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VUMC HRPP Guidance: What Type of IRB Application Should I Submit?
	
The descriptions below are intended to provide general guidance on when each IRB application type may be appropriate. Because every study is different, the specific characteristics of your project may affect the appropriate submission type. These summaries are not all-inclusive and should be used for an initial assessment and not  a definitive determination. If you are unsure which application is appropriate for your project, please contact the HRPP for assistance at:
irbhelp@vumc.org or 615-322-2918 (Option 1).




	Levels of IRB Review/Application Types in DISCOVR-e:
· Standard or Expedited
· Exempt
· .118 Determination
· Non-Human Subjects Determination
· Quality Improvement/Non-Research Determination
· Request Review by Another IRB
· Coordinating Center ONLY



Definitions
Research: Any systematic investigation (including research development, testing and evaluation) designed to develop or contribute to generalizable knowledge. 

Systematic Investigation: Any activity that involves a prospective study plan including research development, testing, evaluation and data collection to answer a study question or hypothesis.

Generalizable Knowledge: The HRPP defines this as information that is gathered by a research protocol or project that answers a research question (i.e., hypothesis). Resultant information should be able to be applied to the general population relative to the population targeted.  

	
Quality Improvement/Non-Research Determination
· Activities are not research if they do not involve a systematic investigation involving a predetermined method for studying a specific topic, answering a specific question, testing a specific hypothesis, or developing theory. 
· Examples of activities that would generally not be considered a systematic investigation:
· Case reports or case series of 3 or less individuals
· Scholarly or journalistic activities (e.g., oral history, journalism, biography, literary criticism, legal research, and historical scholarship)
· Public Health Surveillance activities
· Classroom exercises involving human participants or human participant data where the objective of the activity is to teach proficiency in performing certain tasks or using specific tools or methods.
· Activities are also not research if they do not contribute to generalizable knowledge.
· Examples of activities that are typically not considered generalizable:
· Quality Assurance/Quality Improvement activities designed to continuously improve the quality or performance of a department or program.
· Classroom exercises solely to fulfill course requirements or to train students in the use of particular methods or devices
· Service or course evaluations, unless they can be generalized to other individuals

· When a non-research/QI application is submitted to the IRB, the application and accompanying materials should NOT use the phrase “research” to describe the project
· Intent to publish a quality improvement project is not sufficient to require IRB review as a research study. Even though most QI activities aren't research, there is much to be learned from sharing descriptions of these non-research activities. 
· EXAMPLE: Case Reports are generally not considered to be research but provide a valuable addition to the medical literature.
· A designee of the IRB will review the project (IRB application and supplemental materials) and issue a determination letter stating that the project does not qualify as "research" per 45 CFR §46.102(l), therefore IRB approval is not required.
· Documentation from the IRB that a project is non-research may be required for publication or presentation purposes. The IRB cannot make a non-research determination for projects retroactively.
· EXAMPLE: The investigator intends to evaluate resource utilization of a specific resource in their clinic and the intent of this activity is for internal assessment and improvement. 
· How do I know if my project qualifies as Non-Research?
· Carefully assess the definition of research provided above. 
· If the primary intent of your project is to improve the quality or performance of a specific department or program at VUMC, then it is likely not research subject to IRB regulations. 
· If the intent of your project is to produce results/scientific knowledge that can be generalized to other institutions and/or the scientific community as a whole, then the project likely meets the criteria for research and requires IRB review and approval as a research study. 

Non-Human Subjects Determination
· The project/study meets the definition of research (i.e. a systematic investigation intended to contribute to generalizable knowledge), but the data collection does not involve interventions or interactions with humans or their identifiable information
· A designee of the IRB will review the project (IRB application and supplemental materials) and issue a determination letter stating that the study does not qualify as "human subject" research per §46.102(e)(1).
· Documentation from the IRB that a project is non-human subjects research may be required for publication or presentation purposes. The IRB cannot make a non-human determination for projects retroactively.
· EXAMPLE: The researcher receives a de-identified dataset from the TN Department of Health and will analyze this dataset to answer a research question/hypothesis that is generalizable to the scientific community.  

Exempt
· The study meets the definition of research and involves interventions or interactions with humans and/or their identifiable information.
· The research activities must meet one or more of the Exemption categories defined under 45 CFR 46.104 and pose minimal risk to participants.
· A designee of the IRB will review the project (IRB application and supplemental materials)  and issue a determination letter that the research is exempt from the requirement that it receive IRB full or expedited review.
· Exemption Categories: 
· D(1) - Research involving normal educational practices conducted in established or common education settings. This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
· D(2) - Research involving only the collection of data from a subject. Subject interaction may include in person and online surveys, focus groups, interviews, educational tests, or observation of public behaviors. The interaction may include video or audio recording. If the research involves surveys, interviews, or focus groups with children, the research does not qualify for exemption and a standard/expedited application should be completed instead.
EXAMPLE: The researcher only conducts interviews or surveys with nurses at VUMC with the intent to answer a specific research question. Results from this research will be generalizable to nurses everywhere, not just the nurses at VUMC. 
· D(3) - Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collected.
· D(4) – Secondary research uses of identifiable private information or specimens. “Secondary research” means the investigators are only using information or specimens that were originally collected/generated for another purpose other than this study.  The secondary use must fit into one of the following categories:
· D4(i): Use of identifiable information or biospecimens that are publicly available.
· D4(ii): Use of identifiable information (no actual biospecimens) are recorded in such a manner that the identity of the human subjects cannot be readily ascertained (i.e. viewing identifiable information but not recording it in an identifiable manner). 
· D4(iii): Use of identifiable information (no actual biospecimens) from a VUMC HIPAA regulated database (e.g. medical records, Research Derivative, etc.). PHI is being recorded in the research records. 
[bookmark: _Hlk150413959]EXAMPLE: The researcher only conducts a retrospective review of patient medical records. There will be no interaction with the patients. Data from the medical records will be analyzed to answer a research question. Results will be generalizable to patients everywhere, not just the patients at VUMC. 
** Exemption categories D(5), (6), (7), and (8) are not included in this guidance document as they are either rarely used or not permissible at VUMC. See HRPP Policy III.C. for additional information about these exemption categories. 

Standard/Expedited 
· The study is human subjects research that does not fit into one of the Exemption categories, and may include both minimal risk and greater than minimal risk research activities.
· The Full IRB Committee or an IRB Committee Chairperson or his/her designee will review the study (IRB application and supplemental materials) and issue a determination letter.

.118 Determination
· This is a review, authorized under 45 CFR 46.118, to acknowledge a grant proposal under which any definitive plans for the involvement for human subjects are lacking (e.g. often tied to a Just in Time (JIT).
· The VUMC IRB can issue a 46.118 determination to satisfy federal sponsor requirements to allow investigators to have access to the funding to begin aspects of the project that do not involve human subjects. Certain types of applications for grants are submitted with the knowledge that human subjects will be involved, but plans for the involvement of human participants are not yet definite.
· A .118 Determination from the IRB is not an IRB approval for human subjects research; it is simply an acknowledgement of a grant proposal in general but does not constitute an approval of the individual research activities and enrollment conducted under the grant.
· A designee of the IRB will review the submission (IRB application and a copy of the grant face page) and issue a determination letter, typically within 1-2 business days  after receipt of the submission to the IRB (after PI and Division Chief or Department Chair have signed the submission)
· The investigator should contact the HRPP if there is a time sensitive deadline for this submission type. 

Request Review by Another IRB
· This application is for studies in which a VUMC investigator seeks to cede IRB review to another IRB. 
· VUMC will  cede IRB review for a study that is 1) non-exempt; 2) multi-site human subjects research; and 3) funded by a federal agency or department that is a signatory to the Common Rule. Studies that do not meet all of the criteria above may still be considered for ceded review on a case-by-case basis. To request consideration, please email singleirb@vumc.org with a brief summary of the study and justification for the requested reliance arrangement.
· This is an abbreviated application that provides VUMC HRPP with information about the VUMC study team’s involvement in the research. This information allows the VUMC HRPP to determine what local considerations may apply, such as consent form template language, ancillary reviews (i.e., radiation safety review), and state laws or institutional policies.
· Please visit the VUMC HRPP Single IRB page for additional information.


Coordinating Center ONLY
· VUMC’s role in the study is limited to coordinating the human subjects research that is occurring at other sites. VUMC is NOT an enrolling site, but the VUMC investigator has agreed to serve as the coordinating center for a multi-center trial.
· The Coordinating Center is responsible for overseeing various aspects of a multi-site study, such as Protocol development/distribution, consent form development, site selection and training, the coordination of data collection, and the overall governance of research activities at all sites. The nature of these activities may vary from study to study.
· The IRB Committee will review the Coordinating Center (CC) application to acquire knowledge of the Investigator’s specific functions as the CC and to assure that sufficient mechanisms are in place for the protection of research participants when acting as a CC. The application will be reviewed by the IRB at the level of review for which it qualifies.
