Project Title
: ___ _________________________________________________________________________

	Identification of PI(s)
	
	
	
	

	Principal Investigator(s
):
	Degree(s):
	Status/rank:
	Department:
	College:

	____ ____
	______
	
	
	

	_________
	_. _
	_
	_ _______________
	____________

	Faculty Advisor (if PI is a student
):
	
	
	
	

	___ ___________
	______
	______________
	________________
	____________

	
	
	
	

	PI contact information
	
	

	Contact phone: 
	_ ________________________
	Fax: 
	______________________________

	Email:
	________________________
	Mailing address

(PO Box): 
	

	Advisor contact information
	
	

	Contact phone:
	________________
	Fax: 
	______________________________

	Email:
	____
	Mailing address:


	

	Support
	

	Is this research project supported by intra- or extramural funding?        
	____ Yes       ____ No

	If “yes”, sponsoring agency/ies: 
	______________________________________________

	Amount of funding:


	_____________________________________________________________


NOTE:   Per Federal requirements, the full grant application must be submitted if the research described in your PRF 

is in conjunction with a grant proposal to the National Institutes of Health or one of its affiliated institutes. 

Verification of Human Subjects Training

All individuals conducting research involving human subjects (with or without financial support of any sponsoring organization or agency) must complete Human Subjects training. Those individuals include principal investigators, co-investigators and all other individuals involved in the conduct of research. Students and their advisors must meet the same standard as faculty and staff.

Please list all individuals involved in the above-cited research study

	Name
	Research Role
(PI, Co-PI, Collaborator, Sub-I, Data Manager, Research Assistant, etc.)
	Will this person be involved in the consenting process? *
	Training Title
Indicate type of training:

Med-I, Med-II, and/or SBS 

(see definitions below)**
	Completion Date(s) for each Human Subjects training listed

(mm/dd/yy)

	 
	PI
	
	
	

	
	CO-PI
	
	
	

	
	Sub-I
	 
	
	

	
	Sub-I 
	 
	
	

	
	Sub-I
	
	
	


*Consent forms are to be signed and dated by the subject (or their legal representative) and by the Principal Investigator or Co-Principal Investigator (no other study personnel may sign as Investigator without prior approval of the IRB). Other study personnel involved in the consenting process may sign as Presenter, but not as Investigator.

 **Med-I:
Social/Behavioral Science and Biomedical Researchers


SBS:
Social/Behavioral Science Researchers only
Text:
Protection Study Volunteers In Research  (First Edition)

Text: Planning Ethically Responsible Research
Authors:
Cynthia McGuire Dunn/Gary. L. Chadwick



Author: Joan E. Sieber


 Med-II:
Same as above (Second Edition)

Note:  Either Med-I OR Med-II (both not required)








Revised:  10/2021
ASSURANCES

_________________________________________________________________________________________

If appropriate, after review by the Departmental Review Committee, please forward their opinions and comments along with the signatures on the Project Review Form to the Human Subjects Committee, Office of Research Integrity. Only one copy is required and will be retained for the Human Subjects Committee files and eventually microfilmed for a permanent record.   Please provide responses to all of the following items. 
1. PRINCIPAL INVESTIGATOR 

By signing below, I, the Principal Investigator, assure to the IRB that all other investigators (co‑ investigators, collaborating

investigators, involved statisticians, consultants, or advisors) are fully aware of, and concur with, the project submission and that all Human Subjects training verification information provided in this form is accurate. I agree that no procedural changes relating to the human subjects will take place without prior review by the IRB.

_________________________________
______________________________________
____________________________

Signiture




Signature/Date




Department

2. DEPARTMENTAL REVIEW COMMITTEE
We/I have examined the proposal cited above, and find that the (check all that apply)

ڤ yes  ڤ no  information contained herein is complete; 

ڤ yes  ڤ no  scientific aspects of the project include appropriate provision for protecting the rights and welfare of the human subjects;

ڤ yes  ڤ no   required forms have been completed in accordance with the Federalwide Assurance filed by the University of                         Arizona with the U.S. Department of Health and Human Services. 

ڤ yes  ڤ no  the procedures for obtaining informed consent comply with the spirit and intent of DHHS regulations.

Based on review of the proposal, the Departmental Review Committee has determined that this project (check only one):

____
should be exempt from IRB review
. (Attach memo of explanation.)

____
places human subjects at minimal risk.

____
places human  subjects at more than minimal risk. 

____________________________________________
_______________________________
______________

Chairman of Departmental Review Committee (typed)

Signature



Date




Email (typed): ______________________________________

3. SUPERVISING OFFICIAL 

I certify that:

ڤ yes  ڤ no  facilities are available to the investigator for assuring the safety and well‑being of human subjects who participate; 

ڤ yes  ڤ no  the investigator(s) is/are fully competent to accomplish the goals and techniques stated in the attached proposal; 

ڤ yes  ڤ no  signed consent forms will be filed in ______________ (administrative room/building) and retained for a period of six years. 

I assume responsibility for insuring the competence, integrity, and ethical conduct of the investigator(s ).

_________________________________________________                  _______________________________________________

Head of Department, 





Signature

(PLEASE PRINT OR TYPE)

___                                                ________________________
__________________________________________________

Title







Date

(PLEASE PRINT OR TYPE)

PROJECT ABSTRACT

In the space below, provide an abstract of the project in 400 words or less.  Include information about (a) the background and rationale for the study;  (b) the purpose and objectives; (c) methods to be employed and (d) significance of the study. 


r
1.  POPULATION 

a. Number of persons to be recruited for participation in the study
: 

b. Description of the population to be recruited and rationale for their participation (indicate age range, gender, ethnicity, vulnerable or captive population status).   Note any special efforts to encourage the recruitment of women and/or representatives from racial or ethnic minority groups.  

c. What are the inclusion and exclusion criteria for study participation
?

All participants will be age 18 or older. And all subjects (energy healers and controls) will be asked to confirm that they do not have any of the following psychological/physical conditions during the consenting process:

1) A history of psychological disorders

2) A history of drug or alcohol abuse

3) A history of any major medical problems (epilepsy, stroke, Alzheimer’s, Parkinson’s, major head trauma, heart disease, lung disease, liver disease, kidney disease, diabetes, high blood pressure, pacemaker, metal implants and difficulty breathing through their nose).

4) Use of any benzodiazepines (used as tranquilizers or calming medications) and tricyclic antidepressants (which are medications used to treat severe depression) opiates (generally prescribed as pain medication) within two months prior to the start of the study.

5) Female subjects who are pregnant will also be excluded.
2.   RECRUITMENT AND CONSENT PROCEDURES. 
For each response in this section, note whether the activity will be done orally, in writing, or both. List here points to be covered in an oral or written presentation here. Place consent documents in Appendix A. Include copies of any visual material (advertisements, flyers, web announcements, etc.) in Appendix B for approval.

a. Describe how you will contact individuals who may become participants in the study (e.g., web site, email, flyers, phone calls, advertisements)
.


Participants will be contacted by email and by phone through PI’s personal contacts and through the chat groups for the specific energy healing training programs for which the PI has access through membership.  Flyers will be placed at locations on ..... and on public access bulletin boards. Radio announcements will be done on ....
b. Describe how the project will be explained to individuals when you recruit them for participation (include the text of advertisements, phone solicitations, etc).  Include any pre-screening questions or surveys that may be used.
.


Subjects will be recruited by email, radio announcement and flyer posting.  Copies of emails, radio announcements and flyers are contained in Appendix D for review.
c. Describe how informed consent will be obtained. (If the participants are minors, explain how assent will be secured.)

The process of consenting for subjects is as follows:

Emails will be sent of the introduction letter to groups in which the PI’s are participants which would have an appropriate population (energy healers from the appropriate traditions.) As these lists include people from around the world it is assumed that a number of the respondents will not be residing in the local area. On the letter there is a contact phone number and an email address.  Interested persons may email their response or they may call.  If they email their response, a second email which includes copies of the consent will be emailed to the respondent they will be asked to call and schedule a time for an interview to go over the consent by phone. If they call they will be mailed copies of the consent and scheduled for a time to go over the consent where they will have the study explained by phone.  If they are interested in participating they will be asked to send back one copy of the signed consent and scheduled for a test time.  At the arrival on the first day of testing they will be again fully consented.  All participants will be reminded that may withdraw at any time at the start of each morning of testing.

 .... will meet with the control subjects in person to review the consent form.  PI will email the subjects and review with those interested the consent over the phone.  Subjects will be given an opportunity to ask and discuss any questions that they have on the study and on the consent form.  Each person being consented will be reminded that they may withdraw from the study at any time. If the subject chooses to consent, they will be asked to sign two copies of the consent and each participant will receive one copy of their consent. One copy will be retained for the study records.
d. How will you make it clear to the recruits that their participation is voluntary and that they may withdraw at any time?

Each person being consented will be reminded during the consenting process that they may withdraw from the study at and time. At the start of each day of testing each subject will be again reminded that they may withdraw from the study at any time.
3.    METHODOLOGY AND DATA COLLECTION PROCEDURES

a. Is your project evaluating an active intervention or treatment procedure (to determine whether an intervention/treatment is effective for the people undergoing it)? 

· 
Yes___ No____. 
 If yes, in lay terms provide a summary of the intervention and/or treatment methods and procedures to be employed

b. What type of data collection and recording will be employed? 
Check all that apply and provide an explanation.  (If Administrative Records are to be used, include a letter of authorization from the appropriate agencies in Appendix C. Include samples of all data collection instruments in Appendix D.)   

	· ___ Questionnaires/Surveys

	· ___ Interviews/Focus Groups


	· __      Observations

	· ___ Records Review (medical
, educational, etc.)


	· ___ Videotaping

	· ___ Audiotaping


	· ___ Photography
 Biophoton 
	_   _ Other (define):
  EEG, EKG, Psychological Tests, Spread Sheets for HEMF and LEMF data.


c. In lay terms, provide a summary of the methods and procedures for data collection that will be employed.

PUT PROCEDURES IN HERE

List of psychological, trait, demographics and training tests and questionnaires. 

See schedule for point when they will be administered

d. Where will the project be conducted? 
(If study is to be conducted at an off-campus agency or organizational location, include a letter of authorization in Appendix C
).

The study will be conducted at ...
4.     CONFIDENTIALITY OF PERSONAL IDENTIFYING INFORMATION



a. How will confidentiality of collected information be maintained
?

b. What are the plans for retention and/or destruction of linkages between study data and personal identifying information?  
(Specify when and how personal identifying information will be destroyed.)

c. Will a Certificate of Confidentiality 
(through DHHS or another Federal agency) be utilized?

5.       BENEFITS, COSTS, COMPENSATION & RISKS

a. Benefits:   i. What are the potential benefits directly to the participants, if any?


Benefits:   ii. What are the potential broader benefits of the study?

b. Costs:  i. What are the costs to the participants (monetary, time, etc)?

c. Compensation: Will monetary or other compensations be offered to the subjects? (If so, identify the amount of compensation and method of payment.)

d. Risks
: i. What risks to the participants could be encountered through participation in this project (physical, psychological, sociological, etc)?


Risks: ii. Describe the approaches you will take to minimize these risks and/or to minimize their impact.

6.       APPENDICES

Attach the following appendices to the PRF, in the order specified, labeled as indicated, and with a table of contents identifying all appendix materials. Use titles that are consistent with those used in the text of the PRF.

A.1

Subject Informed Consent Form/Parental Informed Consent Form

A.2

Minor Assent Form

B. Recruitment Materials 

C. Site Authorization Letter 
(for study conduct and/or access to administrative records)

D. Data Collection Instruments

E. Grant Applications 

F. Explanation of human subjects training for non-UA personnel  

G. HIPAA documentation.

H.
Biophoton Imaging Chamber
I.
Detailed Procedures
J.
Scripts to be Read to Subjects
K.
Diagram of HEMF and LEMF Data Collection Points

L. 
Eco Tru Specifications and Information
























IRB 2 comment (I couldn’t get this to go into a header): Projects reviewed by the IRB 2 involve research that is intrinsically non-medical. Research may involve some minor medical or medical-like procedures (such as CO2 deprivation or medical record review) but the major focus is not medical.


�PAGE \# "'Page: '#'�'"  �Page: 1���Use the same title here that is used on the Consent and Assent forms. If you want to use a shorter title on those forms, use the formal title here followed by a colon and then put the shorter title.


�PAGE \# "'Page: '#'�'"  �Page: 1���All PIs listed here should also appear in the Human Subjects Training table (there may be other project personnel there too).


�PAGE \# "'Page: '#'�'"  �Page: 1���This person should also be listed in the Human Subjects Training table.


�PAGE \# "'Page: '#'�'"  �Page: 1���Provide link to Exempt decision tree.


�PAGE \# "'Page: '#'�'"  �Page: 1���Departmental Review committee members’ names must be on file with the Human Subjects Protection Program in order for this signature to be valid.


�PAGE \# "'Page: '#'�'"  �Page: 3���The point of the project abstract is to give the review panel an understanding of the research project as it involves human subjects.


�PAGE \# "'Page: '#'�'"  �Page: 4���The goal of the review panel is to assess the balance between the benefit of the research and the risk and cost to the participants who are providing data for the project. The nature and size of the population being recruited to participate in the study contributes to the assessment of risk and cost.





TIP: Some projects involve a variety of populations, for example teachers, students, and parents. In answering the questions in the Population section, be sure to answer the questions for each population, and to make it clear which answer goes with which population. 





�PAGE \# "'Page: '#'�'"  �Page: 1���The larger the population, the greater the chances for harm to someone in the population: this contributes to the balance between benefit and cost/risk.


�PAGE \# "'Page: '#'�'"  �Page: 1���Vulnerable populations, such as minors (under age 18) and prisoners, require special safeguards to ensure that their participation is truly voluntary (for example, minors sign an Assent form after their parents sign a Consent form agreeing to their participation). 


�PAGE \# "'Page: '#'�'"  �Page: 1���Determining whether a person is appropriate or not for a particular study may require disclosure of sensitive information, thereby putting the potential subject at risk. Include the screening materials and method in appendix B, with the recruitment materials. 


�PAGE \# "'Page: '#'�'"  �Page: 4���Informed, free-given consent is central to the human subjects protection process. The answers in this section address the information that will be given to potential participants and participants themselves prior to engaging in the study. Issues of critical interest are how informative the material is, how well it is likely to communicate to the intended audience, and how free the recruits will feel to participate or to decline participation.


�PAGE \# "'Page: '#'�'"  ��TIP: If your project involves multiple populations, be sure to clearly answer these questions for each distinct population.


�PAGE \# "'Page: '#'�'"  �Page: 1���At issue here is whether the individuals are freely considering participation in the study. 


�PAGE \# "'Page: '#'�'"  �Page: 1���A clear explanation is crucial before a participant can give informed consent. 


�PAGE \# "'Page: '#'�'"  �Page: 1���Describe the procedure you will use to give recruits the opportunity to consent to participate in your study.  At issue is that the invitation is not coercive and that it informs the recruits adequately.


�PAGE \# "'Page: '#'�'"  �Page: 1���Typically this is stated overtly in the Consent form and is also reiterated verbally to the participants. In some cases, there may be natural break-points in the project where it is appropriate to remind the subject that this is always an option. 


�PAGE \# "'Page: '#'�'"  �Page: 4���This section allows the PI to expand on the nature of the project itself, so that the review panel can clearly see what exactly will be asked of the participants in the project. 





TIP 1: In the text, identify instruments used by their appendix number and name. Use these same labels and names in the appendixes.  


TIP 2: For projects involving multiple populations, be sure to identify and describe the activities of each population clearly.


�PAGE \# "'Page: '#'�'"  �� “Intervention” and “treatment” refer to research that involves the improving the life/situation of the subject, such as an intervention to encourage subjects to eat more healthily. 


�PAGE \# "'Page: '#'�'"  �� If “no”, go on to question 3b. If “yes”, answer this question and 3b & 3c if they are also appropriate.


�PAGE \# "'Page: '#'�'"  �Page: 1���Answer this part of this question simply by checking items in the list.


�PAGE \# "'Page: '#'�'"  �Page: 1���Questionnaires/surveys include any type of questions in writing that participants are asked to answer with words.


�PAGE \# "'Page: '#'�'"  �Page: 1���Interviews and focus groups involve participants answering questions and engaging in discussion orally. The means of recording responses (e.g. audiotape, videotape) may require that another item be checked. 


�PAGE \# "'Page: '#'�'"  �Page: 1���Observations involve the researcher watching the participant and making notes about the participant’s activities.


�PAGE \# "'Page: '#'�'"  ��Medical records review does not necessarily mean that the project will be reviewed by IRB 1 (the “bio-medical” IRB). Call the Human Subjects’ Protection Program if you are not sure which IRB (1 or 2) should review your project.


�PAGE \# "'Page: '#'�'"  �Page: 1��� Administrative records might include school or medical records, purchasing records, and the like. They typically require both the permission of the subject and the permission of the agency holding the records. The subject would provide this via a consent form while the agency would provide it via a letter of authorization, to be put in Appendix C.


�PAGE \# "'Page: '#'�'"  �Page: 1���Videotaping involves any video imaging of the participant from which they can be recognized.


�PAGE \# "'Page: '#'�'"  �Page: 1���Audiotaping of the subject’s voice in order to record data means that the subject can be recognized from the voice recording.


�PAGE \# "'Page: '#'�'"  �Page: 1���At issue is photographs of the participants from which they can be recognized. 


�PAGE \# "'Page: '#'�'"  �Page: 1���If you are using some other methodology that seems to you to not obviously fit in the list here, please identify the type you are using in this line. If it involves some type of instrument, include an example in Appendix D. 


�PAGE \# "'Page: '#'�'"  �Page: 1���Provide here a brief description of the experience(s) that the participants will have.


�PAGE \# "'Page: '#'�'"  �Page: 1���The key issue here is whether the location of the project is likely to put the participants at risk.


�PAGE \# "'Page: '#'�'"  �Page: 4���A letter of authorization is needed for research that does not take place in public locations, in order to protect the participants. The PRF can be submitted prior to having such letters in hand; if this is the case for your project, note that you will not begin the work until you have such authorization. If your project takes place in a culture where such authorization is impossible to get, explain the risk issues for your participants and what you will do to protect them.


�PAGE \# "'Page: '#'�'"  �Page: 5���Another central piece of human subjects protection, at issue here is how easy it will be to connect the data collected to the source of the data. As the degree of risk to the subject decreases, so too does the degree of concern about confidentiality of the personal identifying information.


�PAGE \# "'Page: '#'�'"  �Page: 1���Personal identifying information extends beyond names, addresses, and social security numbers: people can be identified by their voices or faces; they can also be identified by the uniqueness of the data collected about them. As the sensitivity of that data increases, so too does the need to keep the personal identifiers as confidential as possible. 


�PAGE \# "'Page: '#'�'"  �Page: 1���Once this link is truly broken, there is no longer a connection between the subject and the project data, and the subjects are fully protected.


�PAGE \# "'Page: '#'�'"  �Page: 5���To understand what this is and find out how to apply for one, see Akamai University office of Research Integrity.





�PAGE \# "'Page: '#'�'"  �Page: 5���This ratio is the crux of human subjects protection. The review panel is concerned that the potential benefits mitigate the costs, unless the costs are mitigated by other compensations, and the risks to the participants.  


�PAGE \# "'Page: '#'�'"  �Page: 1���For many projects, the benefit is simply the satisfaction of having assisted with research. In some cases, the subject may learn something, too. Compensations (money, gift certificates, etc) do not fall under this category: list those under 5b-ii. 


�PAGE \# "'Page: '#'�'"  �Page: 1���Specifically, what knowledge might be gained from this work?  


�PAGE \# "'Page: '#'�'"  �Page: 1���Be sure to include the amount of time, and estimate it as accurately as possible. Financial costs may be as minimal as transportation to the study site. 


�PAGE \# "'Page: '#'�'"  �Page: 1���Compensations are viewed as a balance to the costs. Compensation is not mandatory for Human Subjects Protection. The biggest concern is that the amount of compensation be relevant for the demands on the participants, so that money does not become a coercive element in the project. 


�PAGE \# "'Page: '#'�'"  �Page: 5���Any risks listed here should also appear in the consenting documents.


�PAGE \# "'Page: '#'�'"  �Page: 1���Identifying the risks to the participants, and how you will deal with those risks, are central to protecting the participants from those risks. It often helps to discuss the project design with someone else (such as your departmental representative) to get others’ insights into possible risks and how to address them.


�PAGE \# "'Page: '#'�'"  �Page: 1���Address how you will mitigate each of the significant risks noted in 5c-i. 


�PAGE \# "'Page: '#'�'"  �Page: 5���By using consistent titles, you enable the review panel to know which document you are referring to in your narrative. If you have more than one item in an Appendix, distinguish the items by number (e.g. Appendix D.1, Appendix D.2, Appendix D.3, etc.)


�PAGE \# "'Page: '#'�'"  �Page: 1���Follow links at Akamai University Office of Research Integrity for subject’s consent form and subject’s disclaimer form.


�PAGE \# "'Page: '#'�'"  �Page: 5���Minors are age 17 or younger. In order for a minor to participate, the minor signs an assent form and the parent signs a consent form. Involving minors also raises the risk of the project.


�PAGE \# "'Page: '#'�'"  �Page: 1���This should include, but is not limited to, the means used to screen recruits to identify participants.


�PAGE \# "'Page: '#'�'"  �Page: 1��� A letter of authorization is needed for research that does not take place in public locations, in order to protect the participants. The PRF can be submitted prior to having such letters in hand; if this is the case for your project, note that you will not begin the work until you have such authorization. If your project takes place in a culture where such authorization is impossible to get, explain the risk issues for your participants and what you will do to protect them.


�PAGE \# "'Page: '#'�'"  �Page: 5���Use the version you intend to present to the participants.  


�PAGE \# "'Page: '#'�'"  �Page: 1���Federal regulations require that the full NIH proposal be submitted with the human subjects protection paperwork. No other grant proposals need to be submitted. If your project has changed shape since the grant was submitted/approved, please comment on those changes in your discussion so that the reviewers do not become confused by discrepancies between the grant proposal and the PRF.


�PAGE \# "'Page: '#'�'"  �Page: 1���In some situations, it is inappropriate to ask collaborators and other project personnel to take the CITI Training. In those cases, Appendix F should explain why the CITI training is inappropriate and explain what will be done instead to ensure that project personnel protect the people participating in the study. 


�PAGE \# "'Page: '#'�'"  ��Include link to HIPAA needs.





