 Yes, student

 FORMCHECKBOX 
 Yes, resident

 FORMCHECKBOX 
 No 
	Contact for IRB Correspondence (write “self” if applicable):
	     

	Department:
	     
	Department:
	     

	Campus Box #:
	     
	Campus Box #
	     

	Off-Campus Address:
	Off-Campus Address:

	     
	     

	Email Address:
	     
	Email Address
	     

	Work Phone:
	     
	Work Phone:
	     

	Alternate Phone:
	     
	Alternate Phone:
	     

	Fax Number:
	     
	Fax Number:
	     

	4.
	Students: complete entire section 4 

AND SUBMIT
SIGNED ASSURANCE STATEMENT
	 FORMCHECKBOX 
Thesis Research

 FORMCHECKBOX 
 Dissertation

 FORMCHECKBOX 
 Non-Thesis Research

Estimated Date of Graduation:      
	Thesis/Dissertation Chair Must be listed as Co-Investigator: 


	Name:       
Department:      
Campus Box:     
Email Address:     
Work Phone:      
Alternate Phone:     
Fax Number:     
Off-Campus Address:      

	5.
	Outside Sponsoring Agencies: (Note: List cooperative project sponsors where applicable)

 FORMCHECKBOX 
Not Funded

 FORMCHECKBOX 
VA Merit Review

 FORMCHECKBOX 
Federal/State (agency name):      
 FORMCHECKBOX 
Departmental Grant (Dept. Name):      
 FORMCHECKBOX 
Other Funding Source (i.e., pharmaceutical co.,  extramural)      
Is there, or will there be a contract associated with this study?     FORMCHECKBOX 
Yes*   FORMCHECKBOX 
No

If yes, you must submit a copy of your contract, or at minimum, a copy of any contract pages referencing  provisions for medical care or other care or services for research-related injury to the IRB with the submission.
If protocol has been funded or submitted to external sponsor, provide the ORSPA # here      
	6. Type of review requested: 

 FORMCHECKBOX 
 Full Review (more than minimal risk)

 FORMCHECKBOX 
 Full Review– WITH REQUEST FOR WAIVER OR ALTERATION OF REQUIREMENT TO OBTAIN INFORMED CONSENT**

 FORMCHECKBOX 
 Full Review– WITH REQUEST FOR WAIVER OF REQUIREMENT OF WRITTEN DOCUMENTATION OF INFORMED CONSENT**

 FORMCHECKBOX 
 Expedited Review (minimal risk as determined by federal guidelines)

 FORMCHECKBOX 
 Expedited Review – WITH REQUEST FOR WAIVER OR ALTERATION OF REQUIREMENT TO OBTAIN INFORMED CONSENT**

 FORMCHECKBOX 
 Expedited Review – WITH REQUEST FOR WAIVER OF REQUIREMENT OF WRITTEN DOCUMENTATION OF INFORMED CONSENT**

 FORMCHECKBOX 
 Exemption Review

	7.
	Determination of Applicability of FDA Regulations

	Investigational Drug (if applicable)?
	YES    FORMCHECKBOX 

	NO    FORMCHECKBOX 

	IND Number:*     

	Investigator’s Brochure available?
	YES    FORMCHECKBOX 
 
	NO    FORMCHECKBOX 


	Investigational Device (if applicable)?
	YES    FORMCHECKBOX 

	NO    FORMCHECKBOX 

	IDE Number:       

	Investigator’s Brochure available?
	YES    FORMCHECKBOX 

	NO    FORMCHECKBOX 


	If  drug or device trial, who is the sponsor?
	     

	Will any data from this study be reported to the FDA?
	YES    FORMCHECKBOX 

	NO    FORMCHECKBOX 


	*If the proposed study involves a drug and an IND number is not given, please answer the following questions:

	a.
	Is the drug being used in the research lawfully marketed in the U.S.?
	YES    FORMCHECKBOX 

	NO    FORMCHECKBOX 


	b.
	Is the research intended to be reported to the FDA in support of a new indication for use or to support any other significant change in the labeling for the drug?
	YES    FORMCHECKBOX 

	NO    FORMCHECKBOX 


	c.
	Is the research intended to support a significant change in the advertising for the product?
	YES    FORMCHECKBOX 

	NO    FORMCHECKBOX 


	d.
	Does the research involve a route of administration or dosage level, use in a subject population, or other factors that significantly increases the risks (or decreases  the acceptability of the risks) associated with the use of the drug product?


	YES    FORMCHECKBOX 

	NO    FORMCHECKBOX 


	e.
	Will the research be conducted in compliance with all applicable FDA policies?
	YES    FORMCHECKBOX 

	NO    FORMCHECKBOX 


	8.
	Type of Project/Procedure to be used (please check all applicable):

	a.
	 FORMCHECKBOX 

	Medical - Therapeutic (evaluation of drugs, treatment protocol, surgical procedure, etc.)

	b.
	 FORMCHECKBOX 

	Medical – Non – Therapeutic (physiological studies, laboratory analysis of blood or body substance)

	c.
	 FORMCHECKBOX 

	Investigational drug/device (e.g., drug study protocol)

	d.
	 FORMCHECKBOX 

	ETSU Studies involving Radioactive Materials.  If this box is checked, the approval of the ETSU Radiation Safety Sub-Committee must be obtained and documented prior to final IRB approval.

Isotope:                                                                    Activity:       
Manufacturer:        
Radiation Safety Director – approval/confirmation of valid license:                        Date:        

	e.
	 FORMCHECKBOX 

	For VA studies involving radioactive materials, the approval of the VA Subcommittee on Research Safety is required before study initiation.

Isotope:                                                                    Activity:       
Manufacturer:        
Radiation Safety Director – approval/confirmation of valid license:                        Date:        

	f.
	 FORMCHECKBOX 

	Psychological-Non-Manipulative (evaluation of subject response to educational material, attitude survey, etc.)

	g.
	 FORMCHECKBOX 

	Psychological-Manipulative (response to stressful stimuli, hypnosis, etc.)

	h.
	 FORMCHECKBOX 

	Study involving confidential material without human participation (chart review, etc.)

	i.
	 FORMCHECKBOX 

	Other (please specify):        


	9.
	REQUIRED ATTACHMENTS

	a.
	Forms required for all reviews:

	 FORMCHECKBOX 

	FORM 103 with ORIGINAL SIGNATURES

	 FORMCHECKBOX 

	Project Narrative

	 FORMCHECKBOX 

	IRB Education 

	 FORMCHECKBOX 

	CV/Resume

	 FORMCHECKBOX 

	Conflict of Interest (can be found on the IRB website under FORMS) (VA Form is okay)

	b.
	Additional Forms Required for Expedited and Full Reviews

	 FORMCHECKBOX 

	Informed Consent Document 

	 FORMCHECKBOX 

	Child Assent

	 FORMCHECKBOX 

	VA 10-1086 Consent Form (VA Studies Only)

	 FORMCHECKBOX 

	Advertisements intended for subject recruitment 

	 FORMCHECKBOX 

	Photo/Video Release (if applicable)

	 FORMCHECKBOX 

	Any questionnaire, survey, testing form, data collection sheet, advertisement, or introductory letters associated with this study and intended for subject use.

	 FORMCHECKBOX 

	Grant Application (if applicable)

	 FORMCHECKBOX 

	Complete Protocol (if applicable)

	 FORMCHECKBOX 

	Investigator’s Brochure (if applicable)

	c.
	Additional Forms

	 FORMCHECKBOX 

	ALL STUDENTS: Signed Assurance Statement 

	 FORMCHECKBOX 

	Unaffiliated Investigator Agreement (if  investigator not affiliated with ETSU, the VA, or MSHA)

	 FORMCHECKBOX 

	Research Request Form  (MSHA Studies only)

	 FORMCHECKBOX 

	HIPAA Authorization to Use or Disclose PHI or HIPAA Waiver (Medical Studies only)

	 FORMCHECKBOX 

	Form 1572 (FDA Studies only)

	 FORMCHECKBOX 

	Contract or, at minimum, a copy of any contract pages referencing provisions for medical care or other care or services for research-related injury. (any study that has an associated contract)  APPLIES TO ALL STUDIES WITH A CONTRACT, INCLUDING MSHA STUDIES 

	d.
	Supplemental Forms for Studies Involving Vulnerable Populations

	 FORMCHECKBOX 

	Supplemental Submission for Studies with Children Participants

	 FORMCHECKBOX 

	Supplemental Submission for Studies with Prisoner Participants

	 FORMCHECKBOX 

	Supplemental Submission for Studies with Pregnant Women/Fetuses Participants

	 FORMCHECKBOX 

	Supplemental Submission for Studies with Cognitively Impaired Participants

	 FORMCHECKBOX 

	Supplemental Submission for Studies with Neonates Participants

	e.
	Supplemental Forms for Studies Involving Drug or Device

	 FORMCHECKBOX 

	Supplemental Submission for Studies Involving Drugs

	 FORMCHECKBOX 

	Supplemental Submission for Studies Involving Devices


	10.
	Assurance of Principal Investigator

	The information contained in this request for project review accurately represents the activities of this project involving human subjects.

I will promptly inform the Institutional Review Board of (1) any proposed changes in approved research and will not initiate changes without IRB review and approval with the following exception: a change can be made prior to IRB approval when necessary to eliminate apparent immediate hazards to the research subjects.  In such a case, I will inform the IRB promptly of the change following its implementation (within 10 working days).  I will promptly inform the IRB of (2) any unanticipated problems involving risks to participants or others (within 10 working days).

       Principal Investigator _______________________________________________   Date _________________________________

       Printed Name                


	11.
	Approval Signatures

	Approval Signature of ETSU Department Chair, Dean, or VA Service Chief, (all ETSU/VAMC applications) or Corporate Director, MSHA Department of Research *(applications  of all MSHA investigators not employed  by ETSU or VA)  attesting that this proposal has been reviewed for scientific merit and that adequate resources are available to protect participant rights and welfare.  (If you are a student and submitting this proposal for thesis or dissertation, obtain signature of thesis dissertation committee chair instead of department head – see below.)   
       Department Head      _______________________________________________   Date _________________________________

       Printed Name                
Signature of other ETSU Department Chairs if other departments are involved in this research

       Department Head      _______________________________________________   Date _________________________________

       Printed Name                 
*  ETSU’s  Vice Provost for Research may provide attestation that the proposal has been reviewed for scientific merit if the MSHA Corporate Director of  

    Research is unavailable.  
**See Appendix A for information about waivers 




*Appendix A: This checklist is for Investigator Information and is not required to be submitted. 

Requesting Waiver or Alteration of Requirement to Obtain Informed Consent
Please note that waiver of informed consent can not be given when research is subject to FDA regulation. 

The IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent, or waive the requirement to obtain informed consent provided one of the following sets of conditions exists and is documented:

1. The research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine at least one of the following (a) public benefit or service programs; (b) procedures for obtaining benefits or services under these programs; (c) possible changes in or alternatives to those programs or procedures; or (d) possible changes in methods or levels of payment for benefits or services under those programs 

AND 

2. the research could not practicably be carried out without the waiver or alteration. 

 OR     1. The research involves no more than minimal risk to the subjects;  and 

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

           3. The research could not practicably be carried out without the waiver or alteration and,

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

Requesting Waiver of Requirement of Written Documentation of Informed Consent
Under certain conditions, the IRB can waive the requirement that the participant sign the consent form.  However, waiver of documentation of informed consent does not constitute waiver of informed consent.  The IRB reviews the written description of the information that will be provided to participants.   

The IRB may waive the requirement for the investigator to obtain a signed consent form for some or all participants if it finds either (46 CFR 117(c):

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 participant will be asked whether the subject wants documentation linking the subject with the research, and the participant’s wishes will govern.  (not applicable to research subject to FDA regulation)

OR

                  2.  that the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.

In cases where the documentation requirement for informed consent is waived, the IRB requires the investigator to provide participants with a written statement regarding the research. That written statement must contain all the required elements of informed consent (see policy 13).
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