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IRB Submission Guide
Institutional Review Board Human Subjects Research
Northwest Missouri State University


Overview:
The purpose of this document is to assist with planning ethical research and submitting research proposals for review by the Institutional Review Board (IRB) at Northwest Missouri State University (NWMSU). 

Most of the information in this document is taken from the guidelines for ethical human subjects research provided by the United States Department of Health and Human Services (HHS) Office for Human Research Protections (OHRP) under section 45 CFR 46 of Regulations and Policy. For a more detailed discussion than that provided in this guide, you can access the current rules and regulations directly at this link. 

Please keep in mind that it would be impossible for this guide to address every possible research design and that your project may include components or ethical questions that are not directly addressed. In these cases, it is strongly advised that you contact the NWMSU IRB by email at IRBNWMS@nwmissouri.edu for guidance on which forms to submit and other considerations to be aware of. 
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An Institutional Review Board (IRB) is a unit whose role is to review proposed and ongoing human subjects research within an institution to ensure that the guidelines for protection of human research subjects are being followed as outlined in 45 CFR 46 by OHRP. At Northwest, this means that the purpose is to make sure that all human subjects research being conducted on campus, or by investigators affiliated with the university, meets these guidelines for ethical research. Application and supplementary documents submitted for IRB review, as well as the information in this document, allow the IRB to fulfill this obligation. 

The Northwest IRB reviews human subjects research for its adherence to ethical guidelines only. Project approval by the Northwest IRB should not be interpreted as an endorsement of the research questions being investigated. In addition, research with non-human animals is beyond the scope of the IRB and should be reviewed by the Northwest Animal Welfare Committee. 
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Below is a list of important definitions you should keep in mind when preparing your IRB submission. These definitions are mostly provided by OHRP guidelines at 45 CFR 46; definitions with an asterisk (*) next to them are provided by the Northwest IRB rather than OHRP. 

Research: A systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge. Any human subjects investigations meeting this definition must undergo IRB review prior to collecting any data.

Assent: A child’s affirmative agreement to participate in research. Mere failure to object should not be construed as assent.

Children: Persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted. Generally, this definition is assumed to include anyone under the age of 18. 

Faculty advisor*: A faculty member who oversees a project with a student as the principal investigator. The role of a faculty advisor (beyond providing oversight) is left to those involved with the project. 

Fetus: The product of conception from implantation until delivery.

Guardian: An individual who is authorized under applicable state or local law to consent on behalf of a child to general medical care. 

Human subject: A living individual about whom an investigator conducting research obtains information or biospecimens through intervention or interaction with the individual and uses, studies, or analyzes the information/biospecimens; or obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.

Identifiable private information: Information for which the identity of the subject is or may readily be ascertained by the investigator or someone associated with the information. 

Interaction: Communication or interpersonal contact between investigator and subject.

Intervention: Includes both physical procedures by which information or biospecimens are gathered as well as manipulations of the subject, or the subject’s environment, that are performed for research purposes. 

Benign behavioral intervention: A special subset of interventions that are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing. 

Minimal risk: Research where the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. 

Neonate: A newborn. Nonviable neonate means a neonate after delivery that, although living, is not viable. Viable neonate means being able, after delivery, to survive to the point of independently maintaining heartbeat and respiration. 

Parent: A child’s biological or adoptive parent. 

Permission: The agreement of parent(s) or guardian to the participation of their child or ward in research. 

Pregnancy: Encompasses the period of time from implantation until delivery. A woman shall assume to be pregnant if she exhibits any of the pertinent presumptive signs of pregnancy, such as missed menses, until the result of a pregnancy test are negative or until delivery.

Principal investigator*: The lead researcher (or researchers) on a project who takes responsibility for ensuring the project sets and follows ethical standards, remains in IRB compliance, and informs the IRB of any important changes or ethical issues that arise. 

Prisoner: Any individual involuntarily confined or detained in a penal institution. The term is intended to encompass individuals sentenced to such institutions under a criminal or civil statute, individuals detained in other facilities by virtue of statutes or commitment procedures which provide alternatives to criminal prosecution or incarceration in a penal institution, and individuals detained pending arraignment, trial, or sentencing.

Private information: Information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information that has been provided for specific purposes by an individual and that the individual can reasonably expect will not be made public. 

Secondary research*: Research involving pre-existing data sets, or research in which the data were collected for a separate project or reason and are being repurposed or reexamined by the current project. 

Secondary review*: An IRB review conducted after a project has already received IRB approval, either from the same institution or from an IRB at a different institution; this may be required for projects conducted at multiple institutions or when approval for a project has expired and needs to be reviewed again.

Vulnerable population*: Categories of subjects that may have higher than normal potential for coercion or undue influence to participate in research. OHRP regulations specifically name children, prisoners, individuals with impaired decision-making capacity, and economically or educationally disadvantaged persons as vulnerable populations, but this list is not exhaustive.
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Non-Research Projects
OHRP requires IRB review of some sort for any human subjects research conducted at an institution or using individuals from an institution. However, section 46.102 of 45 CFR 46 clarifies that this only applies to those types of investigations that OHRP has deemed “research.” The guidelines specify that the following forms of study are considered “non-research” and thus do not require review by the Northwest IRB:

	1. Activities whose focus is on the subjects of the study only; in other words, the investigator does not want to use data gathered to make generalized claims about behavior, cognition, etc. beyond the subjects who actually participated in the study. Types of study specifically mentioned by 45 CFR 46 as non-research under this category are oral history, journalism, biography, literary criticism, legal research, and historical scholarship. 

Other non-research categories apply only in rare circumstances and are unlikely to apply to your project. If you believe your project falls under one of the following, please contact the Northwest IRB first before moving forward with the project to ensure that it does not require IRB review. 

	2. Projects conducted by a public health authority which observe activity or collect and test information or biospecimens. 
	3. Projects conducted by a criminal justice agency, authorized by court order, where data are collected solely for the purpose of criminal justice or investigative purposes.
	4. Authorized operational activities in support of intelligence, homeland security, defense, or other national security missions.

If your project involves human subjects and does not clearly fit under a category listed above, you should submit your project for IRB review. If you are unsure whether your project needs review, contact the Northwest IRB (IRBNWMS@nwmissouri.edu) for assistance.

Non-Human Animal Research
The Northwest IRB reviews human subjects research only. If your project involves non-human animals, you should contact the Northwest Animal Welfare Committee for more information on applications, requirements, and ethical guidelines to be followed.
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This section outlines the general process by which you should submit your proposal for review as well as the review process conducted by the IRB. The section also explains some differences between the exempt, expedited, and full review processes; more details on these differences can be found in section 5 (Types of IRB Review). 

Submitting an IRB Proposal
To be considered for review, investigators must submit several documents for evaluation and review. These documents typically include the following: 
	- IRB Application Form
	- Proof of completion of research ethics training [CITI Training]
	- Copies of all surveys and materials used in the project
	- Informed consent statements (for research with adult subjects)
	- Assent and permission statements (for research with children)
	- Recruitment materials

Note that not all research projects will require all of the above documents; only those that will be used in your project must be submitted. For example, a project utilizing a pre-existing dataset will not need to submit informed consent statements as there will be no new data collection. Some projects may also need to submit additional documents. For instance, projects in which subjects will ingest a substance, such as food or dietary supplements, must submit the Ingested Substances and Dietary Supplements Form. 

The only exception is that all projects must submit an IRB Application Form and proof of completion of research ethics CITI Training. 

Where to Submit
All materials should be submitted electronically to the Northwest IRB email address (IRBNWMS@nwmissouri.edu). Any necessary supplementary documents should be included as attachments to your electronic submission. 

Signatures
All applications must include an electronic signature on the application form. To electronically sign your application, simply sign and date your name in the signature line at the end of your application. If you are a student researcher, you should also send the application form to your faculty advisor for review; they will also need to sign and date the form before you submit it. If you prefer to sign your application physically, you may also print the application, sign and date it, and then email your documents to the Northwest IRB email address.
 
IRB Review Process
Once your materials are submitted, they will be sent out for review which will be conducted by one or more members of the Northwest IRB Committee. IRB review considers only whether the study meets the requirements for ethical research outlined by OHRP, not the quality of the research questions or methodologies. The number of reviewers, length of review time, and complexity of review will depend upon which application was submitted:

	- Exempt IRB applications involving adult subjects are typically reviewed by one committee member; initial review is usually completed within one week of submission.
	- Exempt IRB applications involving child subjects are typically reviewed by 2-3 committee members, at least one of which has expertise in research with children; initial review is usually completed within one week of submission.
	- Expedited IRB applications are typically reviewed by 2-3 committee members and initial reviews are usually completed within 1-2 weeks of submission. The expedited review process does not vary based on subject age, though expedited projects with child subjects will include at least one member with expertise in research with children.
	- Full IRB applications are reviewed and discussed by the full committee during a physical meeting (or, in extreme circumstances, a virtual meeting). This meeting requires attendance of at least 50% of committee members and must include a non-scientist IRB member in attendance. Full IRB reviews are usually completed within one month of submission. 

IRB Decisions and Re-Submission
Once the Northwest IRB has reviewed your application, a decision will be made regarding whether your project can be approved in its current form. If your project is approved, you will be contacted through email by the chair of the Northwest IRB. The chair will provide you an IRB approval code (typically a seven digit number) and an approval letter signed by the chair and stating the terms of your approval. 

It is common for reviewers to ask for revisions to your procedures or materials prior to granting approval. In these cases, the chair will contact you through email and explain any revisions to be made prior to approving your project for data collection. These changes can usually be made through a reply email with procedural questions answered and/or new versions of documents submitted.

In certain rare cases, a full IRB application may be denied by the IRB committee based on its high risk of subject harm. If you think your project may have a high chance of harming subjects and would like to discuss it, please contact the Northwest IRB (IRBNWMS@nwmissouri.edu) prior to submitting your application.

Protocol Changes After IRB Approval 
Sometimes, unexpected issues or problems arise that require the protocols and procedures of a research project to be changed after the project has begun. It is important to understand that IRB approval is only granted to a project in the state that it was submitted and reviewed by the Northwest IRB committee. If any changes to protocol or procedures are made following IRB approval, the principal investigator must submit a Protocol Change Form through the Northwest IRB email address. The Protocol Change Form can be found at the IRB website. Once the form is submitted, it will be reviewed at same level at which the initial IRB application was reviewed. Note that some protocol changes may require your project to undergo an entirely new review if the protocol leads to higher subject risk or if your project no longer fits under the exempt or expedited category it was originally approved under.

When a decision is reached, the chair of the Northwest IRB will contact you through email notifying you of approval to continue with the new protocol or requesting changes to the protocol.

Data cannot be collected using updated protocols, procedures, or forms until IRB approval of the protocol change has been obtained.

Common examples of protocol changes you might need to submit for approval include (but are not limited to): 
	- Adding new principal investigators, faculty advisors, or other researchers who will have access to participants and data. 
	- Adding new survey questions/questionnaires, or changing the wording or presentation of existing survey questions/questionnaires. 
	- Changing the location in which an in-person study will be conducted, or changing aspects of the location (e.g., allowing larger groups to participate than was originally planned). 
	- Changing the modality by which the project is conducted (e.g., an in-person study which needs to shift to online data collection procedures). 
	- Changes to procedures or materials due to unforeseen circumstances that have arisen during data collection (e.g., adding a procedure requiring subjects to turn their phones off prior to participation). 
	- Collecting additional subjects significantly beyond that planned in the original IRB application.

Continuing Review
After receiving initial approval, most projects do not require continuing review or notice of project completion unless a protocol change must be approved: 

	- Exempt projects do not require any further information following IRB approval unless a protocol change occurs.
	- By default, expedited projects do not require further information following approval. However, the IRB may request continued review and status reports for expedited projects deemed in need of special oversight. 
	- Projects requiring a full review must undergo continued review. 

If your project requires continued review, the review process will be outlined in the approval letter you receive for your project. To complete a continued review, you must submit an IRB Status Report form within one year of the approval of your project. Keep in mind that the one year timeline is the maximum allowed for a continued review, and the Northwest IRB may determine and require continued review under a shorter timeline. 

If your status report is not submitted within one year of approval, the IRB chair will contact you through email to request a status report. If one is not submitted within one week of email contact, the project will be closed and you will not be allowed further time for data collection without submitting a new IRB review application.
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OHRP has outlined three levels of IRB review: exempt, expedited, and full review. The levels of review are differentiated based on their level of risk to subjects as well as the type of research being conducted. 

Both exempt and expedited research are defined as research that is of no more than minimal risk to subjects (see the Definitions section above for more on the meaning of minimal risk). This is the most important consideration for both exempt and expedited research, meaning that a project with more than minimal risk does not qualify for these levels of review even if your project falls under the exempt or expedited categories.

Assuming your project is no more than minimal risk, the primary difference between exempt and expedited research is the type of research being conducted. In both cases, OHRP has determined several categories of research that are considered exempt and expedited; the level of review required for a project of no more than minimal risk is thus determined by the category your project fits within.

To determine whether your project should be submitted for consideration as exempt or expedited, review the List of Exempt and Expedited Categories section of the Northwest IRB website. If you are still unsure, contact the Northwest IRB (IRBNWMS@nwmissouri.edu) for clarification.

If your project does not fall under any of the exempt or expedited categories, or if your project is of more than minimal risk to subjects, then you must undergo a full review. There are no particular categories under which a full review project must fall under; rather, the focus is on ensuring that the risk to subjects in your project is minimized as much as possible, that all ethical protocols are being followed, and that the benefits that may be obtained from your project outweigh the harm it may cause to subjects. 

Research with Vulnerable Populations
Certain populations, such as children and prisoners, must be given special consideration when evaluating an IRB application to ensure that subjects do not feel coerced and that consent is legitimately obtained. Because of this, OHRP has outlined special guidelines for certain vulnerable populations regarding which levels and categories of IRB review can be used. 

For research with children, projects that are no more than minimal risk can be approved as exempt or expedited with the exception of exemption category 3. In addition, research with children can only be approved as exempt under category 2 if certain stipulations are met: 
	- Research fitting under exemption category 2-III cannot be reviewed as exempt.
	- Research fitting under exemption category 2-I or 2-II can only be reviewed as exempt if it involves educational tests or observations of public behavior where the investigator does not participate. Otherwise, research under 2-I or 2-II cannot be reviewed as exempt.

For research with prisoners, projects cannot be exempt and must undergo either expedited or full review. If the project is of no more than minimal risk and fits one of the expedited categories, it can be approved with an expedited review; otherwise, the project must undergo full review. However, prior to submitting your project for review, you should contact the Northwest IRB for further instructions related to your project.

For research with pregnant women, human fetuses, or neonates, projects may be approved as exempt or expedited under any category as long as the requirements of the category are met. However, prior to submitting your project for review, you should contact the Northwest IRB for further instructions related to your project.

Note that these OHRP guidelines are not exhaustive: there are vulnerable populations beyond children; prisoners; and pregnant women, human fetuses, and neonates. If you are using a vulnerable population that does not have specific guidelines listed, you should still give careful consideration in obtaining consent and avoiding coercion.

In addition, the information above only applies to research of no more than minimal risk. 45 CFR 46 has strict guidelines for research with vulnerable populations that may cause harm to subjects. If your project may cause harm, you should review the relevant guidelines in subparts B, C, and D at this link.
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For an investigator to design and conduct an ethical research project, they must understand how to conduct ethical research, how to protect the rights of their human subjects, and their responsibilities as researchers. Evidence of completion of research ethics training must be on file for all researchers associated with a project before it can be approved by the Northwest IRB. This includes any researchers involved with the project (whether through data collection, data analysis, or another part of the project), not just principal investigators. 

Beginning Fall 2021, all researchers (including student researchers) must complete the Human Subjects Research (HSR) training offered by the CITI Program in order to receive IRB approval for research projects. In this context, “researchers” include anyone associated with the project, not just the principal investigator. This training must be completed at least once every three years. 

There are two versions of initial HSR training offered: Social-Behavioral-Educational (SBE) Comprehensive and Biomedical (Biomed Comprehensive. All researchers submitting IRB applications must complete the Social-Behavioral-Educational Comprehensive (SBE) training. Researchers conducting physiological or biological research must complete the Biomed training in addition to the SBE training. 

Both the Biomed and SBE trainings typically take several hours to complete. Researchers should set aside ample time to complete the training as part of the preparation process for IRB submission.

Once your HSR training certification expires after three years, you should complete the refresher course associated with your training. There are several refresher courses, numbered sequentially (e.g., Biomed Refresher 1, Biomed Refresher 2). You should complete Refresher 1 after your initial training expires, Refresher 2 three years after completing Refresher 1, and so on. 
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Informed consent (or, when conducting research with children as subjects, assent and permission) is a required component of all human subjects research. Broadly speaking, informed consent means that subjects have been given all information necessary to make a decision about whether they would like to participate in the study. 

You must obtain informed consent (or assent and permission) from subjects (or subjects and their parent[s]/guardian) prior to their participation in your project. In order for subjects to provide informed consent, they must be provided with certain information regarding what will occur during their participation as well as their rights as research subjects. As the investigator, it is your duty to ensure that subjects receive the information necessary to provide informed consent (or assent/permission). It is also your duty to ensure that documentation of consent is obtained in some manner. 

Section 46.116 and 46.117 of 45 CFR 46 details the specific requirements of informed consent and documentation of consent and should be read to ensure that your informed consent document includes all components deemed necessary by OHRP. These requirements are also outlined in more detail within the Informed Consent, Assent, and Permission Information section of the Northwest IRB website. 
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Section 46.104 of 45 CFR 46 identifies eight categories under which a research project may be submitted for Exempt IRB review, and the 1998 OHRP Expedited Review Categories notice identifies nine categories under which a research project may be submitted for Expedited IRB review. These categories, and examples of research falling under each, are detailed in the Exempt and Expedited Categories section of the Northwest IRB website. Keep in mind that along with meeting criteria for a category, a project must also be considered no more than minimal risk to be reviewed as either exempt or expedited.

If you are unsure whether your project fits one of the exempt or expedited categories, you can contact the IRB with questions at IRBNWMS@nwmissouri.edu. 
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Do I need to print off forms and submit physical copies somewhere? 
No. All forms should be sent electronically to IRBNWMS@nwmissouri.edu. You may need to print off the IRB application itself to sign it, but this is only required when submitting your application from an email address not affiliated with the university. 

Which IRB application should I use? 
Starting Fall 2021, all researchers should submit the IRB application document available on the Northwest IRB website. In the past, separate application documents were used for exempt, expedited, and full review applications. These documents are no longer accepted for review.

I submitted my project to the IRB and it was not approved. Is there anything I can do? 
Yes. First, your project can only be disapproved if it goes through a Full IRB review. Projects that are deemed no more than minimal risk (and thus receive either Exempt or Expedited Review) cannot be disapproved, though approval may be withheld until certain changes to the research protocol are made (including re-submission of the entire application). Second, if your project received a Full IRB review and was disapproved, you will be given an opportunity to respond in person or in writing. Your response will be considered by the IRB and, dependent on the content of your response, the decision of disapproval may be changed. 

I am a researcher not affiliated with Northwest and am not conducting my research at Northwest. Can my project be reviewed by the Northwest IRB? 
At this time, the Northwest IRB only reviews research conducted by persons affiliated with the university and research conducted by external parties at Northwest. 

My department/school/division has an IRB. Do I still need to submit an application to the main Northwest IRB? 
Some departments or schools have an internal IRB. However, these committees are only sanctioned to review student-led projects that meet the criteria for an Exempt review. If this describes your project, then you need only submit to your department-level IRB (you should submit the same materials as you would have to the main IRB). However, if this is a faculty-led project, or if your project requires an Expedited or Full IRB review, then you must submit the project to the main Northwest IRB.  

Can I sit in on a Northwest IRB meeting? 
You can, but not for a review of your own project. The IRB does not have a regular schedule for physical meetings, so if you wish to attend a meeting, you should contact the Northwest IRB email (IRBNWMS@nwmissouri.edu) to see when the next meeting will be held. 
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