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Description automatically generated]Human Subjects Research Proposal for IRB Review
(revised Fall 2022)

Instructions: To comply with federal regulations and conform with Dinè College IRB guidelines, any research involving collection of data from human subjects must be approved by the IRB at Dinè College. Please prepare the following:
1. This Human Subjects Research Proposal form
2. Any required supplementary forms
3. Protocol (Summary of Research Plan)
4. Informed Consent Documents 
5. Research Instruments, including any questionnaires, surveys, interview materials, etc.
6. CITI training certificates for each member of the research team
7. Submit all forms to the IRB chair (irbchair@dinecollege.edu).

I. GENERAL INFORMATION
A. Project Title:
Click or tap here to enter text.

B. Brief Description: Write 1 or 2 sentences describing your project.
Click or tap here to enter text.

C. Timing: Proposed Start Date:  Click or tap here to enter text.	End date: Click or tap here to enter text. 

D. Principal Investigator (PI):    
	First: Click or tap here to enter text.
	Last: Click or tap here to enter text.

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

	Institution: Click or tap here to enter text.
	Department: Click or tap here to enter text.

	Institution address:  Click or tap here to enter text.


[bookmark: Role]  PI Role at Institution – Check one:   
   ☐  Faculty        	☐  Staff                      ☐  Student (Complete C1)                     ☐  Other (Complete C2)
_______________________________________________________________________________
  Are you currently a Diné College faculty, staff, student, or designated affiliate? ☐  Yes	☐No*
   If NO, Complete the information below. You must have a DC-affiliated sponsor who is not a student. 
· DC Sponsor Name: Click or tap here to enter text. 
· Role of sponsor at Diné College (e.g., faculty, etc.)
DC Sponsor phone: 
· DC Sponsor Email: Click or tap here to enter text.
  _______________________________________________________________________________
      C1 - Student PI: Complete the following or check ☐ Not applicable   
Level:        ☐ High School	☒ Undergraduate       	☐  Master	☐ Doctoral
Major:  Click or tap here to enter text.		Course: Click or tap here to enter text.
Department: Click or tap here to enter text.	Program: Click or tap here to enter text.
Institution:  Click or tap here to enter text.           Address:  Click or tap here to enter text.
Faculty Mentor: Click or tap here to enter text.	 
Mentor email: Click or tap here to enter text.	Mentor phone: Click or tap here to enter text.	
_______________________________________________________________________________
              C2 – Other PI: Describe your professional role at your institution and your relationship (if any) with Diné College.
	Click or tap here to enter text.
_______________________________________________________________________________
E. Other Personnel. Will research assistants or other  individuals be working on this project? 
☐ Yes 	If checked, complete C – Research Assistants or other personnel	☐ No 
__________________________________________________________________________________________________
II. COOPERATIVE RESEARCH
Cooperative research projects are those that involve more than one institution and can be designed to be both multi-site and multi-protocol in nature. Each participating institution is responsible for safeguarding the rights and welfare of human subjects and for complying with all regulations. Diné College has the right to review all cooperative research projects that are associated with Diné College faculty, staff, or students. 
A. Is this a cooperative research project involving collaboration with a partner from another institution?
☐  No	If no, proceed to Section III                 ☐  Yes    If yes, complete the following.
B. Name and email of contact person at cooperating institution:
Click or tap here to enter text.
C. [bookmark: _Hlk122257421]Name and address of cooperating institution: 
Click or tap here to enter text.
D. Will data be collected at the cooperating institution?       	
☐  No	     ☐  Yes
E. Will data be stored at the cooperating institution?  		
☐  No	    ☐  Yes
F. Name of the person responsible for securing data at the cooperating institution (if different from PI):
Click or tap here to enter text.
      If you answered yes to D or E, IRB processes at the cooperating institution must be completed:
G. Date of IRB Review at cooperating institution:   
Protocol Number:  Click or tap here to enter text.
IRB Response:  Click or tap here to enter text.
_______________________________________________________________________________________
III.  FUNDING INFORMATION
Does this protocol receive external funding?
 ☐ No   If no, continue to Section IV.                       ☐ Yes	If yes, please complete the following:
A. Source of Funding 
Click or tap here to enter text.
B. Project Title as specified for funding (if different from above):
Click or tap here to enter text.
C. Principal Investigator (if different from above): 
Click or tap here to enter text.
D. Type of Application:  ☐ Grant	   ☐ Subcontract          ☐ Contract    	☐ Fellowship
E. Date of Funding Submission: Click or tap here to enter text.
F. Potential conflict of interest: Describe any potential conflict of interest based on funding, such as a situation in which the funding agency has a vested interest in a particular outcome. If the funding agency has no vested interest, please state this directly.
Click or tap here to enter text.
_______________________________________________________________________________________
IV. PARTICIPANT INFORMATION
A. Types of Subjects/Patients (check all that apply). 
☒ Adults (over 18)       
☐ Fetus in Utero/non-viable fetus/abortions*  If checked, complete Supplement A
☐ People under the age of 18 (Infants, Children, or Adolescents)* If checked, complete Supplement B  
☐ Special populations (e.g., prisoners, mentally disabled, intellectually impaired, or any other group 
       whose situation or capacity prevents their exercise of free will)   
       Specify the special population: Click or tap here to enter text.           If checked, complete Supplement C.
__________________________________________________________________________________
B. Use of Dinè College (DC) students as participants. 
a) Does your research involve DC students as participants? 	☐ No		☐ Yes*	
*An instructor may not personally recruit students for his/her own research from classes they teach. If course credit is offered as compensation, an alternative opportunity must be available.
b) Will DC students be recruited in classes? 	☐ No		☐ Yes               ☐ Not applicable
c) If yes, name and role of person who will present the opportunity to students? 
Click or tap here to enter text.
d) Will students be compensated with course points or credit?    ☐ No                ☐ Yes               ☐ Not applicable
e) If yes, what alternate activity be offered to earn the same points or credit?
Click or tap here to enter text.
	

	
	


__________________________________________________________________________________
C. Number of Participants: It is important to establish the optimal number of participants in your study so that the IRB can assess the extent of the impact if unforeseen harm occurs. 
Minimum: Click or tap here to enter text. participants		
Maximum: Click or tap here to enter text. participants
__________________________________________________________________________________
D. Inclusion criteria: Most studies have a particular target population, such as people with a particular job, or people with a particular ethnic or racial background, or gender, or health condition. Describe your target population in terms of all relevant parameters (e.g., ethnic/racial stipulations, gender stipulations, parent or marital status, health status or health condition, etc.).
Click or tap here to enter text.

E. Exclusion criteria: On what criteria will you exclude individuals from your research? For example, is it reasonable to exclude people who are not fluent in a particular language, or people who are older than a particular age, or people who are at risk of depression or anxiety, or people with any other situations making them vulnerable? 
Click or tap here to enter text.

F. Recruitment and Screening: How will you recruit your participants? How will you screen your potential participants to ensure that they meet your criteria for inclusion in the study before allowing them to participate? For example, will they answer questions, provide evidence, etc.?
Click or tap here to enter text.
__________________________________________________________________________________
G. Approximate Time Commitment for each participant: 
Number of sessions: Click or tap here to enter text.	
Minutes per session: Click or tap here to enter text. 
Total minutes: Click or tap here to enter text. 
__________________________________________________________________________________
H. Will you be providing compensation to subjects/patients for their participation: 	
☒ No	If No, proceed to Section V-Data Collection		☐ Yes 	 If Yes, complete the following
______________________________________________________________________________________________________________________________________________________
What is the funding source for the compensation? Click or tap here to enter text.
______________________________________________________________________________________________________________________________________________________
In what form will compensation be given? 
☐ Gift card or certificate:  
     Amount: Click or tap here to enter text.    Business Name: Click or tap here to enter text.
☐ Cash: Amount: Click or tap here to enter text.
☐ Goods. Describe, including value: 
Click or tap here to enter text.
☐ Services.  Describe, including value: Click or tap here to enter text.
	Click or tap here to enter text.
☐ Other.  Describe, including value:      Click or tap here to enter text.
		Click or tap here to enter text.
_______________________________________________________________________________________
V.  DATA COLLECTION
Which of the following is the primary method in the study you are conducting?
· Experiment: Individuals are randomly assigned to different experimental conditions in which extraneous task and situation variables are intentionally controlled within the study design.
· Quasi Experiment: Individuals in different conditions are compared statistically, but random assignment is not present. The conditions may represent a treatment or intervention or an existing characteristic.
· Non-Experiment: Data are gathered without an intervention, such as through observation, survey, or some other means. Data may include statistical information such as descriptive statistics, correlation, regression and text-based data such as interview transcripts, diaries, etc.
DECEPTION: 
Does your study use deception?                   ___ Yes			____ No
· If yes: Describe the nature of the study.
· If yes: Describe why the deception is necessary
· If yes: Describe how the benefits of the study outweigh the risks of deception.
· If yes: Describe the debriefing process that will be used to clarify the real purpose of the study.
· If yes: How will you ensure that participants are ok after the study?
 DATA TYPES:  Check all methods of data collection that will be used in this study. 
	DIGITAL RECORDINGS
	SURVEYS, INTERVIEWS, and FOCUS GROUPS

	--- Audio
	--- Survey - Online (e.g., email, mTurk, etc.)

	--- Video
	--- Survey - Paper

	--- Data from communication devices (e.g., phone, 
     email, pager)
	--- Survey - Phone

	--- Data from computer (e.g., time use, keyboard 
     strokes, etc.)
	--- Personal Interview (Remote via phone, Zoom, or 
     other technology

	--- Data from self-health tools (e.g., pedometer)
	--- Personal Interview (in person)

	--- Data from social networking sites
	--- Focus Groups (In person)

	MEDICAL INFORMATION
	--- Focus Groups (Remote via Zoom or other tech)

	--- General (e.g., Height, Weight, etc.)
	EXISTING  CLINICAL DATA

	--- Lab, Pathology, Radiology results
	--- Clinically discarded blood or specimens

	--- Mental Health Records
	--- Clinical data warehouse

	--- Physical Health Records / Medical History
	--- Data previously collected for research purposes

	--- Blood draws
	--- Recombinant DNA

	--- Saliva samples or nasal swabs
	--- Stem cells

	--- Other biological specimens (e.g., urine, skin, etc.)
	PERSONAL RECORDS

	--- Non-invasive instruments (e.g., external sensors,
     skin conductance, EEG, etc.
	--- Records – Educational (e.g., grades, test scores, 
     discipline, etc.)

	--- Scans (e.g., MRI, ultrasound, X-ray, etc.)
	--- Records – Billing and Financial

	TASK DATA
	--- Records - Employee

	--- Cognitive measures (e.g., IQ, SAT, etc.)
	OBSERVATION DATA

	--- Behavioral measures (e.g., individuals’ walking 
     speed, helpfulness, aggression, etc. after an 
     intervention.
	--- Naturalistic: Data gathered unobtrusively from 
     observations made in a natural setting. (Note: Must 
     complete waiver if not seeking informed consent. 

	--- Task Performance (e.g., scores on a task to 
     demonstrate creativity, problem-solving, etc.)
	--- Participatory: Data gathered while observer 
     participates, such as in a classroom.

	--- Written responses, such as diaries or essays 
     written for the purposes of the study
	--- Lab Observation: Data gathered by observing 
     people in a contrived situation, such as in the 
     “strange situation” task



__________________________________________________________________________________
A. Describe data collection procedures. 
Using simple language, explain how data will be collected in chronological order, including data collected through procedures in which participants are already involved. If there are plans for long-term follow-up after research-related procedures are complete, describe what data will be collected during this period. If applicable, describe tools used to collect data, randomization processes, dosages, and the investigational treatment plan. 
Click or tap here to enter text.
__________________________________________________________________________________
B. Time commitment: 
Specify the total estimated time commitment for participants, and the estimated time commitment for each activity.
Click or tap here to enter text.
__________________________________________________________________________________
C. If any biological specimens are being collected for research, state the amount (e.g., ml/tsp/tbsp.), method, frequency, and type of specimen to be collected and what the specimen will be used for.
Click or tap here to enter text.
__________________________________________________________________________________
D. If this study is a clinical trial, confirm registration with https://clinicaltrials.gov/ has been completed. 
☐ This study is not a clinical trial
☐ Registration complete
☐ Registration pending
_______________________________________________________________________________________

VI. PRIVACY AND CONFIDENTIALITY
A. Location of Data Collection: 
☐ Physical Location- Describe location below if in-person data are to be collected, or write N/A: 
Click or tap here to enter text.
☐ Virtual Source
      Describe below how digital data will be collected (e.g., mTurk, Facebook, Email, etc.), or write N/A.
Click or tap here to enter text.
__________________________________________________________________________________
B. Will any identifying information be collected from participants?   
☐ Yes 	      
     If Yes, list all identifying information. (See list of HIPAA-designated identifying information here).
    Click or tap here to enter text.
       ☐ No
            If no, would it be possible to infer the identity of participants based on other data collected for the study? 
              ☐ Yes, it would be possible.                      ☐ No, it would not be possible.
__________________________________________________________________________________
C. If you answered Yes to either question under B, please complete the following.
1. Where will data be stored and secured? Include digital security conditions.
Click or tap here to enter text.
2. How long will data be stored in that location, and when/how will it be destroyed?
Click or tap here to enter text.
3. Who will be responsible for securing and destroying the data? 
Click or tap here to enter text.
4. How will identifiable information about the participants be kept separate from data provided for the study?
Click or tap here to enter text.
_______________________________________________________________________________________

VII. RISKS AND BENEFITS 
[bookmark: _Hlk106871200]      In order to respect rights of participants, the benefits of the research must exceed the risks to participants. 
A. Describe the benefits of this research (may include benefits to the individual, to society, or to science): 
Click or tap here to enter text.
__________________________________________________________________________________
B. Describe any potential psychological or physical risks of this research, even if minimal or very unlikely. 
Nearly all research has some potential for risk, so “none” is rarely appropriate.: 
Click or tap here to enter text.
__________________________________________________________________________________
C. In the opinion of the research team, what is the level of psychological or physical risk?
☐ Minimal (see description of Minimal Risk)	☐ Moderate	☐ Serious
__________________________________________________________________________________
D. Describe any potential risks involving traditional beliefs if your research involves indigenous people:
Click or tap here to enter text.
__________________________________________________________________________________
E. In the opinion of the research team, what is the level of spiritual risk?
☐ Minimal 		☐ Moderate		☐ Serious
__________________________________________________________________________________
F. What steps will be taken after the study to ensure that participants suffer no negative effects? (e.g., debriefing, mental health services, ceremonies, post-study assessment, etc.)
Click or tap here to enter text.
_______________________________________________________________________________________

VIII. CHECKLIST
A complete proposal includes all of the following. Any missing materials will delay review of your proposal.
☐ Supplemental Materials (if required)
☐ CITI training certificates for all members of the research team
☐ Informed Consent documents for each group
☐ All surveys, questionnaires, or materials to be used in the research
☐ Brief Research Protocol including 
· [bookmark: _Hlk179506108]Brief rationale for research based in existing scientific literature
· Research question/s and/or hypotheses
· Method including 
· data collection procedures
· timeline
· data analysis plan
· Dissemination (including intention for publication and sharing back with the community)

IX.  SIGNATURE OF PRINCIPAL INVESTIGATOR
As the principal investigator of the proposed study, I attest that all of the information provided is complete and accurate to the best of my ability.

Name of Principal Investigator: Click or tap here to enter text.
Signature: 							Date: Click or tap here to enter text.



When completed and proofread, save as PDF and add your digital signature before submitting.

[bookmark: C5Assistants]Section C.  Research Assistants or Collaborators

Complete the following information for each research assistants, collaborators, or any other individuals who will be working with you on this project.
Person 1
[bookmark: _Hlk122259250]First Name: Click or tap here to enter text.	Last Name: Click or tap here to enter text.
Phone:  Click or tap here to enter text.		Email:  Click or tap here to enter text.   
CITI training certificate expiration date2: Click or tap here to enter text.
Person 2
First Name: Click or tap here to enter text.	Last Name: Click or tap here to enter text.
Phone:  Click or tap here to enter text.		Email:  Click or tap here to enter text.   
CITI training certificate expiration date2: Click or tap here to enter text.
Person 3
First Name: Click or tap here to enter text.	Last Name: Click or tap here to enter text.
Phone:  Click or tap here to enter text.		Email:  Click or tap here to enter text.   
CITI training certificate expiration date2: Click or tap here to enter text.
Person 4
First Name: Click or tap here to enter text.	Last Name: Click or tap here to enter text.
Phone:  Click or tap here to enter text.		Email:  Click or tap here to enter text.   
CITI training certificate expiration date2: Click or tap here to enter text.
Person 5
First Name: Click or tap here to enter text.	Last Name: Click or tap here to enter text.
Phone:  Click or tap here to enter text.		Email:  Click or tap here to enter text.   
CITI training certificate expiration date2: Click or tap here to enter text.
Person 6
First Name: Click or tap here to enter text.	Last Name: Click or tap here to enter text.
Phone:  Click or tap here to enter text.		Email:  Click or tap here to enter text.   
CITI training certificate expiration date2: Click or tap here to enter text.


END OF FORM
2

image1.png
DINE COLLEGE

THE HIGHER EDUCATION INSTITUTION OF THE NAVAJO NATION SINCE 1968

Institutional Review Board




