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APPLICATION FOR RESEARCH INVOLVING THE USE OF HUMAN PARTICIPANTS


INSTITUTIONAL REVIEW BOARD FOR 
THE UNIVERSITY OF MARY WASHINGTON


Before completing this form, read and follow the IRB Instructions and Definitions and review the Manual of Policies and Procedures for the Institutional Review Board at the University of Mary Washington.

ALL APPLICATIONS MUST BE ACCOMPANIED BY PROOF OF ETHICS TRAINING FOR EACH INVESTIGATOR INVOLVED IN THE RESEARCH. 

To avoid delays, all questions must be answered completely. Incomplete forms will be returned to the applicant. 

Please do NOT remove any prompts from this form when completing it. 

Type of Review 

What type of Review do you believe this Research falls under?
    ☐Exempt, please indicate category number here: Choose an item.
    ☐Expedited
    ☐Full Board 

Note: Please see the Exempt Status Instructions & Definitions document for the descriptions of different research categories that fall under Exempt Status. 

If you are unsure about the category under which your research project falls, contact the IRB Board Member for your Department. 

A. Project and Primary Investigator

1. Title of proposal: 

2. Proposal abstract (Describe your study in 150 words or less): 

3. Faculty/staff primary investigator or faculty supervisor for student research: The individual named below is the main contact for communication between the IRB and the research team. List additional researchers on the Signatures Page.

	Name:	
	Department:		
	Email: 

4. Is this a revision of an application for the same study that was previously approved by the IRB?		

Yes☐		No ☐

5. Is this research being funded in whole or part with federal dollars?   

Yes☐	No ☐

B. Description of Research

Briefly describe the proposed research, consistent with the IRB Instructions and Definitions.
1. Rationale for and goals of the research: Provide a brief literature review that identifies key literature in this area and what the research project seeks to examine, how the project contributes to a broader understanding of the topic identified, and whether or how the project will benefit society.



2. Method of data collection and identification of procedures and interventions: Describe exactly what participants will do in the study, from the moment they begin participation to the end. Describe and attach all data collection instruments, including research questions asked of participants. Indicate if any voice, video, digital, or image recordings will be used and include requisite consent forms.


	
3. Privacy measures to protect participants: Privacy refers to a participant's ability to control access to themselves, their personal information, and their activities. Please describe how participant privacy will be protected during data collection. Consider where and how interactions with participants will occur, whether others may be present, and how participants can decline to answer questions or withdraw from the study.



4. Confidentiality measures to protect participants: Confidentiality refers to how information collected from participants will be protected from unauthorized access, disclosure, or misuse.
Please describe: 
1. Whether identifying information will be collected
2. How data will be stored 
3. Who will have access to the data
4. How data will be transmitted and shared, if applicable
5. How long data will be retained
6. What will happen to the data when the study is completed

5. Participant Identifiability: Indicate whether participants will be

☐Anonymous: no identifying information is collected, and researchers cannot determine participant identity

☐Confidential: identifying information is collected or could reasonably be linked to participants, but identities will be protected

☐Neither anonymous nor confidential: Please explain and justify:

6. Foreseeable risks to participants: Identify possible risks to the participants and specify how you plan to minimize each risk. Note that the idea of risk is defined as exposure to danger, harm, or loss and may be physical, psychological, economic, or social in nature. The goal of the researchers should be to specify how risk to participants, even if minimal, will be minimized.

	

7. Direct benefits to participants: Specify whether the research provides tangible or direct benefits to participants, such as incentives or compensation and/or contributes to generalizable knowledge about this topic. Specify how benefits of the project outweigh any risks identified in item 4 above.


C. Characteristics of Research Participants 

1. Age range of participants:		

2. Are any participants under age 18? 

Yes☐		No ☐

If YES, list age range of minor child participants and specify how parental or guardian consent will be obtained. Examples of Assent (if applicable) and Consent forms must be included with this application. 


3. Demographic details of participants: Researchers should describe any demographic information they will collect from participants, such as race, ethnicity, sex, gender identity, or sexual orientation, and should explain why that information is relevant to the study. Questions about participants' sex, gender identity, or sexual orientation should only be included when they are necessary to address the research objectives.
Researchers should also recognize that information about sexual orientation and gender identity can be sensitive and has historically been misused to discriminate against LGBTQ2S+ individuals. Accordingly, researchers should clearly state that the information will be used only for legitimate research purposes and not in any discriminatory manner.


☐Demographic information of participants will not be collected as it is not pertinent to the study.

4. Are participants either mentally incompetent or legally restricted (e.g., institutionalized)? 

Yes☐	No ☐


If yes, please specify and explain the necessity for using this particular group. In addition, researchers must identify how consent for participation will be obtained and documented.  


5. Participant identification and recruitment: Specify how and by whom participants will be identified and recruited. Provide exact statements that will be used to recruit participants.   

	
D. Informed Consent

In most cases, research involving humans requires informed consent of participants. Before completing this section, carefully read each item below and follow the Instructions for Informed Consent and templates provided. Under limited circumstances, the IRB may waive aspects of informed consent (see Subsections 3 and 4 below).
1. Types of Consent: Indicate the type(s) of informed consent that you plan to obtain from participants in your research. Select all that apply. Attach copies of the consent form(s) to your application. 

		☐Informed consent of adult participants  
	☐	Informed consent of legal representative (parent or guardian) 
[bookmark: _Hlk86311968]		☐Assent of child participants 
 	☐Broad consent (applies only to Exempt Categories 4, 7, and 8)  
	☐Participants younger than 18 years old who have a guardian consent form on file will have informed consent serve as assent. 

2. ☐Translation: Informed consent must be obtained using language the participants will understand. Indicate if informed consent will be obtained using a language other than English, and follow instructions for obtaining translations on the Instructions for Informed Consent. Attach both the English version and the translation(s).

3. ☐Waiver of Signatures on Consent Forms: Under limited conditions such as with online or telephone surveys, the IRB may waive the requirement for obtaining participants’ signatures on informed consent forms. Indicate if you want the IRB to waive the requirement for participants’ signatures, and explain your reasons below, based on those instructions. Attach the consent protocol you plan to use.


4. ☐General Waiver of Consent: Under limited conditions, the IRB may waive the requirement for informed consent, as explained on the Instructions for Informed Consent. Indicate if you want the IRB to waive the requirement for participants’ signatures, and explain your reasons below, based on those instructions.

F. Debriefing

A debriefing is information provided to participants after their participation is complete. Debriefing may be used to explain the study's purpose, clarify procedures, disclose information that was withheld during participation, answer participant questions, provide educational information, or offer resources related to study topics.

You are required to debrief your participants if your study involves deception, or participants are intentionally misled about the study's purpose, procedures, hypotheses, or research questions.

While not required, you are encouraged to debrief your participants if 

· Participants may benefit from learning more about the study's goals or hypotheses
· The study addresses potentially sensitive topics such as mental health, trauma, substance use, discrimination, etc. 
· Participants may experience confusion, concern, or misinterpretation regarding study procedures or findings
· Educational or support resources may be beneficial

Please indicate your debriefing plan by indicating the following: 

Will participant receive a debriefing	☐Yes		☐No

If yes, please indicate how participants will be debriefed and attach your debriefing form/protocol. 

☐Written debriefing statement
☐Oral/verbal debriefing
☐Electronic debriefing page
☐Email communication
☐Other: 

If no, explain why a debriefing is not necessary: 

E. Attachments

Please check each item that accompanies this IRB application:

☐Data collection instruments (all tests, surveys, interview questions, observation forms, etc.)
☐Consent form(s)  
☐Assent forms for research with children (and a parent or guardian)  
☐Broad consent (applies only to Exempt Categories 4, 7, and 8)  
☐Debriefing form 
☐Certificates of ethics training for each researcher, including faculty supervisor (Required)
☐Signature page (Required)
☐Other: 


 
Submit the completed IRB Application to your department’s IRB reviewer or the IRB Chair via email, as listed on the IRB website. 


[bookmark: _Signature_Page][bookmark: _Signatures_Page]Signatures Page

Primary Investigator or Faculty Supervisor

If the proposed research is to be conducted by one or more UMW students, this part must be signed by the faculty member supervising the student research. Otherwise, this part should be signed by the UMW faculty member or administrative staff member who is the primary investigator and IRB contact for the proposed study. 
☐I certify that I have reviewed the information in this form and the attachments, and confirm it is complete and accurate to the best of my knowledge. I agree to conduct this research in accordance with IRB policies and the approved protocol. I take full responsibility for the conduct of the research according to the version of this application form approved by the UMW IRB, including responsibility for notifying the IRB in case of any unanticipated problems or adverse events occurring during the research. 

Please remember to submit your certificate of ethics training. 

Name:	
Department:		
Email: 
Date: 

Additional Researchers

All individuals involved in the collection, recording, and/or analysis of data for the proposed research must sign and provide the information below. All researchers should submit certificates of ethics training. 

Researcher 1

☐I certify that I understand and will follow the procedures for the conduct of the proposed research according to this application approved by the UMW IRB. 

☐UMW student		☐Faculty/Staff

Name:	
Email: 
Date: 




Researcher 2

☐I certify that I understand and will follow the procedures for the conduct of the proposed research according to this application approved by the UMW IRB. 


☐UMW student		☐Faculty/Staff

Name:	
Email: 
Date: 

Researcher 3	

☐I certify that I understand and will follow the procedures for the conduct of the proposed research according to this application approved by the UMW IRB. 

☐UMW student		☐Faculty/Staff

Name:	
Email: 
Date: 

Researcher 4

☐I certify that I understand and will follow the procedures for the conduct of the proposed research according to this application approved by the UMW IRB. 

☐UMW student		☐Faculty/Staff

Name:	
Email: 
Date: 

Researcher 5

☐I certify that I understand and will follow the procedures for the conduct of the proposed research according to this application approved by the UMW IRB. 

☐UMW student		☐Faculty/Staff

Name:	
Email: 
Date:
Please create a section for any additional researchers who will be included on the project. 
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