APPLICATION FOR HUMAN SUBJECTS RESEARCH

Covenant College Institutional Review Board

To qualify for an exempt research designation, your project must meet (1) the criteria for human subjects research and (2) one of the categories listed below.  After reviewing those criteria at www.covenant.edu/irb/definitions, check the box next to the category that your research satisfies. See covenant.edu/academics/irb/review or the Office for Human Research Protections for more detailed descriptions of each category.

☐ Exempt Category 1: Educational Setting

☐ Exempt Category 2: Surveys, Tests, Observations of Public Behavior

☐ Exempt Category 3: Benign Behavioral Interventions

☐ Exempt Category 4: Secondary Use of Identifiable Data or Specimens

☐ Exempt Category 5: Federal Research and Demonstration Projects




Note 1: The following types of studies do not require IRB approval:
· Oral histories
· Journalistic activities
· Classroom demonstration projects for the purpose of instruction (if you plan to present or publish the data, however, you must apply for and receive IRB approval)

Note 2: Any research involving vulnerable populations (i.e., minors, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons) is not exempt.

Note 3: If your research protocol does not fall within any of the Exempt categories listed above, involves vulnerable populations (see Note 2), or involves deception or concealment about which the participant will not be informed as part of the consent process, the project may be eligible for Expedited review.  Check the box(es) below next to all categories that your research satisfies.  

☐ Expedited Category 1: Clinical studies of drugs and medical devices

☐ Expedited Category 2: Collection of blood samples by finger stick, heel stick, or venipuncture

☐ Expedited Category 3: Prospective collection of biological specimens for research purposes by noninvasive means

☐ Expedited Category 4: Collection of data through noninvasive procedures routinely employed in clinical practice (e.g., weighing, use of wearable activity monitors)

☐ Expedited Category 5: Research involving materials that have been or will be collected solely for non-research purposes

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

☐ Expedited Category 7: Research on individual or group characteristics or behavior, or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies, and that does not meet the requirements for Exempt Category 2

☐ Expedited Category 8: Continuing review or research previously approved by the convened IRB, under specific conditions

☐ Expedited Category 9: Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where Expedited Categories 2-8 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

Note 4: Ultimately, the IRB determines whether your research protocol is eligible for exempt, expedited, or full-board review.

Note 5: Student investigators should email the completed application and all necessary materials to their faculty sponsor.  The faculty sponsor, after reviewing and approving all materials, should sign the application and forward all materials to the IRB at irb@covenant.edu.







Email irb@covenant.edu with any questions.

	1. Research Project					☐ New	☐ Modification
This section to be completed for ALL exemption and expedited categories

	Protocol Title: Click or tap here to enter text.

	Research Project Start Date: Click or tap here to enter text.
The project start date cannot be earlier than the protocol’s approval date. If you want to start your research as soon as your protocol is approved, you may put “upon approval” for the project start date.
	Research Project End Date: Click or tap here to enter text.

The project end date should be the date after which you will no longer be working with human subjects data collected for this project.

	☐ Unfunded
	

	☐ Internal funding
	Source: Click or tap here to enter text.

	☐ External funding (provide grant title and award # below)
	Sponsor/Agency: Click or tap here to enter text.

	Grant Title:  Click or tap here to enter text.
	Grant Award #: Click or tap here to enter text.

	Category 5 exemption only: Attach or provide a link to the publicly accessible list that includes this project: Click or tap here to enter text.

	2. Principal Investigator (PI)
Section 2a OR 2b to be completed for ALL exemption and expedited categories

	2a. Student Investigator

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

	[bookmark: _GoBack]Course # and Name: Click or tap here to enter text.

	Training certification:		☐ Attached	☐ On file

	Faculty Sponsor: Click or tap here to enter text. 		Email: Click or tap here to enter text.
ALL student investigators must have a faculty sponsor for their project.  Faculty sponsors must review and approve the protocol before it is submitted.

	Faculty sponsor’s training certification:	☐ Attached	☐ On file

	2b. Faculty/Staff PI (Do not complete this section if you are a student)

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

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

	☐ Class research project
	Course # and name: Click or tap here to enter text.

	☐ Independent research project
	

	Training certification:		☐ Attached	☐ On file

	3. Co-Investigators
This section to be completed for all exemption and expedited categories, if applicable

	Name: Click or tap here to enter text.
Email: Click or tap here to enter text.
	Institution (if not Covenant): Click or tap here to enter text.
Training certification: ☐ Attached	☐ On file

	Name: Click or tap here to enter text.
Email: Click or tap here to enter text.
	Institution (if not Covenant): Click or tap here to enter text.
Training certification: ☐ Attached	☐ On file

	Name: Click or tap here to enter text.
Email: Click or tap here to enter text.
	Institution (if not Covenant): Click or tap here to enter text.
Training certification: ☐ Attached	☐ On file

	Name: Click or tap here to enter text.
Email: Click or tap here to enter text.
	Institution (if not Covenant): Click or tap here to enter text.
Training certification: ☐ Attached	☐ On file

	Name: Click or tap here to enter text.
Email: Click or tap here to enter text.
	Institution (if not Covenant): Click or tap here to enter text.
Training certification: ☐ Attached	☐ On file

	4. Cooperating Institutions
This section to be completed for ALL exemption and expedited categories

	4(a) Will the research be conducted on Covenant College’s campus?	☐ Yes	☐ No
If “no,” please indicate the location(s): Click or tap here to enter text.

	4(b) Have you obtained permission to conduct the research at the off-campus location?	
	☐ Yes	☐ No
If “yes,” please attach a copy of the documentation of permission if it was provided.  

	4(c) Is this research being done in cooperation with any institutions, individuals, or organizations not affiliated with Covenant College? 	☐ Yes		☐ No
If “yes,” please list: Click or tap here to enter text.

	4(d) Have you received IRB approval for this study from an IRB at another institution?	
	☐ Yes	☐ No
If “yes,” please attach a copy of the IRB approval. 	☐ Approval attached

	5. Research Project Description
This section to be completed for ALL exemption and expedited categories

	5(a) Provide, in lay terms, a detailed summary of your proposed study. Clearly state the purpose of the study and the research procedures. 
Click or tap here to enter text.

	For protocols involving tests, surveys, or interviews:				☐ N/A

	5(b) What type(s) of instruments/activities will be used? (Check all that apply)
	☐ Educational (cognitive, diagnostic, aptitude, achievement)
	☐ Tests		Type of test: 		☐ published/standardized	☐ researcher-created
	☐ Survey	Type of survey:		☐ paper	☐ telephone	☐ online
	☐ Interviews	Type of interview:	☐ face-to-face	☐ telephone	☐ online

Please attach a copy of any tests, surveys, interview questions, scripts, etc. that will be used.

Note: If your research is being conducted in a language other than English, these documents must be submitted in the original language and in an English translation.  Please verify the accuracy of the original documents by selecting one or more of the following statements:
☐ I am a native speaker.
☐ I have studied Click or tap here to enter text.(language) for Click or tap here to enter text.(number) years.
☐ Documents have been reviewed by a native speaker or individual fluent in Click or tap here to enter text. (language).

	6. Participants
This section to be completed for exemption categories 1, 2, and 3, and all expedited categories

	6a Participant Population

	6a(1) What is the age range of participants in the study?
	Click or tap here to enter text.
6a(2) How many participants are needed for the study?
	Click or tap here to enter text.
6a(3) Please justify the intended sample size (i.e., how do you know it is large enough to achieve the proposed aims, without being too large?  See covenant.edu/academics/irb/faq for guidance).
	Click or tap here to enter text.
6a(4) Please list any inclusion and/or exclusion criteria.
	Click or tap here to enter text.
6a(5) If you are testing any vulnerable populations, please justify below.
	Click or tap here to enter text.

	6b Participant Recruitment

	Check all boxes below that apply to your participant recruitment process, and provide additional information as necessary. 
☐ Postings, flyers. Indicate location(s): Click or tap here to enter text.
☐ Email solicitation. Indicate how the email addresses will be obtained and describe the sampling technique that will be used: Click or tap here to enter text.
☐ Web-based solicitation. Specify sites: Click or tap here to enter text.
☐ Other. Please specify: Click or tap here to enter text.

Please attach any recruiting materials and/or the text of email or web-based solicitations you will use.

	6c Participant Compensation and Costs

	Will participants be compensated for taking part in the study?	☐ Yes	☐ No
If “yes,” identify the amount, type, and source of funds:
Amount: Click or tap here to enter text.			
Type (e.g., gift card, cash): Click or tap here to enter text.
Source: Click or tap here to enter text.
Will participants who are students be offered class credit?	☐ Yes	☐ No
If you plan to offer course credit for participation, please describe what alternative assignment(s) students may complete to get an equal amount of credit should they choose not to participate in the study: Click or tap here to enter text.
Are other inducements planned to recruit participants?		 ☐ Yes	☐ No
If “yes,” please describe: Click or tap here to enter text.
Will participants incur any cost for taking part in the study?	☐ Yes	☐ No
If “yes,” please explain: Click or tap here to enter text.

	6d Participant Risks and Benefits

	What are the benefits, if any, to participants in this study? Click or tap here to enter text.
What are the scientific or societal benefits, if any, of this research? Click or tap here to enter text.

Note: Benefits are separate from compensation and refer to what is gained as a direct result of the research. Your study must benefit participants, the scientific community, and/or society in some way.

What are the risks (physical, social, psychological, legal, economic), if any, to participants in this study? Click or tap here to enter text.
Describe how confidentiality will be protected: Click or tap here to enter text.
Will deception be involved?	☐ Yes	☐ No
If “yes,” please explain: Click or tap here to enter text.

Note: Research involving deception is not eligible for exempt status unless the subject is informed prior to participating that he or she will be unaware or misled regarding the nature or purposes of the experiment, and if the subject still agrees to participate.

	6e Participant Consent and Debriefing

	Prior to participation, participants will be informed about the nature of the study, their right to withdraw, compensation, how confidentiality will be protected, and the risks and benefits of the study:
	☐ Orally		☐ In writing

Please attach the script or form you will use to inform participants about the study prior to participation.

Note: Please be aware that use of email for recruitment and/or data collection results in increased risk to participants.  If email is used to communicate with participants during the course of this study, they must be informed that there is a risk that their participation or responses could become public if their or your email is hacked.

Participants will indicate their willingness to participate by:
☐ Signing a paper form
☐ Checking a box or entering text online
☐ Providing verbal consent

Note: If participants provide consent through any means other than their signature on a paper form, you MUST request a waiver of documentation of consent.

☐ I am requesting a waiver of documentation of consent because:
☐ The signature on the informed consent document would be the only record linking the subject to the research and the principal risk of harm to the subject would be a breach of confidentiality. 
☐ The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside the research context. 
☐ The participants are members of a cultural group in which signing forms is not a normal/acceptable practice.

Note: The above waiver applies only to the documentation of consent.  If you wish to waive or alter any of the required elements of consent, you must apply for a Waiver or Alteration of Consent (below) and submit an application for Expedited or Full Board Review.

	I am requesting a Waiver or Alteration of Consent	☐ Yes	☐ No
If “yes,” please explain what elements of consent will be altered or waived and provide the reason(s).
	Click or tap here to enter text.

Note: If you request a Waiver or Alteration of Consent, your research does not qualify for exempt status.

	After participating, participants will be debriefed:
	☐ Orally		☐ In writing

Please attach the script or form you will use to debrief participants upon completion of the study.


	Note: If your research is being conducted in a language other than English, these documents must be submitted in the original language and in an English translation.  Please verify the accuracy of the original documents by selecting one or more of the following statements:
☐ I am a native speaker.
☐ I have studied Click or tap here to enter text.(language) for Click or tap here to enter text.(number) years.
☐ Documents have been reviewed by a native speaker or individual fluent in Click or tap here to enter text. (language).


	7. Confidentiality and Data Security
This section to be completed for exemption categories 1, 2, and 3, and all expedited categories

	Will personal identifiers be collected?	☐ Yes	☐ No
If “yes,” will identifiers be translated to a code?	☐ Yes	☐ No

Will audio or video recordings and/or photographs be made of your participants?	☐ Yes	☐ No
If “yes,” please describe: ☐

If any type of audio/video recording or photograph will be made of your participants, please describe how you will obtain the participants’ consent to obtain these recordings, and how you will maintain a record of this consent: Click or tap here to enter text.

Who will have access to data? Click or tap here to enter text.

Describe how you will protect participant confidentiality and secure research records: Click or tap here to enter text.


	8. Data Acquisition, Confidentiality, and Security
This section to be completed for exemption category 4 only

	From where will the data/documents/records/specimens be obtained? Click or tap here to enter text.

Is de-identified information being provided to the investigator?	☐ Yes	☐ No
Is the information being recorded by the investigator?	☐ Yes	☐ No
If “yes,” describe how the investigator will record data without identifiers:

Is the information related to the provision of healthcare?	☐ Yes	☐ No
Does the data meet the HIPAA de-identification requirements?	☐ Yes	☐ No ☐ Don’t Know ☐ N/A
Describe the information being used in the research: Click or tap here to enter text.

Describe how you will protect participant anonymity or confidentiality and secure research records: Click or tap here to enter text.





	Submission Checklist 
This section must be fully completed.
For submission to be complete, all applicable documents must be sent as attachments to irb@covenant.edu. Incomplete protocol submissions will not be reviewed and will be returned to the investigator.


	My submission contains the following documents:

	Attached
	N/A
	

	☐	
	This application form, fully completed and signed by the researcher.

	☐	☐	Training certification documentation 

	☐	☐	(#4b) Documentation of permission to conduct research in a location other than Covenant College

	☐	☐	(#4d) IRB approval from another institution

	☐	☐	(#5a) Research project description (check N/A if typed on form)

	☐	☐	(#5b) Tests, surveys, interview questions, scripts, etc.

	☐	☐	(#6b) Recruiting materials, text of email or web-based solicitation

	☐	☐	(#6e) Consent form or oral consent script 

	☐	☐	(#6e) Debriefing script 

	

	Student Investigator’s Assurance Statement for Using Human Subjects in Research (if applicable)

	I certify that the information provided in this IRB application is complete and accurate.

I understand that I am responsible for the conduct of IRB approved studies, the ethical performance of protocols, the protection of the rights and welfare of human participants, and strict adherence to the study’s protocol and any stipulations imposed by the Covenant College Institutional Review Board.

I understand that if an adverse event occurs during the course of this study, I must report it to irb@covenant.edu immediately.

I agree to comply with all Covenant College policies and procedures, as well as with all applicable federal, state, and local laws, regarding the protection of human participants in research.

Student Investigator Name/Signature: Click or tap here to enter text.
Date: Click or tap here to enter text.

Please type in name and date.  If emailed from the student’s Covenant College email account, a handwritten signature is not needed.

	Principal Investigator’s Assurance Statement for Using Human Subjects in Research

	
I certify that the information provided in this IRB application is complete and accurate.

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of IRB approved studies, the ethical performance of protocols, the protection of the rights and welfare of human participants, and strict adherence to the study’s protocol and any stipulations imposed by the Covenant College Institutional Review Board.

If applicable, I understand that it is my responsibility to ensure that the human participants’ involvement as described in the funding proposal(s) is consistent in principle to that contained in the IRB application.  I will submit modifications and/or changes to the IRB as necessary.

I understand that if an adverse event occurs during the course of this study, I must report it to irb@covenant.edu immediately.

I agree to comply with all Covenant College policies and procedures, as well as with all applicable federal, state, and local laws, regarding the protection of human participants in research.

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

Please type in name and date.  If emailed from the PI’s Covenant College email account, a handwritten signature is not needed.
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