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Instructions:  
To assess whether IRB review is necessary for a project, a determination must be made whether the project is research and, if so, whether it involves human subjects.  An investigator conducting an activity with or about humans must make a request for a research determination through the IRB Protocol Management System (PMS). 

All requests must include a detailed description of the activities and any supporting documents. Once complete, please upload this form as a Word or PDF document to the IRB Protocol Management System (PMS): https://secure.research.vt.edu/irb.  A research determination official (either a designated departmental Human Subjects Advisor [HSA] or a Human Research Protection Program [HRPP] staff member) will review your completed request within 2-3 business days.  If your project is determined to be not human subjects research (also called NHSR), HRPP will send you a memo that includes the IRB tracking number, which you can provide to journals and funding organizations upon request.

Definitions:  

The federal regulations define ‘research’ and ‘human subjects’ as follows (please see SOP HRP-001 for the full regulatory language):
  
Research is defined as a systematic investigation (including research development, testing, and evaluation) designed to develop or contribute to generalizable knowledge.

A human subject is defined as a living individual about whom an investigator either: 
1) Obtains information through intervention or interaction with the individual, or 
2) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens. 

Outcomes and Next Steps:  

If the activity does not meet the definitions of research and/or human subjects, the determination official will issue a “Not Research” or “Not Human Subjects Research” letter and send it to the investigator through the IRB PMS.  The investigator can begin the activities upon receipt of this letter. 

If the activity does meet the definition of human subjects research, the submission will be returned to the PI with further instructions about how to submit a research protocol for IRB review.  

Submissions that do not contain adequate details or information will be returned to the investigator for revision. If you have any questions, you can email us at irb@vt.edu. 


* Questions with an asterisk require a response. To avoid delays, please ensure that your submission is complete. 

Section 1: General information

1.1  Project title: *

	     



1.2  Principal Investigator (Name): *

	     



1.3  Funding information: *
     
	     


     
1.4  Is this a collaborative project?* 
	☐ No
[bookmark: _heading=h.gjdgxs]	☐ Yes – check all the activities Virginia Tech will be involved in with the collaborating institution:
	☐Research design/development	
	☐Recruitment or dissemination of recruitment materials
	☐Consenting participants
	☐Data collection
	☐Analysis of identifiable data or information
	☐Analysis of de-identified data or information
	☐Consultation or manuscript writing
[bookmark: bookmark=id.30j0zll]
1.5  Is this activity being conducted by a student to meet course work or graduation requirements? * 

	☐ No 
[bookmark: bookmark=id.1fob9te]	☐ Yes, please check all that apply.
	☐Thesis
	☐Dissertation
	☐Class assignment/routine coursework
	☐Other, please explain below:

	     





Section 2: Is this activity research, as defined by the IRB regulations?

2.1  Is this activity a systematic investigation? *
	(Systematic: Having or involving a system, method, or plan. Investigation: A searching inquiry for facts; detailed or careful examination. A systematic investigation is usually recognized by the fact that there is a predetermined and organized method [of data collection and analysis] to study a specific topic, answer a specific question, test a hypothesis, or develop a theory.)
	☐ No
	☐ Yes

2.2  Is this activity designed to develop or contribute to generalizable knowledge?  *
	(Generalizable: Universally or widely applicable.  Relates to drawing general conclusions, informing policy, or generalizing findings 
beyond a single individual or an internal program.  Note that publishing or presenting the data is not a sole criterion on which to 
define generalizable knowledge – non-generalizable knowledge is often published or presented, often as case studies.)
	☐ No
☐	 Yes


2.3  Describe the purpose and specific aims or objectives of the project.  If your planned activity relates to a protocol previously approved by the Virginia Tech HRPP/IRB, please include the Virginia Tech IRB number(s). *     
Please provide a detailed description that includes the purpose or goal of the project, objectives, procedures used to gather information (interviews, surveys, focus groups, etc.), target population, and description of data/samples gathered (datasets, URLS, etc.) If there are procedures that the research team is thinking about implementing, but is unsure if they will, a new determination should be submitted at a later time.
	     











2.4  Please describe how the results will be used. * 
	     












Section 3: Does this activity involve human subjects?

3.1  Will you interact, intervene, or observe individuals and collect information (or biospecimens) about them? *
(Intervene: Physical procedures or manipulations of individuals or their environment for research purposes. Interact: Communication or interpersonal contact with the individuals.) 

	☐ No, the information being collected is NOT about the individual(s) (e.g., it is about programs, policies, and/or practices that the individual(s) are familiar with).
	☐ Yes, the information being collected IS about the individual(s) (e.g., their own personal thoughts, opinions, attitudes, and/or perception)

	3.2  Will you obtain or view any of the following identifiers from or about a living person (from any source or already in your possession)? * 
Please review the list in its entirety and check all that apply. 
 	
	

	☐ Name
☐ Geographical subdivisions smaller than a state, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the first three digits of a zip code
☐ Elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death, and single year of age over 89 as well as all elements of dates (including year) indicative of such age, unless such ages and elements are aggregated into a single category of age 90 or older
☐ Phone numbers
☐ Fax numbers
☐ Electronic mail addresses (e-mail)
☐ Social Security numbers
☐ Medical record numbers
☐ Health plan beneficiary numbers
☐ Account numbers
☐ Certificate/license numbers
☐ Vehicle identifiers and serial numbers, including license plate numbers
☐ Device identifiers and serial numbers
☐ Web universal resource locators (URLs)
☐ Internet Protocol (IP) addresses 
☐ Biometric identifiers, including finger and voice prints (audio recording)
☐ Full face photographic or video images and any comparable images (video recording)
☐ Student record number or identification/user name
☐ Student grades or class assignments
☐ Username for online or computer accounts
☐ Any other number, characteristic, or code that uniquely identifies an individual (note this does not mean the unique code assigned by the investigator to code the data). Explain: 

☐ Other identifiable information. Explain: 
     



3.3  Will you gather public and/or private data (check all that apply)?

	☐ Data are about behaviors that occur in a context in which an individual can reasonably expect privacy, for example that no observation or recording is taking place (private information). 

	☐ Data were collected for specific purposes in which individuals can reasonably expect that they will NOT be made public, such as student records and medical records (private information). 

	☐ Data consist of publicly available information, such as news stories, a public-use dataset, or other information accessible to everyone (public information).

3.4  Will you video or audio record or photograph individuals during activities? *
	☐ No
	☐ Yes 


3.5  Will you generate identifiable private information or identifiable biospecimens by combining data sources? * (Can the investigator readily ascertain an individual’s identity by combining available datasets and/or biospecimens?)

	☐ No
	☐ Yes, answer question within the table 
	

	IF YES

	3.5.a  Briefly describe what data sources you will use and from whom you will obtain them: 
        




3.6  Will this project involve only the use of existing de-identified data or biospecimens? *

	☐ No, go to Section 4
	☐ Yes

3.6.a  Were the de-identified data or biospecimens collected specifically for this study? 

		☐ No
		☐ Yes
[bookmark: _GoBack]3.6.b  Will anyone on the research team be able to readily identify individuals to whom the data or specimens pertain or belong? This includes anyone affiliated with the planned activity who has access to a linkage file or key.

		☐ No
		☐ Yes


3.7  Does this activity involve a drug or device? *

	☐ No, go to Section 4
	☐ Yes, check all that apply 
		☐The project involves the use of a drug in one or more persons other than use of an approved drug in the course of medical practice.

		☐The project involves the use of a device in one or more persons that evaluates the safety or effectiveness of the device.

☐The project involves data about subjects or control subjects submitted to or held for inspection by FDA. 

    		☐The project involves data about the use of a device on human specimens (identified or 
				unidentified) submitted to or held for inspection by FDA.


Section 4: Supporting Information

4.1  Please select below all applicable documents related to this activity. Please upload a copy of the document(s) (section 4, supporting docs) when you submit this form to IRB PMS.  These documents will help us evaluate whether your activity needs HRPP or IRB review. *  
If you do not currently have these documents, you can include a brief overview or type(s) of information that will be included.

	☐  Grant
	☐  Proposal   
	☐  Contract
☐  Statement of work
	☐  Survey/questionnaire
	☐  Interview/focus group guide
	☐  Observation data sheet
	☐  Other, please specify:      




Section 5: Additional information

5.1  Please provide additional information or instructions that might assist with this review:
                  




Proposed modifications to activities must be reviewed by the HSA/HRPP reviewer prior to implementation. 

Do not begin activities until you receive an HSA/HRPP determination letter via email.

----------END----------



6
Revised April 2022
image1.jpg




