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[bookmark: _Toc327501387]IRB Research Application Guide
[bookmark: _Toc1948317976]This document will act as a guide for the process of submitting a human subject research application. New researchers may want to read this start to finish. Experienced researchers may want to jump directly to sections they need assistance with.
This guide will break down each step of submitting your project to the to the IRB/ORA, what is required to receive approval, and what occurs after a project is submitted and approved. 
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	[bookmark: _Toc1542760682]Step 1: does your project need IRB review and approval?


The UNMC IRB/ORA is required to review all human subject research:  
1. Conducted at University of Nebraska Medical Center (UNMC), Nebraska Medicine (NM), Children’s Nebraska (CN), and University of Nebraska at Omaha (UNO), or 
2. Conducted anywhere by UNMC, NM, CN, or UNO personnel  

However, the UNMC IRB/ORA does not review projects that do not constitute human subject research. So, what is human subject research?
	IS human subject research
	IS NOT human subject research

	Phase I PK/dose finding study of a new drug
	QI/QA designed with the goal of evaluating or improving institutional practice

	Phase III randomized trial comparing 2 standard surgical procedures
	Case reports

	Testing of a modified approved orthopedic device
	Classroom projects intended to satisfy course requirements

	Measurement of gait parameters in stroke patients
	Program Evaluation/Assessment

	Review of the medical record to determine risk factors for a specific disease
	Research conducted using de-identified data or biospecimens

	Focus group discussion about usability of educational website
	Certain pilot projects that have all the following characteristics:
· Minimal risk
· Data not retained
· Subjects are healthy 
· Limited to interventions intended to test equipment or the methodology, or to refine the parameters of the protocol

	Analysis of identifiable pathology specimens for activity of specific biochemical pathway
	Innovative Therapy


For more information on what constitutes human subject research and what does not, check out our guide: CLICK HERE 

Is your project human subject research?
	Yes- Please continue reading on
	No- You do not need to submit this to the IRB/ORA. Best of luck with your project!

	[bookmark: _Toc1724550187]Step 2: Log into RSS


Investigators applying for any initial approval of a proposed research protocol must submit a New Protocol/sIRB Request. 
The form is submitted via the Research Support System (RSS) online portal: https://net.unmc.edu/rss/home.php 
RSS will be the hub for the IRB application, additional documents, certain ancillary requirements, and communication with your assigned analyst. 

	[bookmark: _Toc1943719612]Step 3: Check your training requirements


All investigators and research staff conducting non-exempt research, including faculty advisors of student investigators, must complete the Collaborative Institutional Training Initiative (CITI) web-based training program. 
There are 3 different modules. To check which modules you will need to complete for your specific research study along with instructions on how to login and navigate CITI, CLICK HERE. 
If you’ve completed CITI training at another institution, email the completion certificate(s) to IRBORA@unmc.edu so we may update the record in RSS.
All personnel conducting non-exempt research (excluding personnel listed solely as the research Point of Contact) must complete CITI training prior to release of the protocol by the ORA.

Community Research Partners
Community Partners are non-academic personnel (e.g. community leaders, representatives from supporting community organizations, etc.) engaged in research requiring IRB approval. Students, staff, and faculty affiliated with UNMC, NM, CN, and UNO or private entities directly engaging in human subject research would not be considered community partners. 
Community partners may be trained through CITI or through the use of the CIRTification online program at University of Illinois Chicago. For more information on CIRTification and instructions for how to complete the training, CLICK HERE. 

Exempt Research
Neither CITI nor CIRTification training is required for personnel who conduct Exempt research.

	[bookmark: _Toc1540562489]Step 4: Submit your application



Start by deciding what type of study this will be and then follow the directions under the type of study that matches your project.
	Option 1: UNMC IRB 
You plan to conduct a study at UNMC, NM, Children’s Nebraska, or UNO using the UNMC IRB. 
	Option 2: UNMC Single IRB (sIRB) 
You plan to conduct a study with multiple participating sites and use the UNMC IRB. 
	Option 3: External/Central IRB (cIRB) 
You plan to conduct a study with multiple participating sites and use an IRB other than UNMC. 



[bookmark: _Toc1704827775]Option 1: Study using UNMC as the IRB of record
Need detailed assistance with creating a new application? Start with the guide for Creating and Navigating a New Application. 
 
Quick Guide: 
· Log into RSS 
· Click on the IRB tab 
· Under “Application”, click “New Protocol/ sIRB Request” 
· Select the type of application
· Unsure which type of application to use? CLICK HERE for a description of each application type
· Complete the new research application 
· Attach required and supporting documents under “Documents”, as applicable
· Create a consent form in RSS, as applicable 
· CLICK HERE to access a guide on how to create a consent form
· CLICK HERE to view other RSS guides, including consent form guides
· Submit the new application for review 
*NOTE: the PI is responsible for ensuring all information in this application is complete and accurate.

[bookmark: _Toc675717965] Option 2: Multi-Site Study using UNMC as the IRB of record (sIRB)
Request Determination:
1. The lead site will submit a sIRB request form in RSS including: 
a. the identity of the research network (if available) and participating sites 
b. rationale for use of the UNMC IRB as the IRB of record for the research 
c. any relevant deadlines or funding agency requirements 
2. The ORA sIRB team will receive the request and set up an initial consultation with the Lead Site Study Team. 
a. During the consultation, we will provide you with additional education on the reliance process and explain your responsibilities as the lead site. 
3. The sIRB team and VCR leadership will either accept or deny the request given the justification for using a single IRB, HRPP resources, and UNMC IRB expertise. 

Lead Site Protocol Review:
1. The lead site submits an IRB application (protocol and lead site information) through RSS. 
a. The UNMC IRB and sIRB team review the submission
i. The sIRB team may send a letter or message asking for clarifications or modifications to the application 
ii. The lead site study team will work with the sIRB team to resolve these outstanding items
b. The protocol and lead site are eventually approved

Participating Site (pSite) Review:
The pSites are sent invitations to complete a pSite application through RSS. 
· The applications are reviewed by the sIRB team 
· Reliance Agreements are negotiated, and a determination is made 
· As each site fulfills the necessary requirements, their site inclusion is approved

[bookmark: _Toc1735051520] Option 3: Multi-Site Study using an External IRB as the IRB of record (cIRB)
1. Submit a cIRB application in RSS 
2. Upload supporting documents as part of the submission. These documents may include (as appropriate): 
a. protocol (or full IRB application from external IRB) 
b. Consent Templates (WITH required institutional language inserted) 
Examples of other items might include:
c. investigator Brochure 
d. grant documents 
e. subject-facing materials  
f. recruitment materials  
g. institutional requirement documentation 



	[bookmark: _Toc431271400]Step 5: What to consider when filling in your application


If the study is a cIRB study and UNMC is ceding review to another IRB of record, the UNMC IRB does not review for the regulatory criteria of approval. The UNMC IRB will review the application, the consent form(s), and any recruitment materials to ensure they abide by the UNMC HRPP Policies.

To be approvable, all research must satisfy the following criteria:
1) The risks to subjects are minimized
· Consider all types of risks including physical, psychological, social, legal, and economic risks
· Consider risks to subjects as well as risks to others (i.e. secondary subjects, communities, society)
· Describe how you plan to minimize the risks and think of alternatives, precautions, contingencies, etc.
2) The risks to subjects must be reasonable in relation to the anticipated benefits
· Consider all types of benefits including physical, psychological, etc.
· Consider benefits to the subjects and/or to society
· NOTE: benefits should not be overstated (e.g. this “may” work versus this “will” work)
3) The selection of subjects is equitable
· Are the benefits and burdens distributed fairly?
· Do you plan to target a specific group or vulnerable population for inclusion and is that appropriate?
· Do you plan to exclude a group? Would that group benefit from this research and is their exclusion appropriate?
4) Informed consent is obtained 
· Who will be involved in the consent process?
· Where is consent being negotiated?
· How much time is allotted to collect consent?
· How is the risk of coercion or undue influence going to be minimized?
· How is comprehension assured?
5) Informed consent will be appropriately documented 
6) There are adequate provisions for monitoring the data
· Who is monitoring the data?
· How frequently are they monitoring?
· For research associated with greater risks:
· Are there defined stopping rules and withdrawal criteria?
· Is there a clear description of safety, efficacy, and futility findings that would cause suspension of the study?
7) There are adequate provisions to protect the privacy of subjects and maintain the confidentiality of data
· Privacy refers to the person
· How will subjects be identified?
· Does the investigator have proper ethical access (https://guides.unmc.edu/books/hrpp-policies-and-procedures/page/312-ethical-access)?
· Where will consent be negotiated and who is involved?
· Confidentiality refers to the data
· How is the data being secured?
· Who can access the data?
· How is it being discarded?
8) Additional safeguards are in place for vulnerable populations
· Does the research include vulnerable populations such as children, prisoners, individuals with impaired decision-making capacity, or economically or educationally disadvantaged persons? Remember that vulnerability is situational and may go beyond the populations stated above.
· Is their inclusion necessary?
· If vulnerable subjects are included, what additional protections are in place?

In addition to satisfying the 8 requirements above, make sure the application, consent form(s), and any recruitment materials abide by UNMC HRPP Policies (e.g. compensation, ethical access).

	[bookmark: _Toc712082910]Step 6: IRB/ORA reviews the application



NOTE: Please allow up to 21 days from the time of initial submission to review.

[bookmark: _Toc2065738017]UNMC as the IRB of record (Option 1):
The review type is determined based upon the design and procedures of the study and is decided by the assigned IRB Analyst: 
· Exempt: studies that meet specific criteria and are exempt from IRB review. They still require an ethics review by the ORA. 
· Expedited: minimal risk studies that meet specific federal criteria for  expedited review. They are reviewed by a single IRB Analyst, rather than the convened board. 
· Full Board: greater than minimal risk studies or minimal risk studies that do not meet expedited criteria. These studies must be reviewed by the convened board at one of its meetings (click here for the current Submission Deadlines and Full Board Meeting Dates). 
NOTE: a reviewing analyst may decide that an exempt or expedited protocol needs to be reviewed by the convened IRB. 

The PI and Lead Coordinator/Point of Contact will receive notification of the ORA/IRB’s determination via email with one of the following options: 
· Approval: all criteria for approval are met and no other changes are required 
· Conditional: minor, specific modifications and/or submission of additional documents is necessary before approval (NOTE: the protocol is NOT yet approved and you may NOT begin any research activities, including recruitment) 
· Tabled: needs substantial modifications and/or clarification and needs re-review. It cannot be determined if the criteria for IRB approval are met. 
It may also be necessary to provide approval from other institutional groups/departments before receiving IRB/ORA approval.  
Depending on the type and nature of the research, additional requirements may be required. To see a list of all other institutional requirements and their contact information, CLICK HERE.
NOTE: The UNMC IRB/ORA review and approval has no impact on when other committees/groups conduct their review or process their approval.  

NOTE: This step takes time. The IRB Analyst and/or board reviewers may require additional information be provided or revisions to the application be made. If a study must be reviewed by the full convened IRB, remember that some boards only meet once per month. There may be a few rounds of revisions required before the submission is approvable by the IRB/ORA. The other institutional requirements may also take time and are required to be in place before the study can be released. Please allow plenty of time for review of your application.  

[bookmark: _Toc1782531491]Multi-Site sIRB studies (Option 2):
You will receive communication for the lead site as per “UNMC as the IRB of Record (option 1)” above.
Participating sites will be reviewed under an Expedited process.
Please contact sIRB@unmc.edu for more information.

[bookmark: _Toc522080706]Multi-Site cIRB studies (Option 3):

1. The UNMC ORA reviews the cIRB application to determine if the research can be reviewed by an external IRB as per HRPP policy 1.4for cIRB exclusions, for local context issues, and for institutional requirements. 
2. The PI will receive notification of the ORA’s determination via email with one of the following options: 
a. Pending Institutional Requirements (PIR): the application is acceptable as written but not all institutional requirements are accounted for
b. Conditional: minor, specific modifications and/or submission of additional documents is necessary before acceptance (NOTE: the protocol is NOT yet approved and you may NOT begin any research activities, including recruitment) 
3. If the PI received conditional acceptance, they submit a point-by-point response letter in addition to any revisions requested by the IRB Analyst 
4. When the application/consent form(s) requires no further revision, but there are outstanding institutional requirements, the status will be set to “Pending Institutional Requirements” (PIR) 
a. Institutional requirement documentation must be uploaded to RSS as it becomes available  
CLICK HERE for a list of institutional requirements and their contact information
5. Once all items have been addressed and all institutional requirements have been satisfied, the UNMC ORA will: 
a. Send an acceptance letter via email 
b. Set the study to “Active” in RSS 

NOTE: This step takes time. The IRB Analyst may require additional information be provided or revisions to the application be made. There may be a few rounds of revisions required before the submission is approvable by the ORA. The other institutional requirements may also take time and are required to be in place before the study can be released. Please allow plenty of time for review of your application.  

	[bookmark: _Toc1335090543]Step 7: Study Maintenance & Ongoing Review



[bookmark: _Toc1152302444]UNMC as the IRB of Record (Option 1):
After you receive initial IRB/ORA approval, there may be ongoing review requirements for IRB submissions or reports during the course of your study. 
Please read your letter carefully and familiarize yourself with these requirements.  
Examples of these types of submissions may include, but is not limited to: 
· Continuing Review (CR) Applications: studies subject to Continuing Review must submit a CR application annually. 
· Demographic Recruiting Numbers Form: studies not subject to Continuing Review must submit a demographic form annually.
· Change Requests: used to request approval of any change to a currently approved application/protocol and/or consent form(s) (NOTE: only used after a study has received initial review and approval).  
· Other Forms: includes adverse events, single subject protocol deviation requests, incident reports, short form requests, and requests to continue treatment for enrolled subjects. 
· Study Completion Report: submitted when the investigator would like to close the study. 
NOTE: study completion reports are only used for studies subject to continuing review. CIRB studies, exempt research, and non-FDA regulated expedited studies may be closed by sending a message in the portal requesting closure.  

[bookmark: _Toc384645033]Multi-Site sIRB studies (Option 2):
All sites, both lead and pSites, are responsible for submitting ongoing reports and requests during the course of the study, including but not limited to: 
· Change Requests 
· Continuing Review 
· Single Subject Protocol Deviations 
· Incident Reports 
· Adverse Events 
· Completion Reports 

[bookmark: _Toc1153826331]Multi-Site cIRB studies (Option 3):
In general, the external IRB of record will be responsible for reviewing most study activities. In some cases, these may also need to be submitted to the UNMC IRB. 

Things to submit to the external IRB of record: 
· Protocol amendments  
· Continuing Reviews 
· Single-Subject Deviation Requests  
· Incident Reports 
· Adverse Event (AE) Reports 
· Study Completion Reports 
NOTE: not all IRBs require the same thing. Please check with your IRB of record.
Things to submit to the UNMC IRB: 
· New or modified Conflicts of Interests (COI), management plans, or additional external cIRB requirements  
· New of modified recruitment and educational materials 
· New or modified informed consent forms (ICFs) 
· Copies of reports made to OHRP and/or the FDA 
· Copies of Incident Reports submitted to the IRB of record and their determination  
· Only if serious or continuing or an Unanticipated Problem (UP) 
· Copies of Internal AE reports submitted to the IRB of record and their determination 
· If the Internal AE meets reporting requirements per HRPP Policy 8.1, then an AE form is submitted in RSS 
· Personnel Changes (NOTE: personnel are not permitted to work on a study until UNMC IRB approval is received) 
· Annual Status Update via Demographic Recruiting Numbers Form 
· Study Closure Notifications (sent via RSS message portal) 
· Short Form Requests (if applicable) 


	[bookmark: _Toc797683054]Additional Resources



· Acronyms and Definitions  
· Am I doing Human Subject Research? 
· Assembling your Research Team 
· CITI Training Guide 
· Consent Forms Guide 
· Guide to Noncompliance 
· HRPP Policies: Investigator Guidance Series 
· Other Institutional Requirements 
· RSS Training Guides 
· UNMC HRPP Policies 
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