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Quietmind Foundation Institutional Review Board

Application for Review of Proposal
Version 11-2020
Instructions: Fill in blanks.  Need not adhere exactly to form, so long as information is accurate and complete.  If there are questions as to applicability, include them on this form. 
Date submitted to IRB:         
Brief (Informal) Title:   
(Please use Brief Title in e-mail subject lines, etc.)
PROJECT TITLE:   

PRINCIPAL INVESTIGATOR (PI):   

Phone/FAX Numbers:                             EMAIL ADDRESS:    
CO-INVESTIGATOR(s), degrees and titles:    
ADDITIONAL INFORMATION IF APPLICABLE:
If part of a larger project (as in one site of a national study), include description of the project.  If sponsored by a for-profit or non-profit organization or government grant, give full details including contact information of sponsor, amount and time period of grant, etc.

RESEARCH ETHICS CERTIFICATION (mark box for each person)

(See Policies and Procedures Manual) 

	Name1

	NIH/PHRP Course Certification2
	Other Certification2
	Academic Course Completion3
	Will Complete Course
	Other4

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


1 All persons expected to have contact with human subjects or access to personally identifiable information; “To be hired” etc. is acceptable.   2 Submit copy of certification.   3 Submit evidence, e.g., copy of transcript showing course titled “Research Methods and Ethics.”  4 Explain below.
CERTIFICATION

THIS CERTIFICATION MUST BE COMPLETED AND ALL THE REQUIRED SIGNATURES MUST BE OBTAINED BEFORE THIS PROTOCOL/RESEARCH PROJECT CAN BE ADMINISTRATIVELY PROCESSED.
CONFLICTS OF INTEREST

A conflict of interest exists whenever an individual conducting research under the aegis of Quietmind Foundation (QMF) or pursuant to the review and approval of the QMF IRB, or a member of the individual’s family (i.e., spouse, dependent children, and other person living in the same household), possesses a significant financial interest in an activity that involves his/her responsibilities to QMF or to a sponsor or other party with a financial interest in the research.  Significant financial interests include: (1) an equity interest representing more than 5% ownership interest or $10,000 in a financially interested company; (2) service as an employee, director, officer, partner, or other fiduciary role in a financially interested company regardless of whether remuneration for such service is received; (3) income (e.g., consulting salary) of $10,000 or more annually from a financially interested company; (4) any loan to the investigator or his/her family by a financially interested company; (5) gifts with a value of more than $10,000 within a 12-month period from a financially interested company; (6) royalty income or the right to receive future royalties under a patent license, copyright agreement, etc. with a financially interested company; and (7) any bonus or milestone payment in excess of $10,000. Financially interested companies are those commercial entities with financial interests that would reasonably appear to be affected by the conduct or outcome of the research.  The term encompasses not only the sponsor but also any company that competes with the sponsor of the research, if the financial interests of such a company would reasonably appear to be affected by the research.

The Principal Investigator and all Key Personnel must answer the following questions, checking the appropriate response.

Principal Investigator & Key Personnel:

Name:____________________________________________

Regarding this proposal, do you have a conflict of interest in a financially interested company? 

[   ] Yes  [   ]  No

Name:____________________________________________

Regarding this proposal, do you have a conflict of interest in a financially interested company? 

[   ] Yes  [   ]  No

If Yes, explain in detail.

SIGNATURES

This page must be signed by ALL KEY PERSONNEL participating in the project. The Principal Investigator agrees to accept responsibility for the conduct of the project and to provide the required progress reports if a grant/contract results from application/proposal.  All Key Personnel certify that, to the best of their knowledge, all information provided for Committee reviews is correct and in compliance with QMF policies

Please print all names to the left of signature lines.

Principal Investigator: NAME:        




Signature:







Key Personnel: NAME:              




Signature:







Key Personnel: NAME:              




Signature: 





 
Quietmind IRB Project Summary 

Primary Research Facility

Name:   

Address:  
Phone/FAX number(s) of facility:   
Email address:   
Contact: The person with whom the IRB will remain in contact about the study IF DIFFERENT FROM PI.
Name and contact info:   
Please complete all portions of the application form. Be clear and precise. Use language that could be understood by a well-educated layperson, and define any acronyms used. Note: Questions can be answered literally one by one, or addressed in narrative.  A longer separate proposal narrative can be attached to provide details, but if so, brief statements should also be included below.

PART A- SUMMARY OF STUDY

1. Brief synopsis of the project, in layperson’s language. 
2.  Objectives and Significance


a. What is (are) the primary goal(s) of the study?

b. What is (are) the secondary goal(s) of the study?

c. What is the significance of study?


Why is it important?


What benefit or knowledge will be gained?

d. What hypotheses are you testing?
3. In layperson’s terms, describe the background and rationale for the research to be conducted.
4. Briefly describe the research design (include applicable charts and diagrams).


a. Overview of design, including setting:


b. Inclusion/exclusion criteria for subjects, and numbers to be recruited:
c. Procedures and methods to be employed: 
d. Data analysis: Provide statistical design:
5. Identify the sources of research material obtained from study participants, e.g., QEEG, neuropsychological testing, patient self-report, etc.  If tests are uncommon, describe fully and attach a copy.
6. What is the data and safety-monitoring plan for this protocol? How will subjects’ safety and data accuracy be assured?
PART B- SUBJECTS

1.  Expected number of subjects to be enrolled:    
2. Inclusion criteria:   
3. Indicate for each of the following groups (check one box on each line):
	Group
	Specifi-cally

Recruited
	Expected
	Not excluded, but unlikely to meet criteria
	Excluded

	Minors (age 0-17)
	
	
	
	

	Youth (18-20)
	
	
	
	

	Cognitively impaired persons
	
	
	
	

	Women of reproductive potential
	
	
	
	

	Pregnant women
	
	
	
	

	Minorities
	
	
	
	

	Other (not already addressed in Inclusion criteria)
	
	
	
	

	
	
	
	
	

	
	
	
	
	


   Prisoners: If it is expected that prisoners will be enrolled into the study, the PI must notify the IRB in advance of the submission so that specific issues may be addressed. 

4. Explanation of Exclusion

Federal IRB regulations require equitable selection of subjects. If you indicated “excluded” to any of the categories above, you must provide a scientific reason for such exclusion.

5. How will subjects will be recruited (e.g., physician referral, newspaper ad, radio, TV spot, e-mail, etc.)? Please attach all relevant materials for IRB review and approval.
6. Will subjects be paid or receive any other inducements for participating? Will there be any costs to the subjects?  If yes, please explain. Please note that payment of subjects must be on a pro-rated basis unless there are compelling reasons not to prorate.
PART C- DEVICES

1. List all devices to be used in this study. Include make, model, manufacturer, serial number, and calibration history.

2. Is this study being conducted under an IND or IDE? ____ Yes    ____No

If yes, provide the information requested in the table and submit 4 copies of the applicable Investigator Brochure with this application

	Name of experimental drug
	

	Name of experimental device
	

	IND #
	

	IDE #
	

	Name of organization or individual holding IND or IDE #
	


3. Indicate any known side effects for each study device. Also discuss the known side effects that are device-class specific.

4.  Include relevant human clinical data for the study device/procedure.

PART D- RISKS, BENEFITS, AND ALTERNATIVES

1. What are the risks associated with this study?  (Include any risk to participants that might follow from inadvertent release of confidential information.)
2.  What measures will be taken to minimize risks associated with this study?
3. Provide justification of the risks inherent in participating in this study as compared to the potential benefits to the research subject and/or society in general.

4.  Is there a standard of care for patients with the disorder that this protocol is seeking to investigate? If so, provide a detailed description including palliative care. 
5. Briefly compare risks and side effects of currently accepted therapies and those associated with the proposed protocol’s intervention (if any).

6. Attach all Informed Consent Forms, and describe here how consent (and assent for minors) will be obtained and by whom.  Note that a copy of the Consent signed by both the participant and researcher/witness must be offered to the participant.
PART E- CHILDREN

1. Will this study’s subject cohort involve children (17 or under)?  Yes _______  No _______ 

 (If no, address question # 7 below and then go to Part F).

2. Discuss your protocol’s process for including children.

3. Why has this age range of children been selected for this study?

4. Describe the research team’s expertise with regard to the proposed subject cohort.

5. Describe the setting in which children will be seen.

6. How will the assent process be conducted for all subjects under 17 years of age?

(Note: In addition to obtaining consent from parent/guardian, assent must be obtained from children, with the explanation tailored to an age- and competence-appropriate level of understanding.)
7. If children will not be included in the study, why not?

PART F- CERTIFICATION

Federal Regulations require the following responsibilities of the Principal Investigator. Please check those items to which you have conformed, and sign.
As Principal Investigator, I certify that:  (check appropriate boxes)
(
I have read and will abide by the IRB Policy and Procedures Manual.

(
I accept and will meet the federally-mandated responsibilities regarding the conducting of this clinical protocol. 

(
All subjects’ consent will be obtained using IRB approved consent forms.

(
I will ensure that all subjects will be offered a copy of their consent forms and will safely store and maintain the originals.

(
All investigational devices will be used as cited in the protocol.

_________________________________
    ___________

Signature of Principal Investigator
   

date

version 11-2020, minor changes made Sept 2021 & Mar 2022
