McMURRY UNIVERSITY INSTITUTIONAL REVIEW BOARD
HUMAN SUBJECTS RESEARCH PROTOCOL – Faculty/Staff Researcher
FORM 2: PROTOCOL NARRATIVE
Instructions: This form provides a detailed description of your research study. Complete all sections thoroughly but concisely. Each section has a recommended word limit to help you focus on essential information. If a section does not apply to your study, write "N/A" and briefly explain why.
Important: This narrative should be written in clear, straightforward language so that IRB members from various disciplines can understand. Avoid jargon when possible or define technical terms when necessary.
SECTION 1: STUDY OVERVIEW
1.1 Study Purpose and Objectives
Instructions: Clearly state what you are trying to learn or accomplish through this research. What are your specific research questions or hypotheses? What are the main objectives of your study? This should provide reviewers with a clear understanding of your research goals.
Study Purpose and Objectives:
[Text box - approximately 300 words]
1.2 Rationale and Background
Instructions: Explain why this study is important and necessary. What gap in knowledge does it address? Provide a brief review of relevant literature that demonstrates the need for this research. Why is further human subjects research warranted? What will we learn from this study that we don't already know?  
Rationale and Background:
[Text box - approximately 300 words]
SECTION 2: PARTICIPANT INFORMATION
2.1 Description of Subject Population
Instructions: Describe in detail who will participate in your study. 
Instructions: Provide information about who will participate in your research. Include relevant demographic characteristics (age range, gender, educational level, occupation, etc.), any specific qualifications or characteristics participants must have, and where/how you will access this population. Be specific about the characteristics that make someone eligible for your study. The estimated number should be realistic based on your recruitment plan and timeline. If your research involves vulnerable populations (minors, prisoners, pregnant women, cognitively impaired individuals, or economically/ educationally disadvantaged persons), additional protections and review may be required.
Estimated Total Number of Participants:
Participant Population (Place an X by each target population):
	Population Type
	Place an X in the appropriate row

	Adults (18 and over)
	 

	Minors (under 18)
	 

	College/University Students
	 

	Prisoners
	 

	Pregnant Women
	 

	Cognitively Impaired Individuals
	 

	Economically/Educationally Disadvantaged
	 

	Other Vulnerable Population (specify below)
	 



If vulnerable population selected, specify and explain protections:
[Text box - 2 lines]
2.2 Sample Size and Justification
Instructions: State the total number of participants you plan to recruit and explain how you determined this number. If applicable, provide a statistical justification (power analysis) or explain why this sample size is appropriate for your research design (e.g., qualitative research, pilot study, case study). Consider including information about expected attrition rates if relevant.
Sample Size: 
Justification for Sample Size:
[Text box - approximately 200 words]
2.3 Inclusion and Exclusion Criteria
Instructions: List the specific criteria that determine who can and cannot participate in your study. Inclusion criteria are the characteristics participants must have to be eligible. Exclusion criteria are characteristics that would make someone ineligible. Be specific and justify any restrictions.
Inclusion Criteria (who CAN participate):
[Text box - approximately 150 words]
Exclusion Criteria (who CANNOT participate):
[Text box - approximately 150 words]
SECTION 3: RECRUITMENT AND CONSENT
3.1 Recruitment Methods and Procedures
Instructions: Describe exactly how you will identify and recruit potential participants. Where will you find them? How will you make initial contact? What recruitment materials will you use (flyers, emails, announcements, social media posts)? Who will do the recruiting? Be specific about the recruitment process from start to finish. All recruitment materials must be included in the appendix.
Recruitment Methods and Procedures:
[Text box - approximately 300 words]
3.2 Recruitment Materials
Instructions: List all materials you will use to recruit participants. Check the box next to each type of material you will use, and ensure copies of all materials are included in your appendix.
Recruitment Materials (Put an X for all that apply and you will include in the appendix):
	Material Type
	Place an X in the appropriate row

	Recruitment flyers/posters
	 

	Recruitment emails
	 

	Recruitment scripts (verbal)
	 

	Social media posts
	 

	Announcements (classroom, organization)
	 

	Letters to potential participants
	 

	Other (specify):
	 


3.3 Incentives and Compensation
Instructions: Describe any incentives, compensation, or rewards participants will receive for participating. Include the type (money, gift cards, course credit, etc.), amount/value, and when it will be provided. If participants will receive partial compensation for partial completion, explain how this will work. If no incentives are offered, state "No incentives or compensation will be provided."
Important: Incentives should not be so large that they become coercive (i.e., people feel they cannot refuse to participate because they need the money/credit).
Incentives and Compensation:
[Text box - approximately 200 words]
3.4 Use of Deception
Instructions: Deception occurs when participants are intentionally misled about the purpose, procedures, or other aspects of the research. If your study involves any form of deception, you must explain what information will be withheld or misrepresented, why deception is necessary for the research, and how participants will be debriefed afterward. If no deception is involved, state "This study does not involve deception."
Use of Deception:
[Text box - approximately 200 words]
3.5 Informed Consent Process
Instructions: Describe exactly how and when you will obtain informed consent from participants. Where will consent take place? Who will obtain consent? How will you ensure participants understand what they are consenting to? Will consent be documented with a signature, or are you requesting a waiver of signed consent? For online studies, how will consent be obtained? If your study involves minors, explain how you will obtain both parental permission and child assent.
Important: Your informed consent form must be included in the appendix and must include all required elements (see Section 3.6 below).
Informed Consent Process:
[Text box - approximately 300 words]
3.6 Consent Documentation
Instructions: Indicate what type of consent documentation you will use and confirm that required forms are included in your appendix.
Consent Documentation (Put an X for all that apply and you will include in the appendix):
	Document Type
	Place an X in the appropriate row

	Adult informed consent form
	 

	Parental permission form (for minors)
	 

	Child assent form (for minors)
	 

	Information sheet (for anonymous surveys)
	 

	Requesting waiver of signed consent
	 

	Requesting waiver of consent documentation
	 



If requesting a waiver of consent or consent documentation, provide justification:
[Text box - approximately 200 words]
SECTION 4: RESEARCH PROCEDURES AND DATA COLLECTION
4.1 Data Collection Methods
Instructions: Indicate all methods you will use to collect data. Check all that apply. Detailed procedures for each method should be described in Section 4.2.
Data Collection Methods (Put an X for all that apply and you will include in the appendix):
	Method
	Place an X in the appropriate row

	Survey/Questionnaire (online)
	 

	Survey/Questionnaire (paper)
	 

	Individual interviews (in-person)
	 

	Individual interviews (phone/video)
	 

	Focus groups
	 

	Observation (participant)
	 

	Observation (non-participant)
	 

	Experimental procedures/intervention
	 

	Educational intervention
	 

	Physiological measurements
	 

	Review of existing records/documents
	 

	Review of educational records
	 

	Review of medical records
	 

	Secondary data analysis
	 

	Collection of biological specimens
	 

	Audio recording
	 

	Video recording
	 

	Photography
	 

	Other (specify):
	 


4.2 Detailed Research Procedures
Instructions: Provide a step-by-step description of exactly what will happen during your study from the participant's perspective. What will participants be asked to do? In what order will activities occur? How long will each activity take? Where will the research take place? Be specific enough that an IRB member could understand exactly what a participant will experience.
Include:
· Step-by-step procedures in chronological order
· Duration of each activity
· Total time commitment for participants
· Location(s) where research will be conducted
· Who will interact with participants (PI, research assistants, etc.)
· Any special equipment, materials, or facilities that will be used

Detailed Research Procedures:
[Text box - approximately 400 words]
4.3 Time Commitment
Instructions: Summarize the total time commitment required from participants. If the study involves multiple sessions, specify the duration of each session and the total time across all sessions.
Time Commitment Summary:
Per session: 
Number of sessions: 
Total time commitment: 
4.4 Research Location(s)
Instructions: Specify where the research will be conducted. If multiple locations are involved, list all of them. If research is conducted online, state "Online via [platform name]."
Research Location(s):
[Text box - approximately 100 words]
4.5 Research Instruments and Materials
Instructions: List all instruments, surveys, questionnaires, interview guides, observation protocols, or other data collection tools you will use. Provide a brief description of each instrument, including the number of items, types of questions, and what the instrument measures. If you are using a published/validated instrument, cite the source. All instruments must be included in the appendix.
Research Instruments and Materials:
[Text box - approximately 300 words]
Instruments Checklist (Put an X for all that apply and you will include in the appendix):
	Instrument Type
	Place an X in the appropriate row

	Survey/questionnaire
	 

	Interview guide/protocol
	 

	Focus group protocol
	 

	Observation protocol
	 

	Data extraction forms
	 

	Experimental protocols
	 

	Other (specify):
	 


SECTION 5: RISKS AND BENEFITS
5.1 Potential Risks to Participants
Instructions: Identify all potential risks to participants, including physical, psychological, social, economic, and legal risks. Consider risks related to:
· Physical discomfort or harm
· Psychological stress, anxiety, or emotional distress
· Social risks (embarrassment, damage to reputation, social stigma)
· Economic risks (loss of employment, insurability)
· Legal risks (disclosure of illegal activities)
· Breach of confidentiality
· Time and inconvenience
Be honest and thorough. Even minimal risk studies have some risks (e.g., time, minor discomfort from survey questions). If you believe there are no risks beyond those encountered in daily life, state this explicitly.
Potential Risks:
[Text box - approximately 300 words]
5.2 Risk Minimization Strategies
Instructions: For each risk identified in Section 5.1, explain what steps you will take to minimize or eliminate that risk. How will you protect participants from potential harm? What safeguards are in place? Be specific about your risk mitigation strategies.
Risk Minimization Strategies:
[Text box - approximately 300 words]
5.3 Potential Benefits
Instructions: Describe any potential benefits to participants and/or to society. Be realistic—do not overstate benefits. Benefits to participants might include learning new information, receiving free services, or contributing to knowledge. Benefits to society might include advancing scientific knowledge, improving practices, or informing policy. If there are no direct benefits to participants, state this clearly but explain the broader benefits to society or the field.
Potential Benefits:
[Text box - approximately 250 words]
5.4 Risk/Benefit Assessment
Instructions: Provide a brief assessment of whether the potential benefits of the research justify the risks to participants. Explain why the knowledge to be gained is worth the risks participants will face. For minimal risk studies, this can be brief.
Risk/Benefit Assessment:
[Text box - approximately 150 words]
SECTION 6: PRIVACY, CONFIDENTIALITY, AND DATA MANAGEMENT
6.1 Data Collection and Identifiability
Instructions: Describe what data you will collect from or about participants. Will the data be identifiable (names, contact information), coded (linked to participants through a code), or anonymous (no way to link data to individuals)? If you are collecting identifiable data, explain why this is necessary.
Data Collection and Identifiability:
[Text box - approximately 250 words]
6.2 Data Storage and Security
Instructions: Explain in detail how you will store data to protect participant confidentiality. Address both physical and electronic data storage. Be specific about:
· Where data will be stored (locked file cabinet, password-protected computer, secure server, cloud storage platform)
· How data will be secured (encryption, password protection, locked facilities)
· Who will have access to identifiable data
· How long data will be retained
· Separate storage of consent forms and data (if applicable)
Data Storage and Security:
[Text box - approximately 300 words]
6.3 Data Access
Instructions: List all individuals who will have access to identifiable data. Include the PI, co-investigators, research assistants, transcriptionists, external evaluators, or anyone else who will see data that could be linked to participants. Explain what level of access each person will have and why they need access.
Data Access:
[Text box - approximately 200 words]
6.4 Data Retention and Destruction
Instructions: Explain how long you will keep the data and what will happen to it after the retention period. Federal regulations and some funding agencies require data to be retained for a specific period (often 3-7 years after project completion). Describe how and when data will be destroyed. Who will be responsible for data destruction?
Data Retention Period: 
Data Destruction Plan:
[Text box - approximately 150 words]
6.5 Data Sharing and Dissemination
Instructions: Will you share data with anyone outside your immediate research team? Will you make data publicly available (e.g., in a data repository or publication)? Will you share data with collaborators at other institutions? If so, explain how you will protect confidentiality when sharing data. If you will not share data, state this clearly.
Data Sharing and Dissemination:
[Text box - approximately 200 words]
SECTION 7: DISCLOSURE TO PARTICIPANTS
7.1 Information Provided to Participants
Instructions: Explain what information participants will receive about the study. Will they be fully informed about the purpose, procedures, risks, and benefits? If you are withholding any information from participants (either temporarily or permanently), explain what information is being withheld and provide a strong justification for why this is necessary for the research. Note: Withholding information requires careful justification and may require additional IRB review.
Information Provided to Participants:
[Text box - approximately 250 words]
7.2 Debriefing and Results Sharing
Instructions: Will participants be debriefed after their participation? If deception was used, describe the debriefing process. Will participants receive information about the study results? If so, how and when will results be shared? If participants will not receive results, explain why.
Debriefing and Results Sharing:
[Text box - approximately 200 words]
SECTION 8: CONFLICT OF INTEREST
8.1 Conflict of Interest Statement
Instructions: Disclose any financial, personal, or professional relationships that could be perceived as influencing this research or creating a conflict of interest. This includes:
· Financial interests in the outcome of the research
· Relationships with participants (e.g., teaching students you are recruiting)
· Consulting relationships with organizations involved in the research
· Intellectual property interests
Note: Faculty on externally funded projects must have a separate institutional Conflict of Interest form on file with the Office of Sponsored Programs.
Conflict of Interest Disclosure: Place an X next to the appropriate status.
	Conflict Status
	Place an X in the appropriate row

	No conflicts of interest to disclose
	 

	Conflicts disclosed below
	 

	Separate institutional COI form on file (externally funded projects) - 
Date filed:
	 



If conflicts exist, describe them and explain how they will be managed:
[Text box - approximately 200 words]
SECTION 9: RESEARCH PERSONNEL AND TRAINING
9.1 Research Personnel
Instructions: List all individuals who will be involved in conducting this research, including the PI, co-investigators, research assistants, and any other personnel who will interact with participants or have access to identifiable data. For each person, indicate their role and responsibilities.
Research Personnel and Roles:
[Text box - approximately 250 words]
9.2 Training of Research Personnel
Instructions: This section covers training requirements for (1) investigators and (2) non-investigator research personnel. Because research staff may be selected after the project begins, describe your plan for ensuring they complete required training before they interact with participants or access identifiable data.
1. Investigators (PI/co-investigators/co-PIs): CITI Human Subjects Research Training is required for all investigators prior to conducting any human-subjects activities or accessing identifiable data. Include CITI certificates in the appendix (do not re-list CITI module content here).
2. Research staff/trainees and other study personnel (non-PI): Describe the study-specific training and supervision/competency checks you will provide or require for undergraduate researchers, graduate students, postdocs, staff, transcriptionists, and others. Indicate (a) who will be trained, (b) who will provide the training, (c) when training will occur (e.g., onboarding before first contact/data access), and (d) what documentation will be kept and/or included in the appendix (e.g., scripts, checklists, protocols).
Training of Research Personnel (non-PI training plan): In 3–6 sentences, describe your process (who is trained, when training occurs, who provides training, and how competency/training completion is verified). Focus on study-specific onboarding rather than re-stating CITI requirements.
[Text box - approximately 200 words]
Training Materials ((Put an X for all that apply and you will include in the appendix):
	Material Type
	Place an X in the appropriate row

	Training manual/protocol
	 

	Training slides/presentation
	 

	Standard operating procedures
	 

	Other (specify):
	 


SECTION 10: ADDITIONAL CONSIDERATIONS
10.1 Multi-Site Research
Instructions: If this research will be conducted at multiple sites or institutions, describe the sites and explain how IRB approval will be obtained at each site. Will McMurry University serve as the IRB of record, or will each site conduct its own review? Will this project require a reliance agreement with other academic institutions to place one institution as being responsible for project oversight?
Multi-Site Research Information: (Put an X for appropriate site)
	Multi-Site Research
	Place an X in the appropriate row

	This is single-site research at McMurry University only
	 

	This is multi-site research (describe below)
	 



If multi-site, provide details:
[Text box - approximately 200 words]
10.2 External Collaborations and Partnerships
Instructions: If your research involves partnerships with external organizations (schools, hospitals, community organizations, businesses, etc.), describe these partnerships and include any letters of support or permission in the appendix.
External Collaborations: Place an X to indicate the collaboration type
	External Collaborations
	Place an X in the appropriate row

	No external collaborations
	 

	External collaborations exist (describe below)
	 



If external collaborations exist, provide details:
[Text box - approximately 200 words]
Supporting Documents: (Put an X for all that apply and you will include in the appendix):
	Document Type
	Place an X in the appropriate row

	Letters of support/permission
	 

	Data use agreements
	 

	Memoranda of understanding
	 

	Other (specify):
	 


SECTION 11: INVESTIGATOR CERTIFICATIONS
11.1 Principal Investigator Certification
I certify that:
· The information provided in this protocol is complete and accurate
· I have read and understand the Belmont Report and 45 CFR 46
· I have completed required CITI Human Subjects Research Training
· I will conduct this research according to this approved protocol
· I will not modify the study without prior IRB approval
· I will promptly report any adverse events, unanticipated problems, or protocol deviations to the IRB
· I will submit continuing review reports as required
· I will maintain all research records according to institutional and federal requirements
· I will ensure all research personnel are properly trained

Electronic signature (DOCX): Type /s/ First Last to sign.  
Note:   “/s/” means “signed” and indicates the typed name is your signature.
Principal Investigator Signature and Date:

11.2 Additional Investigator Certifications
Instructions: To avoid circulating this DOCX for typed names, each co-investigator must complete a separate Co-Investigator Certification page (signed and dated) and return it to the Principal Investigator (or directly to the IRB) as a PDF. 
Project Title:
I certify that:
· The information provided in this protocol is complete and accurate
· I have read and understand the Belmont Report and 45 CFR 46
· I have completed required CITI Human Subjects Research Training
· I will conduct this research according to this approved protocol
· I will not modify the study without prior IRB approval
· I will promptly report any adverse events, unanticipated problems, or protocol deviations to the IRB
· I will submit continuing review reports as required
· I will maintain all research records according to institutional and federal requirements
· I will ensure all research personnel are properly trained

Co-Principal Investigator Signature and Date:

Attach each signed Co-Investigator Certification page (PDF) to the appendix. If additional signatures are needed, duplicate this certification page rather than editing this protocol narrative.






END OF FORM 2


APPENDIX CHECKLIST (FORM 2)
Use this checklist to ensure you have attached all appendix items referenced in Form 2. Omit items that do not apply.

Recruiting — attach the following as appropriate (see Sections 3.1–3.2).
☐ Recruitment flyer(s)/poster(s)
☐ Recruitment email(s) or message(s)
☐ Recruitment script(s) (verbal)
☐ Social media recruitment post(s)
☐ Announcement text/script(s) (classroom/organization)
☐ Letter(s) to potential participants
☐ Other recruitment material(s)

Informed Consent — attach the following as appropriate (see Sections 3.5–3.6).
☐ Adult informed consent form
☐ Parental permission form(s)
☐ Child assent form(s)
☐ Information sheet(s) / consent cover page(s) for anonymous survey(s)
☐ Waiver request language/justification
☐ Consent script(s) used for verbal/phone consent

Data Collection — attach the following as appropriate (see Sections 4.1–4.5).
☐ Survey(s)/questionnaire(s) (all versions: online/paper)
☐ Interview guide(s)/protocol(s)
☐ Focus group protocol(s)
☐ Observation protocol(s) (participant/non-participant)
☐ Data extraction form(s) and/or codebook(s)
☐ Experimental/intervention procedure(s) and material(s)
☐ Data-collection script(s) and/or prompt(s)
☐ Other instrument(s)/material(s) referenced in Section 4

Training and Supporting Materials — attach the following as appropriate (see Section 9.2).
☐ Training manual/protocol
☐ Training slides/presentation
☐ Standard operating procedure(s)
☐ Recruitment and consent training script(s) and/or checklist(s)
☐ Competency check form(s), supervision log(s), and/or onboarding checklist(s)
☐ Other training/support material(s) referenced in Section 9.2

Certifications — attach the following as appropriate (see Sections 9.2, 11.1–11.2).
☐ CITI Human Subjects Research Training certificate(s) for all personnel who will interact with participants or access identifiable data
☐ Signed Co-Investigator Certification page(s) (PDF) for each co-investigator/co-PI

External Site/Collaborations — attach the following as appropriate (see Sections 10.1–10.2).
☐ Letter(s) of support/permission from external site(s) or partner organization(s)
☐ Site permission documentation for recruitment and/or data collection at external location(s)
☐ Data Use Agreement(s) (DUA/DUAs)
☐ Memorandum/Memoranda of Understanding (MOU/MOUs)
☐ Other supporting document(s) referenced in Sections 10.1–10.2

