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Request for 45 CFR §46.118 Designation
§46.118 Applications and proposals lacking definite plans for involvement of human subjects. 

“Certain types of applications for grants, cooperative agreements, or contracts are submitted to departments or agencies with the knowledge that subjects may be involved within the period of support, but definite plans would not normally be set forth in the application or proposal. These include activities such as institutional type grants when selection of specific projects is the institution’s responsibility; research training grants in which the activities involving subjects remain to be selected; and projects in which human subjects’ involvement will depend upon completion of instruments, prior animal studies, or purification of compounds. These applications need not be reviewed by an IRB before an award may be made. However, except for research exempted or waived under §46.101 (b) or (i), no human subjects may be involved in any project supported by these awards until the project has been reviewed and approved by the IRB, as provided in this policy, and certification submitted, by the institution, to the department or agency.”
http://www.hhs.gov/ohrp/sites/default/files/ohrp/policy/ohrpregulations.pdf

Instructions: This form must be reviewed and completed in its entirety. All applications for review should contain the information presented in paragraphs. Indicate N/A when not applicable. 

Please submit this form along with a copy of your grant application via IRBNet.  Attention to these elements will facilitate the IRB’s review of your project. 

For further guidance or assistance, please contact the IRB office at (915) 747-6590 or by email at irb@utep.edu. 

For more information, please see the Investigator Manual for Human Subjects Research. (Ctrl+click to follow the link)

	Project Information

	Principal Investigator: Click or tap here to enter text.

	University Title:     ☐   Faculty/Staff                 ☐  Student

	Department: Click or tap here to enter text.

	Email Address: Click or tap here to enter text.
	Phone Number: Click or tap here to enter text.

	Protocol Title: Click or tap here to enter text.

	Human Subjects Research Training Completed:  ☐ Yes    ☐ No

	Anticipated Start Date:   Click or tap to enter a date.      Anticipated End Date:   Click or tap to enter a date.





	Type of Project


	|_| Funded
	|_| Federal    |_| Non-Federal   |_| Other

	Source/Grant/Account#: 
	Click or tap here to enter text.

	Officer Name & E-mail:
	Click or tap here to enter text.



	[bookmark: _Hlk133839657]Additional Study Personnel
Project Team Members- UTEP affiliation
	Project team member’s role on the project (1-5)
1. Involved in the recruitment process of participants. 
2. Involved in the consent process of participants.
3. Involved in the monitoring of or interaction with participants. 
4. Involved in raw data collection, entry, or analysis. 
5. No human subject interaction. Working with de-identified data.   


	Name
	Title
	Role  (Check all that apply)

	Click or tap here to enter text.
	Click or tap here to enter text.
	1
	2
	3
	4
	5

	
	
	☐
	☐
	☐
	☐
	☐

	Click or tap here to enter text.
	Click or tap here to enter text.
	☐
	☐
	☐
	☐
	☐

	Click or tap here to enter text.
	Click or tap here to enter text.
	☐
	☐
	☐
	☐
	☐

	Click or tap here to enter text.
	Click or tap here to enter text.
	☐
	☐
	☐
	☐
	☐

	Click or tap here to enter text.
	Click or tap here to enter text.
	☐
	☐
	☐
	☐
	☐


	External Personnel
Please list external study team members who will interact with participants or access identifiable data.


	Click or tap here to enter text.
	Click or tap here to enter text.
	☐
	☐
	☐
	☐
	☐

	Click or tap here to enter text.
	Click or tap here to enter text.
	☐
	☐
	☐
	☐
	☐

	Click or tap here to enter text.
	Click or tap here to enter text.
	☐
	☐
	☐
	☐
	☐



	Project Site(s)
Check all that apply. This includes subject recruitment, subject enrollment, data collection, and data analysis.

	*Please include the Site Authorization Letter indicating permission to conduct project in the submission package

	☐
	Project will be conducted entirely at UTEP.

	☐
	Research will be conducted at another institution.*

	
	☐
	Project will be reviewed by other institution IRB and/or Ethics Committee

	
	Provide the institution name and contact person       Click or tap here to enter text.

	
	Has permission(s) and/or IRB review been obtained?  ☐ Yes    ☐ No

	
	If NO, why?   Click or tap here to enter text.

	☐
	Multi-Site Study*

	
	Is UTEP the lead institution?   ☐ Yes    ☐ No

	
	If NO, list the lead institution: Click or tap here to enter text.

	☐
	Other*  Click or tap here to enter text.

	☐
	International-Please complete section below.

	Identify where the research will be conducted. Provide information regarding local customs, laws, and regulations of the site(s). Clarify if your research requires local ethics committee review and approval and/or if permission is required from a government entity.  

	Click or tap here to enter text.



	Ethical Considerations

	1
	Does the study protocol include children as research subjects?
	☐ Yes ☐ No

	2
	Does the study protocol include a protected group(s)? (UTEP employees, UTEP students)
	☐ Yes ☐ No

	3
	Does the study protocol include prisoners, fetuses, pregnant women, human in vitro fertilization, or persons with impaired decision making?
	☐ Yes ☐ No

	4
	Does the study specifically select economically/educationally disadvantaged individuals?
	☐ Yes ☐ No

	5
	Does the protocol involve more than minimal risk?
	☐ Yes ☐ No

	6
	For research conducted outside of the UTEP campus, is the Principal Investigator (PI) and/or member(s) of the research team affiliated with the external site, institution, or organization?
	☐ Yes ☐ No

	If YES, explain: Click or tap here to enter text.



	Project Goals
Briefly state the purpose of the study (research questions and/or study objectives).

	Click or tap here to enter text.



	Background
Briefly describe relevant background literature to support the rationale to justify the study. Describe the potential benefit for individual subjects or society at large. It should be limited to no more than two to three paragraphs

	Click or tap here to enter text.



	Sample
Identify the sources of potential participants, derived materials, or data. 

	Define the study sample 
(number of subjects to be enrolled, characteristics of subjects, inclusion, and exclusion criteria). 

	Click or tap here to enter text.

	Specifically define the procedures that will be used to recruit, screen, and follow study participants.

	Click or tap here to enter text.

	Is there a possibility of coercion or undue influence?
	☐ Yes ☐ No

	If YES, describe whether some, or all, the participants are likely to be vulnerable to coercion or undue influence, and if so, what additional safeguards are included to protect their rights and welfare.

	Click or tap here to enter text.

	What is your rationale for using participants whose ability to give voluntary informed consent may be in question. 
Participants include students in one’s class, people currently undergoing treatment for an illness or problem that is the topic of the research study, people who are cognitively impaired, and vulnerable populations.

	Click or tap here to enter text.



	Proposed Study Procedures
Outline by grant year what will happen to the human subjects in this study. (Can be copied from grant proposal. If not known, clarify that procedures are pending.)

	Click or tap here to enter text.



	Principal Investigator Certifications
With this submission I certify that:


	☐
	I agree to fully comply with the ethical principles and regulation regarding the protection of human subjects in research.

	☐
	I commit that no data will be collected from human subjects prior to a complete review and approval of the project by the IRB.
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