Blessing-Rieman College of Nursing and Health Sciences
Institutional Review Board (IRB) Application to Conduct Research

Blessing-Rieman College of Nursing IRB
3609 N. Marx Drive
Quincy, IL 62305
General Information
Policy and Purpose of this Form
· BRCN policy requires review of all research activities involving human participants by the Institutional Review Board (IRB) prior to the involvement of participants. 
· BRCN follows federal regulations governing research with human participants to all research conducted by BRCN affiliated and non-affiliated personnel involving human participants. 
· This policy applies to all faculty, staff, and student research; and to those individuals seeking approval from BRCN’s IRB.
· The purpose of this form is to provide the IRB with the information needed to approve only those studies that meet all the requirements for the protection of human subjects (participants) and their rights.

Compliance
· ONLY the IRB can determine review requirements for human subjects research activity.  
· Failure to obtain IRB review for human research activities violates federal and/or BRCN policy and could result in a loss of grant funding, inability to present or publish, or rejection of research paper/thesis/dissertation.
· The IRB cannot review protocols for studies or projects for which data collection has already begun.
Review
· Application review occurs in the order of receipt.
· The IRB will not review applications until all required documents are received and complete.
· Non-exempt applications may require additional review time and/or approval at a convened IRB meeting.
· Please contact the IRB at irb@brcn.edu with questions regarding application status or for assistance.

Application
Instructions
1. Type in the text boxes and click the checkboxes.
2. Email this application along with all materials, including but not limited to consent forms, recruitment letters/emails, surveys, instruments, flyers, social media posts, agency permission letter.
3. Save the completed application using the format: “LastName MMDDYY IRB app” 
4. Save supporting documents using the format: “LastName MMDDYY IRB name of document”
5. Submit completed application and supporting documents to:  irb@brcn.edu


Section A. Information about the Research Project
Title and Dates
Title: Click or tap here to enter text.
Anticipated Start Date: Click or tap here to enter text.
Anticipated End Date: Click or tap here to enter text.

Principal Investigator (PI)
Name: Click or tap here to enter text.
Address: Click or tap here to enter text.
City, State, Zip Code: Click or tap here to enter text.
Phone Number: Click or tap here to enter text.
Email Address: Click or tap here to enter text.
Completion Date of Human Subjects Training: Click or tap here to enter text.
(Submit certificate of training along with this application.)

Co-principal Investigator
Is there a co-principal investigator?     No ☐          Yes ☐
· If yes, complete the following information about the co-principal investigator.
· Name: Click or tap here to enter text.
· Address: Click or tap here to enter text.
· City, State, Zip Code: Click or tap here to enter text.
· Phone Number: Click or tap here to enter text.
· Email Address: Click or tap here to enter text.
· Completion Date of Human Subjects Training: Click or tap here to enter text.
(Submit certificate of training along with this application.)

Research Team
Do you have additional research personnel/research team?     No ☐          Yes ☐  
· If yes, submit a list of the research personnel/research team along with this application. For each member, provide name, address, phone number, email address, team member role, and completion date of human subjects training. Submit certificates of training along with this application.

Financial Support
Will this research project receive financial support from a grant or other source?
☐No.    ☐ Yes. 
· If yes: name the funding source: Click or tap here to enter text.

Financial Conflict of Interest Disclosure
Do any investigators, research team members, or their family members have any relationship or financial interest with any institution or sponsors related to this project that might present or appear to present a conflict of interest with regard to the outcome of the research project?
☐No.     ☐Yes.
· If yes, complete the Conflict-of-Interest Disclosure form for each person who has the conflict of interest. (Submit the completed form(s) along with this application.)

Review Request
Check the type of review being requested for this project.
☐Full.     ☐Expedited.     ☐Exempt.

Section B. Protocol
Purpose, Research Questions, and Research Design
Summarize the purpose/objectives of this project in nontechnical, lay language.
Click or tap here to enter text.

List the research questions.
Click or tap here to enter text.

Type of Research Being Conducted
Read the IRB Handbook to find the information that may be helpful with selecting and describing the type of research that best fits your study/project.

Checking no or yes to each type of research (Questions 1-14) is required for the application to be complete.

1. Does the project involve marketed drugs?
☐No.     ☐Yes.  If yes, answer the following questions.
a) Identify the drug: Click or tap here to enter text.
b) Provide information about the drug: Click or tap here to enter text.

2. Does the project involve medical device(s).
☐No.     ☐Yes.  If yes, answer the following questions.
a) Identify the device: Click or tap here to enter text.
b) Provide information about the device: Click or tap here to enter text.

3. Does the project involve collecting blood samples?
☐No.     ☐Yes.  If yes, answer the following questions.
a) Blood samples will be collected using:     ☐Finger stick.     ☐Heel stick.     ☐Ear stick.    
☐Venipuncture.     ☐Other. Identify method: Click or tap here to enter text.
b) Identify the amount of blood collected for each sample: Click or tap here to enter text.
c) Identify how many times each week samples will be collected from each participant: Click or tap here to enter text.
d) Describe how samples will be labelled and stored to protect participants’ identities: Click or tap here to enter text.

4. Does the project involve collection of biological specimens?
☐No.     ☐Yes.  If yes, answer the following questions.
a) Describe the specimens to be collected: Click or tap here to enter text.
b) Describe the procedure for obtaining the specimens from participants: Click or tap here to enter text.
c) Identify how often specimens will be collected from each participant: Click or tap here to enter text.
d) Describe how specimens will be labelled and stored to protect participant’s identities: Click or tap here to enter text.

5. Does the project collect data through a noninvasive procedure?
☐No.     ☐Yes.  If yes, answer the following questions.
a) Identify the procedure and describe how it is done: Click or tap here to enter text.
b) Identify what is obtained from the procedure: Click or tap here to enter text.
c) Identify the number of times the procedure will be done with each participant: Click or tap here to enter text.
d) Describe how the procedure is usually employed in the clinical setting: Click or tap here to enter text.

6. Does the project use materials collected or will be collected for non-research purposes?
☐No.     ☐Yes.  If yes, answer the following questions.
a) Identify the materials that will be used: Click or tap here to enter text.
b) Describe how they will be obtained and the source from where they will be obtained: Click or tap here to enter text.
c) Will sensitive information be collected?     ☐No.     ☐Yes. If yes, describe the information that is sensitive: Click or tap here to enter text.

7. Will the project collect data from voice, video, digital, or image recordings made for research purposes?
☐No.     ☐Yes.  If yes, answer the following questions.
a) The study/project will use:     ☐Voice.     ☐Video.     ☐Digital.     ☐Photographs.
b) Will sensitive information be collected?     ☐No.     ☐Yes. If yes, describe the sensitive information that will be collected: Click or tap here to enter text.

8. Will the project involve interacting with participants to research individual or group characteristics or behavior?
☐No.     ☐Yes.  If yes, answer the following questions.
a) Interactions with participants will be:     ☐Survey.     ☐Interview.     ☐Oral history.     ☐Focus group.     ☐Program evaluation.     ☐Human factor evaluation.     ☐Quality assurance methodologies.
b) Identify how many times the researcher(s) will interact with each participant or group: Click or tap here to enter text.
c) Will sensitive information be collected?     ☐No.     ☐Yes. If yes, describe the sensitive information that will be collected: Click or tap here to enter text.

9. Is the project being done in an established or commonly accepted educational setting?
☐No.     ☐Yes.  If yes, answer the following questions.
a) Describe the normal educational practice being investigated: Click or tap here to enter text.
b) Describe how the study/project will not adversely impact students’ learning of required content: Click or tap here to enter text.
c) Describe the role of the instructor(s): Click or tap here to enter text.

10. Does the research only include interactions involving educational tests, survey procedures, interview procedures, or observation of public behavior?
☐No.     ☐Yes. 
If yes, answer the following questions.
a) The study project involves:     ☐Administering a test.     ☐Administering a survey.     ☐Conducting a simple interview.     ☐Making observations in a public setting.
b) Identify the number of times a test/survey will be administered, interviews or observations will be made with the same participants: Click or tap here to enter text.
c) Will sensitive information be collected?     ☐No.     ☐Yes.
If yes, describe the sensitive information that will be collected: Click or tap here to enter text.

11. Does the research involve benign behavioral interventions (brief, harmless, painless, not physically invasive) using verbal or written responses or audiovisual recordings?
☐No.     ☐Yes. 
If yes, answer the following questions.
a) Describe the behavioral intervention: 
b) The project will use:     ☐Verbal responses.     ☐Written responses.     ☐Audiovisual recordings.
c) Identify the number of times the intervention will be carried out with each participant: Click or tap here to enter text.
d) Will sensitive information be collected?     ☐No.     ☐Yes.
If yes, describe the sensitive information that will be collected: Click or tap here to enter text.

12. Is the project secondary research using identifiable private information or identifiable biospecimens?
☐No.     ☐Yes. 
If yes, answer the following questions.
a) Is this information or biospecimens publicly available?  ☐No.     ☐Yes.
b) Can the information or biospecimens be obtained in such a manner that subjects’ identities cannot readily be ascertained?  ☐No.     ☐Yes.
c) Will it be necessary to contact subjects or re-identify them in order to conduct the project?  ☐No.     ☐Yes.
d) Is the use of the information or biospecimens regulated under HIPAA?  ☐No.     ☐Yes. If yes, submit the Access to Protected Information form along with this application.

13. Is the research or demonstration project conducted or supported by a federal department or agency, or subject to the approval of department or agency heads?
☐No.     ☐Yes.  If yes, describe how the project is designed to study, evaluate, improve, or otherwise examine public benefit or service programs? Click or tap here to enter text.

14. Does the research involve a taste and food quality evaluation or a consumer acceptance study?
☐No.     ☐Yes.
If yes, answer the following questions.
a) Are wholesome foods without additives consumed during the project?  ☐No.     ☐Yes.
b) Is the food consumed during the project contain an ingredient, agricultural chemical or environmental contaminant?  ☐No.     ☐Yes.
If yes, is the ingredient, chemical, or contaminant at or below the level and for a use found to be 
safe? ☐No.     ☐Yes.

Methodology
Provide a step-by-step description of what you are going to ask participants to do.  A numbered or bulleted list of steps is helpful.
Click or tap here to enter text.

Does the project involve deception? ☐No.     ☐Yes.
· If yes, explain why deception is necessary and how participants will be debriefed about the deception after the end of their participation: Click or tap here to enter text.

Length of Time with Participants
How many times will each participant be interviewed, administered surveys/tests, observe, etc: Click or tap here to enter text.
What is the length of each session with participants: Click or tap here to enter text.

Instruments for Data Collection
List the data collection instruments that will be used by the project. (Submit all of them with this application.)
Click or tap here to enter text.

Sample
Sample Description
Anticipated number of participants or records: Click or tap here to enter text.
Age range of participants: Click or tap here to enter text.
List any other characteristics of participants (e.g. gender, ethnicity, occupation) that impact the project: Click or tap here to enter text.
Describe the inclusion criteria: Click or tap here to enter text.
Describe the exclusion criteria: Click or tap here to enter text.
Is compensation being offered: ☐No.     ☐Yes.  
· If yes, describe the amount, type (e.g. gift card) and when: Click or tap here to enter text.

Sample Recruitment
Check the recruitment materials to be used to recruit participants. (Submit all materials along with this application.)
☐Recruitment scripts.     ☐Letters/Mailings.     ☐Advertisements.     ☐Recruitment emails.     ☐Flyers.     ☐Posters.     ☐Emails.     ☐Other. Specify Click or tap here to enter text.

If you checked emails or mailers, answer the following questions.
· Describe how and from whom you are obtaining emails and/or mailing addresses: Click or tap here to enter text.
· Describe how you will protect email and/or mailing addresses: Click or tap here to enter text.

Check the person who will be directly recruiting individuals for the project.
☐Principal investigator.     ☐Co-investigator.    ☐Other. Specify: Click or tap here to enter text.

Provide a step-by-step description of how you are going to recruit participants.  A numbered or bulleted list of steps is helpful.
Click or tap here to enter text.

Will Blessing-Rieman students be recruited and participate in the research project?
☐No.     ☐Yes.  
· If yes, describe the special protections being implemented to minimize risk of coercion or undue influence from faculty and staff: Click or tap here to enter text.

Sites
List all the locations where research/project activities will take place: Click or tap here to enter text.
Will multiple institutions participate in the study? ☐No.     ☐Yes.  
· If yes, list all the participating institutions: Click or tap here to enter text.

Section G. Risk Assessment and Benefits
Risks
Read the IRB Handbook to find the information that may be helpful with selecting and describing the category of risk(s) that are possible for your project.

Checking no or yes to each category of risk (Questions 1-4) is required for the application to be complete. Be sure all risks are described during the consent process.
1. Physical (cognitive or motor)? ☐No.     ☐Yes. 
If yes, answer the following questions.
a) Describe the physical risk(s): Click or tap here to enter text.
b) Describe how the risk(s) will be minimized and actions taken if they occur. Click or tap here to enter text.

2. Psychological/emotional stress or discomfort?  ☐No.     ☐Yes.  
If yes, answer the following questions.
a) Describe the psychological/emotional stress risk(s): Click or tap here to enter text.
b) Describe how the risk(s) will be minimized and actions taken if they occur. Click or tap here to enter text.

3. Social/economic? ☐No.     ☐Yes. 
If yes, answer the following questions.
a) Describe the social/economic risk(s): Click or tap here to enter text.
b) Describe how the risk(s) will be minimized and actions taken if they occur: Click or tap here to enter text.

4. Legal risks? ☐No.     ☐Yes.  
If yes, answer the following questions.
a) Describe the legal risk(s): Click or tap here to enter text.
b) Describe how the risk(s) will be minimized and actions taken if they occur: Click or tap here to enter text.



Loss of Confidentiality
Will the project collect and record data anonymously with no direct or indirect links to participants.  
☐No.     ☐Yes.  
If yes, describe how you safeguard this data during collection, transport, and storage: Click or tap here to enter text.

Will the project collect and record identifiable private information that may directly or indirectly link to participants. ☐No.     ☐Yes.  
If yes, answer the following questions.
· Explain how you will protect participants’ private information, responses, and informed consent forms during data collection and travel from the research site(s) to the place of storage: Click or tap here to enter text.
· Explain how you will safeguard participants’ identifiable information, responses, and consent forms during storage: Click or tap here to enter text.

Benefits
Describe the benefits gained from this project: Click or tap here to enter text.

Will participants receive any direct benefit from participating in the project?  ☐No.     ☐Yes. 
If yes, describe the benefits for participants: Click or tap here to enter text.

Section H. Storage and Retention of Data

Describe where will you store data as well as any informed consent forms: Click or tap here to enter text.

Will data, identifiable private information, and/or bio-specimens be kept for future use in research?
☐No.     ☐Yes. If yes, include a statement about this future use in the written consent form or implied consent information.

Describe how long you plan to retain data, including blood samples and biospecimens, and describe how you will dispose of the data: Click or tap here to enter text.

Section I. Consent
Type of Consent
Checking no or yes to each question below (Questions 1-8) is required for the application to be complete.
1. Does the project involve marketed drugs? ☐No.     ☐Yes.  
2. Does the project involve medical devices? ☐No.     ☐Yes.  
3. Does the project require physical interaction, procedures, or behavioral interventions? ☐No.     ☐Yes.  
4. Does the project collect and analyze DNA, blood, or tissue samples? ☐No.     ☐Yes.  
5. Does the project involve vulnerable populations? ☐No.     ☐Yes.  
6. Does the project use interviews covering sensitive topics (e.g., sexual behavior, illegal activities, mental health) that could jeopardize participants? ☐No.     ☐Yes.  
7. Does the project pose higher-than-minimal physical or psychological risks? ☐No.     ☐Yes.  
8. Is the project longitudinal research that spans over a long period of time over multiple sessions? ☐No.     ☐Yes.  

Written informed consent will be required if you checked yes to any of the above. (The written consent form must be submitted along with this application.)

Checking no or yes to each question below (Questions 1-4) is required for the application to be complete.
1. The only record linking participants and the project would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. ☐No.     ☐Yes.  
2. The research presents no more than minimal risk of harm to participants. ☐No.     ☐Yes.  
3. The use of implied consent will not adversely affect the rights and welfare of participants. ☐No.     ☐Yes.  
4. There is the ability to provide pertinent information about the project to potential participants and obtain their implied consent before participating. ☐No.     ☐Yes.  

The project is eligible for implied consent if you checked yes to all of the above. (The information provided for implied consent must be submitted along with this application.)

Children
Does the project involve children? ☐No.     ☐Yes.  
If yes, answer the following questions.
· Will the investigator(s) interact with the children? ☐No.     ☐Yes.  
If yes, informed consent is required from parents.
· Will the investigator(s) observe the children and no interactions with them? ☐No.     ☐Yes. 
If yes, the project is eligible for implied consent from parents.

Identify the age group:     ☐Age 8 and younger.     ☐9 to 13 years of age.     ☐14 to 17 years of age.

Explain how you will get their assent: Click or tap here to enter text.
(The information provided for assent must be submitted along with this application.)

Consent Process
Provide a step-by-step description of how you are going to obtain consent from participants or from parents when participants are minors.  A numbered or bulleted list of steps is helpful. 
Click or tap here to enter text.

Section J. Signatures
By submitting this application, I acknowledge and accept my responsibility for protecting the rights and welfare of the project’s participants. 

· I certify the information provided in this application is complete and accurate.
· I accept and will conform to any stipulations designated by the IRB and all federal, state, and institutional provisions concerning the protection of human participants in research. 
· I will ensure all personnel involved in the research will be appropriately trained for all procedures used in this project. 
· I agree to conduct the research involving human participants as presented in this protocol application as approved by the Blessing-Rieman College of Nursing IRB #1 (IRB).
· I will submit any proposed changes/modifications to the IRB for review and approval before they are implemented.
· I agree to notify the IRB of any adverse events that may occur during the project. 
· I also assure that I will follow through with the storage and destruction of data as outlined in the protocol. 

Name of Principal Investigator Submitting the Application: Click or tap here to enter text.
Date Submitting Application: Click or tap here to enter text.
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