INSTITUTIONAL REVIEW BOARD
APPLICATION FOR EXEMPT AND NON-EXEMPT PROJECT APPROVAL
            
Choose the type of application  (check one):

[bookmark: _heading=h.1bg4kqovffn2]☐ Non-Exempt (Full Board Review)
[bookmark: _heading=h.kbuqmjbffaw2]
☐ Exempt Review (Choose an exemption category below)
Based on 45 CFR 46.401(b), the below exemption category applies to research with children as follows:
· The use of educational tests is exempt, but survey or interview procedures are not exempt
· Observations of public behavior is exempt only when the investigator does not participate in the observed activities

☐ Category 1
Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as:
a) research on regular and special education instructional strategies; OR
b) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 

☐ Category 2
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, observation of public behavior, IF:
a) the information obtained is recorded in such a manner that subjects CANNOT be identified, directly or through identifiers linked to the subjects; OR 
b) any disclosure of the subject's responses outside of the research could NOT reasonably place the subject at risk of criminal or civil liability or be damaging to the subject's financial standing, employability, or reputation.

*This exemption does not apply to children except for research involving observation of public behavior when the investigator does not interact with the children. Workplace meetings and activities, as well as classroom activities, are not considered "public behavior".

☐ Category 3
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, or observation of public behavior that is not exempt under Category 2, IF:
a) the subjects are elected or appointed public officials or candidates for public office; OR
b) federal statute requires confidentiality of identifiable information to be maintained permanently.

*In most cases, managers and staff in public agencies are not "public officials".

☐ Category 4  (Complete the Secondary Data Analysis Form instead of this Non-Exempt/Exempt Form)
Existing data: Research involving collection or study of existing data, documents, records, or specimens, IF:
a) these sources are publicly available; OR
b) the information is recorded by the researcher in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

☐ Category 5
Research and demonstration projects which are conducted by or subject to the approval of Department or Agency  heads, and which are designed to study, evaluate, or otherwise examine:
a) public benefit or service programs;
b) procedures for obtaining benefits or services under those programs; OR
c) possible changes in or alternatives to those programs, OR
d) changes in methods of payment for benefits under those programs.  

☐ Category 6
Taste and food quality evaluation and consumer acceptance studies, IF:
a) wholesome foods without additives are consumed, OR
b) a food is consumed that contains a food ingredient at or below the level and for a use found to be safe by the Food and Drug Administration (FDA) or approved by the Environmental Protection Agency (EPA) or the Food Safety and Inspection Service (FSIS) of the US Department of Agriculture (USDA); OR 
c) a food is consumed that contains an agricultural chemical or environmental contaminant at or below the level found to be safe by the FDA or approved by the EPA or the FSIS of the USDA.


☐ Expedited Review (Choose an expedited category below)
Expedited review may be used for minor changes to previously approved Saint Mary’s College proposals and for new projects which involve no more than minimal risk and only involve human subjects in one or more of the categories listed below. Proposals submitted for expedited review will be reviewed by the IRB Chair or a Designated Representative of the Committee.

☐ Category 1
Clinical studies of drugs and medical devices only when condition (a) or (b) is met.
a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)\
b) Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.


☐ Category 2
Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:
a) from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or
b) from other adults and children 2, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.


☐ Category 3
Prospective collection of biological specimens for research purposes by noninvasive means. Examples:
a) hair and nail clippings in a nondisfiguring manner; 
b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction;
c) permanent teeth if routine patient care indicates a need for extraction;
d) excreta and external secretions (including sweat);
e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue;
f) placenta removed at delivery;
g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor;
h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques;
i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings;
j) sputum collected after saline mist nebulization.


☐ Category 4 
Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely   employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.) Examples:
a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject’s privacy;
b) weighing or testing sensory acuity;
c) magnetic resonance imaging;
d) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography;
e) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.

☐ Category 5
Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for nonresearch purposes (such as teaching, medical treatment, diagnosis). (Note: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only to research that is not exempt.)

☐ Category 6
Collection of data from voice, video, digital, or image recordings made for research purposes.

☐ Category 7
Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (Note: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3). This listing refers only to research that is not exempt.)

☐ Category 8
Continuing review of research previously approved by the convened IRB as follows:
Where:
a) the research is permanently closed to the enrollment of new subjects;
b) all subjects have completed all research-related interventions; and
c) the research remains active only for long-term follow-up of subjects; or where no subjects have been enrolled and no additional risks have been identified; or where the remaining research activities are limited to data analysis.


☐ Category 9
Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.




CONTENTS OF APPLICATION FORM

1. Project Identification
2. Purpose of Study
3. Participant Population
4. Recruitment
5. Description of Activities
6. Images and Recordings
7. Risks and Discomforts
8. Informed Consent Process
9. Compensation
10. Benefits
11. Sharing of Results
12. Research Abroad or With Participants Whose Primary Language is Not English
13. Putting Together Your Appendices File

Need more help with this application?	
Contact the IRB staff: IRB@stmarys-ca.edu








[image: Macintosh HD:Users:mi2:Desktop:smc_logo_red_print.jpg]






1. PROJECT IDENTIFICATION

1.1 Project Title:

	     



1.2 Anticipated Data Collection Dates: (Allow adequate time for review and revisions, if necessary.)
Start Date (MM/DD/YYYY)		End Date (MM/DD/YYYY)

[bookmark: bookmark=id.8fx5oaxlf3yf][bookmark: bookmark=id.2p9sbodboxm7]	     						     

1.3 Research Site(s): (Locations where recruitment, data collection, or other research activities will take place.)

	     



1.4 Principal Investigator:

	Name (Last name, First name):
     
	Department or School:
     

	E-mail Address: 
     
	Phone Number: 
     
	Program Providing Funding:
     

	Investigator role: 
☐Faculty                  ☐Staff                              ☐Administrator
☐Graduate Student  ☐Undergraduate Student ☐Other:      



1.5 Other Investigators (if any):

	Name (Last name, First name):
        
	Department or School:
     
	Email:
       

	Investigator role: 
☐Faculty                  ☐Staff                              ☐Administrator
☐Graduate Student  ☐Undergraduate Student ☐Other:       

	
	
	

	Name (Last name, First name):
     
	Department or School:
     
	Email:
     

	Investigator role: 
☐Faculty                  ☐Staff                              ☐Administrator
☐Graduate Student  ☐Undergraduate Student ☐Other:      

	

	
	

	Name (Last name, First name):
     
	Department or School:
     
	Email:
          

	Investigator role: 
☐Faculty                  ☐Staff                              ☐Administrator
☐Graduate Student  ☐Undergraduate Student ☐Other:      




1.6 Responsible Faculty Supervising Student Research (if applicable):
 
	Name (Last name, First name):
     
	Department or School:
[bookmark: bookmark=id.7xpyyooluclf]               

	E-mail Address:
[bookmark: bookmark=id.pcql2uq57v8u]               
	Phone Number:
     



1.7 Potential Financial Conflicts of Interest:

☐ Yes, I declare a financial conflict of interest.
☐ No, I declare no financial conflict of interest.

If yes, describe the potential financial conflict of interest and how you will mitigate it:

	     


SAINT MARY’S COLLEGE OF CALIFORNIA                                  INSTITUTIONAL REVIEW BOARD 	        PG. 
   

Application for Project Approval - UPDATED 08/2025

1.8 Assurance

As Responsible Investigator of this study, I assure the IRB that the following statements are true:
I certify that the protocol accurately describes the research procedures and incorporates human subjects protections, including the assessment and management of potential risks and an appropriate informed consent process. To the best of my understanding, I believe the protocol meets the requirements of the Institutional Review Board and applicable regulations for protecting research subjects.  I assume responsibility for 1) ensuring that any student researchers are aware of their responsibilities as investigators, and 2) that the IRB will be immediately informed in the event of research-related unanticipated risks or problems, or findings during the study that would affect the risks or benefits of participation.

☐ Check this box if you have read the statement above, acknowledge, and agree to abide by the assurance. 



2. PURPOSE OF STUDY

Describe the purpose of your study and background information (NOT the procedures) in lay terms that will help the IRB understand your research (500 word limit):

	          



List citations referenced in the purpose statement above:

	          



      List the question(s) your research is attempting to answer and/or your hypotheses:

	          






































3. PARTICIPANTS

3.1 Specify your proposed participant population(s):

	          



Inclusion Criteria:
	          



Exclusion Criteria:
	          



3.2 Expected minimum and maximum number of participants: 

	          


		
3.3 Check the expected age range (all that apply):

☐ 0-11   (You will need to create a child’s assent process and a parental permission process)
☐ 12-17 (You will need to create a child’s consent process and a parental permission process)
☐ 18-65
☐ 66 and older

3.4. Will vulnerable subject populations be purposively included in your study? Check YES to all categories that are targeted in your study, otherwise check NO:

	YES	NO
[bookmark: bookmark=id.tbf99gd7nhif][bookmark: bookmark=id.yo4qtbu9k6u1]  ☐ 	 ☐ 	Children (<18 yrs)
[bookmark: bookmark=id.aokbn9teqhnl][bookmark: bookmark=id.wkm9sqltjp6]  ☐ 	 ☐ 	Pregnant women
[bookmark: bookmark=id.tkr9v7e5j3ej][bookmark: bookmark=id.2ynl70dkfozq]  ☐ 	 ☐ 	Human fetuses or neonates
[bookmark: bookmark=id.njhm9yq0m96t][bookmark: bookmark=id.l8kvn6nuv69b]  ☐ 	 ☐ 	Incarcerated Individuals
[bookmark: bookmark=kix.2sbdepxc973w][bookmark: bookmark=kix.t5kwg1vdol9w]  ☐ 	 ☐ 	Individuals who may be incapable of providing consent

4. RECRUITMENT

4.1 Check the appropriate sampling methods below (all that apply):

☐  Convenience sampling
☐  Snowball (chain-referral) sampling
☐  Random sampling
[bookmark: bookmark=id.cb9jcjp7ilud]☐  Other; please describe:       

Describe your recruitment plan(s) in detail: (If applicable, describe how potential participants will be screened for eligibility).

	          



4.2 If your recruiting plan includes people who are in a position of authority over your potential subjects (e.g., teachers recruiting students, employers recruiting employees), describe how you will address the issue of this influence.
	
	          


	
4.3 Check the documents or oral scripts you will use to recruit potential participants (all that apply):

☐  Introductory letter or email
☐  Flyers/posters
☐  Oral script(s) for personal contact
[bookmark: bookmark=id.35r4yn6mw3i9]☐  Other; please describe:     



5. DESCRIPTION OF ACTIVITIES

5.1. Check the appropriate research design(s) for your study (all that apply):

☐  Experiment – Multiple group design
☐  Experiment – Single subject design
☐  Survey
☐  Interviews
☐  Focus Group
☐  Assessment (including educational tests and assignments)
☐  Observation
☐  Action Research
[bookmark: bookmark=id.b0a3mbabuwrl]☐  Other; please describe:      

5.2. Describe exactly what research participants will do as part of the study. List the activities in a chronological order:

	        



5.3. Where are research activities taking place? 

☐  Online only
☐  Online and in-person
☐  In-person only

	If in person, please describe the locations(s) where the research will take place.
	        




6. IMAGES AND RECORDINGS

6.1 Will you photograph or record your participants? Check YES/NO for all:

 YES	 NO
[bookmark: bookmark=id.zhwcflme03xj][bookmark: bookmark=id.dgx6sg35yvrv]  ☐ 	 ☐ 	Photograph images
[bookmark: bookmark=id.kjwf4ghnqbwg][bookmark: bookmark=id.a0txih2ms0un]  ☐ 	 ☐ 	Video recordings
[bookmark: bookmark=id.9e32o8us29s0][bookmark: bookmark=id.ckpf2q5raqgz]  ☐ 	 ☐ 	Audio recordings

If yes, describe which of your participants you will photograph and/or record (video or audio) and in what setting:

	          



Fill out sections 6.2-6.6, ONLY if you are collecting any images or recordings. 

6.2 Justify why the images and/or recordings are necessary for your study:

	          



6.3 If some participants have not consented to be recorded/photographed, describe how you will exclude these participants from being recorded/photographed.

	          



6.4 Do you plan to display, present, or distribute the images/recordings outside of your research team (which includes your advisor)?  Check all that apply:

☐  I do not plan to share the images outside of my research team.
☐  In class
☐  On campus, outside of class (including poster sessions)
☐  A restricted public archive (restricted entry, password protected)
☐  An unrestricted public archive, (e.g., the SMC Library)
☐  A journal article or book chapter
☐  A conference presentation
☐  Online/on the Web
[bookmark: bookmark=id.3ko3dclvfpsz]☐  Other; please describe:         

6.5 Disposition of audio-recordings, video-recordings, or photos

☐  Destroy the recordings/photos after I have made transcripts.
☐  Archive* the recordings/photos for further research and education. *Archive: Store in a physical or electronic collection or repository that is accessible to the public and/or to other scholars outside of your immediate program.
[bookmark: bookmark=id.cptc76jbpvoe]☐  Other; please describe:         

6.6 If you are using a videographer or sound engineer, please describe your process for ensuring the confidentiality of your subjects’ responses.

	          


7. RISKS AND DISCOMFORTS

7.1 Check the risks and discomforts that may result from research procedures (all that apply):

☐ 	Presenting materials to participants that they might consider sensitive, offensive, threatening, or degrading
☐ 	Distress resulting from the topic of the study (such as recalling a traumatic event)
☐ 	Any probing for personal or sensitive information in surveys or interviews, which may be experienced as an invasion of privacy
☐ 	Deception (lying to the participants—includes both withholding and misinforming)
☐ 	Administering drugs
☐ 	Taking tissue samples
☐ 	Administering nutritional supplements
☐ 	Drawing blood
☐ 	Administering alcohol
☐ 	Giving injections
[bookmark: bookmark=id.1o7aslmfnp1e]☐ 	Other risks and discomforts; please describe:         

For above identified risk(s) and discomfort(s), provide justification (i.e., why is it essential for you to collect the information despite the risks?):

	         



7.2  How will you minimize research procedure risks and discomforts, and protect participants’ welfare?

	        



7.3  Do you plan to collect and record identifiers that will be associated with your research data?  

Examples of direct identifiers are name, email, phone number, student ID number, LinkedIn profile, social media handle, name shown on Zoom, etc. that can directly identify a participant.

Examples of indirect identifiers are race, ethnicity, age, gender, title, organization, etc., that may indirectly identify a participant when coupled with the contextual information of the study. 

YES	NO
[bookmark: bookmark=id.t1v03iarpclx][bookmark: bookmark=id.bli9o4mafnbo]  ☐	 ☐	Direct identifiers 
[bookmark: bookmark=id.ad7tj0ynwrgu][bookmark: bookmark=id.8m0l271a3bke]  ☐ 	 ☐ 	Indirect identifiers

If yes for direct identifiers, (1) describe the direct identifiers and explain why individuals or individual responses need to be identifiable; (2) explain how long you plan to keep the identifiers; and (3) state whether participants will be identified by name in your report.

	         



If yes for indirect identifiers, discuss how you will manage the participants’ information in such a way as to ensure that no one can be indirectly identified outside the research team.

	        



7.4  Protecting against a risk of inadvertent disclosure of individually identifiable information

	       


7.5  Reporting of inadvertent or adverse effects

	I understand that in the case of unanticipated inadvertent or adverse effects, I (the researcher) am required to submit to the IRB within 10 days of learning of the inadvertent or adverse effects a description of the event or series of events that led to these adverse effects, what those effects are, and what I (the researcher) have done to respond to them promptly. Appropriate responses may include referral to outside support services, notification of appropriate campus or public officials, etc.

☐ Check this box if you have read the statement above, acknowledge, and agree to abide by the statement. 




8. INFORMED CONSENT PROCESS

8.1	Check the informed consent process(es) you will use in your study (all that apply):
	Include all materials in your appendices.

☐ 	Written consent*
☐ 	Oral consent*
☐ 	Parental consent
☐ 	Child consent (ages 12-17)
☐ 	Child assent (ages 0-11)

*Only one form of consent is needed between “written consent” and “oral consent.” For a telephone or video conference interview with an adult, an oral consent is preferred for the purpose of reducing risk of disclosure of identifying information. 

If an oral consent process is being used, one of the following must be true. Check all that apply:

☐	The participants do not read and write. (If there is risk of harm, you may need a witness.)
☐	Your research methods include surveys, questionnaires, or anonymous focus groups, and you will not collect any individually identifying information.
☐	The primary risk is a breach of confidentiality and a consent form would be the only documented link between an individual and participation in the study.
☐	The study data are collected through a telephone or video conferencing interview.
☐	The research will take place in settings where written consent is considered disrespectful or in settings in which asking people to sign a document would cause distress.

8.2	Describe your informed consent process: (Note: When oral consent is used, the participant should still receive a written copy of the consent form before the research begins.)

	          





9. COMPENSATION

Will participants be compensated for participating in your study?  
Compensation may include gifts, extra credit, donations to charities, and other incentives.

☐ Yes
[bookmark: bookmark=id.kleinsoft0xq]	☐ No

If yes, describe the compensation amount and criteria, and under what conditions participants will receive partial or no compensation:

	        





10. BENEFITS
Note: The opportunity to participate in research is not a benefit, and compensation is not a benefit.

10.1 Direct Benefits:
☐ Participants are not likely to receive direct benefits from this research, however, they and others may benefit from the knowledge it generates. 

[bookmark: bookmark=kix.zb1b1hqy4ltg]	☐ Participants are likely to receive direct benefits from this research.

Please describe the direct benefits participants are likely to receive:

	        



10.2 Indirect Benefits - Describe any indirect benefits that may result from the study: (Note: Typically researchers discuss how their research might contribute to the knowledge or development of participants, and/or the potential impact of their research on broader society.)

	          



11. SHARING OF RESULTS

Will results of the study be shared directly with participants?  

☐ No
[bookmark: bookmark=kix.axcenwvylwg]	☐ Yes
If yes, please specify which results and how they will be shared with participants:

        



RESEARCH ABROAD OR WITH PARTICIPANTS WHOSE PRIMARY LANGUAGE IS NOT ENGLISH

You need to fill out this section if:
· Your research will take place abroad, or
· Your research will take place in the United States with participants whose primary language is not English.

12.1 Site and Contact Information:

	Research Site:
     
	[bookmark: bookmark=id.8f3mdwd5zfgu]Contact person in country where research will be conducted:     
     

	[bookmark: bookmark=id.w015z72409gg]Agency or institutional affiliation of the contact:      
	[bookmark: bookmark=id.bosto3361ee3]E-mail, phone, and/or other means to reach contact person:       

	Describe how you will be able to maintain contact with the IRB while abroad:
     



12.2 What is/are the language(s) spoken by your participants?

☐ English 
☐ Spanish
☐ Other: ______________

12.3 How well do you speak/write the language(s)? 

[bookmark: bookmark=id.5tx98qy7vch0][bookmark: bookmark=id.qs2owbysyrge][bookmark: bookmark=id.ew025cop5jyd][bookmark: bookmark=id.vpoo3bkb2blu]  ☐ Native speaker  ☐ Fluent  ☐ Moderately fluent  ☐ Not well or at all
   
12.4 Will you require the services of an interpreter? 
   
[bookmark: bookmark=id.93w04t73ht8g]  ☐ Yes   
[bookmark: bookmark=id.ydky46ljcne7]  ☐ No (If no, skip to 11.5)

How will you obtain the services of an interpreter (for recruitment, consent, etc)?

	          



How will you ensure that the interpreter(s) maintain confidentiality, if necessary?

	          



How will your participants be able to reach you if they have questions or concerns during or after participating in the study?

	          



12.5 Age of Consent

At what age are persons considered adult in the setting where your research will take place?  
            
12.6 Cultural Competence

Please review the definitions of cultural competence in the instructions.

	         




13. PUTTING TOGETHER YOUR APPENDICES

Please compile all appendices into one PDF and save as “Your Name_Appendices”. Each item should be on a separate page and clearly labelled (e.g., Appendix A: Introductory Letter/Email). 

Submit your appendices as one file and this application as another file via the IRB Google Submission Link. We cannot accept zip files.

Check all the materials that you will include in your appendices.

	Recruitment materials:
☐  Introductory letter or email
☐  Flyers/posters
☐  Personal contact script/text (oral and/or written)
☐  Letter of invitation for data collection, if outside of SMC, with the original signature from the appropriate authority on letterhead. It is the researcher’s responsibility to determine the appropriate level of authority (e.g., school site principal or district superintendent). 
[bookmark: bookmark=id.3f8o5h2ubbtk]☐  Other:      

	Research instruments:
☐  Surveys/questionnaires, interview questions and/or other instruments you will use 
☐  If you plan on conducting life history or other open-ended or unstructured interviews, provide a description of the type and range of questions
☐  Justification for deception as well as debriefing materials.

	Consent materials:
[bookmark: bookmark=id.qmgqwnlbmhrt]		☐	Consent form for adult participants
[bookmark: bookmark=id.94hupwqwc6gx]	☐	Parental consent form
[bookmark: bookmark=id.89lcca6l6cwy]	☐	Child assent or consent form
[bookmark: bookmark=id.2mbohw2kv86l]	☐	Oral consent script for adult participants 
[bookmark: bookmark=id.6vr780xq6s50]	☐	Contact information cards to give participants, when appropriate, in oral consent process
☐  Focus group confidentiality agreement form

	Releases:
[bookmark: bookmark=id.ohscbc4sio7q]	☐  Photograph and video releases
[bookmark: bookmark=id.ggc6qx7bz7ra]	☐  Audio-recording release
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